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[bookmark: _Toc10019236]Background
The world’s population is ageing.  More people are living longer, the proportion of the population over the age of 65 years is increasing, and the same is true for Māori in Aotearoa New Zealand (NZ).1 By 2029, the population of Māori over the age of 65 years is predicted to increase to almost 90,000 (compared to 50,000 in 2019) with the proportion of Māori in this age group estimated to double in Waitematā District Health Board (WDHB)(3,390 in 2019 to 6580 in 2029).1 As people age, the frequency and extent to which they access the healthcare system increases, as does their disease burden.2,3  For the purposes of service delivery and research, older adults are often defined as those 65 years or older. Due to earlier onset of chronic disease and shorter life expectancy of Māori compared to non-Māori (7 years shorter)4, the age of 55 years or older is often used for Māori older adults.5Internationally, and in NZ, the number of medicines prescribed to an individual increases as people age.6 This occurs for a number of reasons including the increasing number of comorbidities with increasing age and prescribing according to best practice guidelines for single disease states.7 The trend for increased prescriptions of medicines with increasing age is also found for Māori.6 Compared to non-Māori, Māori are prescribed more medicines, from a younger age,6 likely reflecting inequities in health outcomes due to the wider determinants of health, with earlier onset of disease and greater co-morbidity. 
As the number of medicines increases, so does the complexity of medicines regimens and potential for harm to occur from medicines use in older adults.8 In older adults, adverse drug events (ADEs) are responsible for between 10 and 30% of all hospital admissions9, with an ADE prevalence rate of up to 35% in community-dwelling older adults.10 .  The major cause of ADEs in older adults, including morbidity, hospitalisation and mortality, is a result of potentially inappropriate prescribing (PIP).11,12 PIP can result either from the prescription of medicines which have the potential to cause more harm than benefit in an individual, or from the omission of medicines which may be of benefit in treating or preventing medical conditions. An older adult is at more risk of PIP and ADEs as the number of medicines prescribed increases.8
In NZ, there is differential access to medicines, with NZ dispensing data showing that Māori adults are more likely than non-Māori to be prescribed ‘high risk’ medicines (those more likely to cause ADEs) to treat acute issues, and less likely to be prescribed medicines used to prevent or treat chronic conditions, when taking into account predicted disease burden.13 The actual medicine may not be the only factor relating to increased risk of ADE; barriers for Māori accessing care and information may also be problematic as seen in other studies of health services in primary care.14 Recent research also suggests that Māori older adults may be more likely to experience adverse outcomes as a result of the omission of appropriate medicines i.e conditions not being treated,20 rather than prescription of a medicine causing harm, further highlighting issues in regards to medicines access for Māori. 
Pharmacists have a role to play in improving medicine use and reducing medicine-related harm. It has been shown that rates of ADEs and PIP are reduced in older adults when a pharmacist is involved in reviewing medicines appropriateness and medicine use,10,15 particularly when the pharmacist has specialised knowledge of geriatric medicine and is part of a multidisciplinary team (MDT) intervention.16 A recent Cochrane review showed that pharmacists based in the community (including community pharmacy, GP practices and other primary care settings) may improve patient outcomes to a level which is “clinically important”.17 The term ‘medicines review’ is used widely and can incorporate a number of activities. For the purposes of this protocol, the term is used to describe an intentional, structured and critical review of medicines, carried out by health professionals, in discussion with the patient, and with the aim to agree on optimal medicines use to improve the quality, safety and appropriate use of medicines.18  
Medicines optimisation is often regarded as a more in-depth subset of medicine reviews which are patient-centred, are individualised to take into account patient’s self-expressed goals of medicine therapy as well as their clinical context, and aim to identify the most appropriate course of action for an individual (which may differ from guideline-driven ‘best practice’) to ensure the best possible medicines-related outcomes.19,20  The medicines optimization process in older adults may be guided by tools designed to assess medicines appropriateness in this population and reflect that the balance between therapeutic benefit and potential medicine-related harm changes as people age. One of these tools is the STOPP/START criteria21 which reviews whether a particular medicine is likely to increase risk of harm from either having been prescribed inappropriately, or omitted from therapy, given particular clinical conditions and indices in a particular patient. The use of this tool has been validated as a tool that identifies increased risk of ADEs,11 can be used to improve medicines appropriateness over a prolonged period of time22 and can improve clinical outcomes such hospital length of stay and rate of falls.23 This tool has previously been used to show Māori older adults may be more likely to experience harm from omission of appropriate medicines rather than prescription of inappropriate medicines.24
RESEARCH PROJECT PROTOCOL

The Medicines Management Services section of the Pharmaceutical Society of New Zealand (PSNZ) Pharmacist Services Framework25 further defines different types of medicines reviews. These services range from a focus on adherence (Medicines Use Review) through to medicines optimization services led by a pharmacist working as part of a healthcare team, which may or may not include a pharmacist prescriber role (Comprehensive Medicines Management) (see Table 1 below). The funding, provision and uptake of these services, in addition to service models, varies greatly across NZ. It is intended that the intervention 
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tested in the proposed feasibility study will incorporate aspects across the spectrum of this framework – medicines education, adherence review and medicines optimisation.
[bookmark: _Toc10019237]Table.1 Medicines review services for non-hospitalised, community-dwelling adults in NZ (adapted from the NZ National Pharmacist Services Framework25, replicated with permission26)
	Medicines review service
	Function
	Training (in addition to pharmacist qualification)
	Availability and setting
	Funding

	Long Term Care Service (LTC)
	Provide medicines adherence support to patients with chronic conditions
	Nil
	Nation-wide, all community pharmacies are able to provide this service. Must meet eligibility criteria
	Publicly funded under the Integrated Community Pharmacy Services Agreement (ICPSA). Enrolment numbers are capped nationally and regionally.

	Medicines Use Review (MUR)*
	Optimise medication understanding and adherence
	Standards based training and accreditation through PSNZ
	Varies nationally by DHB. 
	If provided, service is funded by the DHB or provider – funding models vary nationally. Some DHBs do not provide this service at all.

	Medicines Therapy Assessment (MTA)*
	Optimise medication efficacy
	Accreditation by PSNZ after successful submission and assessment of evidence portfolio. May occur with or without formal post-graduate qualifications.
	Varies nationally from no provision to more extensive local provision. 
	May be funded by DHB or privately funded by patient.

	Comprehensive Medicines Management (CMM)*
	Optimise management of prescribed medications 
	Ability to practice at level of at least MTA (no accreditation required). Significant experience and post-graduate qualifications in Clinical Pharmacy expected.
	Varies nationally. Some services may be provided as part of an integrated healthcare team.
	Varies – may work as independent contractors or be employed by a GP practice, Primary Health Care Organisation (PHO) or DHB. Patients may pay privately, or a co-payment (to the same level as the cost of a GP consultation), or may be fully funded by provider.




This research will be conducted within a kaupapa Māori framework using theory and methods that align with this. Kaupapa Māori research aims to normalise Māori worldviews and ways of knowing,27 take back space and power for Māori in the research process.28 It is centered on the rights of Māori, under the Treaty of Waitangi, and in the context of health, to partner with health providers to develop and receive mana-enhancing health services, and experience equitable health outcomes. Kaupapa Māori research aims to have positive impact for Māori and comes from a place of dreaming of infinite possibilities for Māori.29 Kaupapa Māori methodology allows the incorporation of methods that uphold the principles of kaupapa Māori theory and practice and, in health research, this may mean the use tools developed under a biomedical model of health.
Medicines review services, which include multiple practitioners as well as patients and family, are complex interventions as there are multiple interacting components.30 This can make the development, implementation and evaluation of an intervention more difficult, hence the development of the United Kingdom Medical Research Council’s (MRC) guidance document on the development of complex interventions.30 This document supports kaupapa Māori approaches of authentically engaging with those receiving and delivering interventions and has been utilized to support the development of the proposed research. 
MRC identify four phases in the development of a complex intervention: 1. Development of a) an evidence base and b) a theoretical framework; 2. Feasibility testing; 3. Evaluation; 4 Implementation. This research group developed the evidence base (Phase 1a) in a systematic review investigating medicine review services for community-dwelling older adults in NZ and response to equity for Māori older adults.26 This review demonstrated there is little evidence to show the effectiveness of medicines review interventions in the NZ setting.26 Although internationally, pharmacist-led medicines review services have been shown to reduce inappropriate prescribing and adverse drug events in the older adult population,10,15 their ability to respond to the needs of Māori older adults, and the contribution they may make to achieving health equity in NZ, remains unknown.26
The development of a theoretical framework (Phase 1b) was undertaken under the Health and Disability Ethics Committee approved project: 17/NTA/271/AM04 Medicines Optimisation for Kaumātua - Understanding the needs of Kaumātua in relation to medicines optimisation services and well-being. Participants (which included Māori older adults, health professionals and District Health Board (DHB) key informants) working or located in WDHB were interviewed (see Appendix 1 for Overview of preliminary and proposed research). 
Māori older adults reported that medicines impacted on their daily life, that there were power dynamics involved in medication treatment and that health professionals and the healthcare system needed to communicate effectively to improve care. Participants reported that time was needed both for patients and health professionals to be able to develop relationships and also to discuss medicine-related issues in-depth. Both health consumer and health professional participants largely reported they saw pharmacists’ main role in the supply of medicines rather than activities that inform about medicines or facilitate medicines optimisation. However, they would be open to discussing and learning more about their medicines from a pharmacist. Participants wanted these discussions to occur in a ‘safe’ space – somewhere convenient for them, where they felt comfortable (varied responses: at home, community centre, GP practice, private area at a pharmacy) and where it was free from interruption. The main driver of need was to find out more about their medicines and to discuss adverse effects potentially caused by medicines. Participants identified that health practitioners’ ability to engage and build rapport affected whether or not participants felt comfortable asking questions and sharing concerns about medicines. 
Participants identified the need for health information to be accessible to those providing the care and that information needed to be shared with other health professionals involved in the care. Interview participants were asked what ‘success’ would look like for them – what would the service need to demonstrate to them for them to continue to support it (either by engaging with it or resourcing it). Potential measures of success were varied but included: relevant objective measurements of important clinical indices (such as blood pressure, HbA1c), patient and health professional satisfaction, increased knowledge of medicines (for both patients and health professionals), awareness of the service, service utilisation, patient empowerment, ability of service to remain in community (related to financial resource and also community uptake/approval), reduction in potentially inappropriate prescribing, increased number of medicine-related interventions, acceptance of pharmacist recommendations by prescribers, increased communication between health professionals, reduction in GP visits and the incorporation of the pharmacist in the ‘healthcare whānau’.   Some of these elements have been shown to be important in the success of other interventions.  Patient satisfaction (with health professional consultation and information provided)  has been shown to improve medicines adherence.31  Medicines knowledge and adherence to medicines have been found to both contribute to patients’ ability to manage chronic conditions32.  
Data was collated and analysed to inform the development of a theoretical framework to support the development of the proposed feasibility study in this project protocol (Figure 1). This will be used to frame intervention development as well as intervention evaluation. 

[image: ]
 Figure 1. Theoretical framework 

Rangatiratanga – supporting participants’ abilities and right to control their medicines-related health journey. Utilising and respecting the varied roles different health practitioners have in supporting best medicines use. The intervention is designed to support participant rangatiratanga.
Whanaungatanga – developing effective and engaged working relationships between patients and health practitioners, and amongst health practitioners. Supporting participants to develop appropriate support networks to be in place during and after intervention.
Medicines impact on daily life – Given that medicines impact in a multidimensional way on everyday life, it is important that adequate care is taken when starting, reviewing and stopping medicines. Clinical excellence is therefore an important aspect of this theoretical framework – ensuring participants have access to pharmacists with 1. experience in medicines optimisation in older adults and application of this in the wider context of wellbeing and in a culturally safe manner; 2.  communication skills to facilitate rangatiratanga, whanaungatanga and optimal individualised medicines use.
The key components of the intervention were conceptualised as medicines education, medicines optimisation, connected services, engagement and development of rapport with health professionals with the aim of enhancing participant autonomy and self-determination in their medicine-related treatment.
Phase 2 of the MRC guidance requires adequate piloting and feasibility testing be done prior to implementation on a large scale. Large studies powered to detect differences in outcomes from a certain intervention can be expensive and difficult to conduct. Therefore, feasibility studies are used to obtain a set of findings that can be used to decide whether a further larger study is warranted.33 Feasibility studies are relevant in any of the following circumstances: the intervention is novel; the intervention has previously been tested in a population without consideration of particular cultural differences that may be present and/or has not been tested in a specific population when there is reason to believe needs may be different.33 These reasons are all relevant to the proposed feasibility study given there is international data for efficacy of pharmacist-led medicines review services, yet implementation in NZ is limited and adaption required for Māori older adult population has not been investigated.
One aspect tested in a feasibility study is the acceptability of the intervention.33 In a biomedical approach acceptability is regarded as including whether the intervention is suitable and satisfying to participants and health providers and can be measured through outcomes such as satisfaction surveys, organisational fit, intention of continued use and perceived benefits or negative effects of the intervention on either the participant or organisation.33 When approaching acceptability within a kaupapa Māori framework these aspects start in the very early design stages, with the intention that the intervention itself originates in response to need or ‘problem’ identified by the community. The community are then involved in developing appropriate interventions. Acceptability in a kaupapa Māori context also extends past those described in Western models, with emphasis on a rights-based approach under the Treaty of Waitangi. For an intervention to be acceptable it is designed, implemented and delivered in a way that upholds the right of Māori to experience equitable health outcomes, in a way that enhances mana (glossary), and is congruent with the participants’ understanding of health and wellbeing. Acceptability is not about meeting a minimum standard but about delivering an intervention that is sought out by and has positive impact for Māori.
[bookmark: _Toc10019238]Methods

[bookmark: _Toc10019239]Project aim and objectives
Overall aim: To develop a pharmacist-led medicines review intervention for community-dwelling Māori older adults. 
The objectives are:
1) To develop a medicines review intervention
2) To test the feasibility of the proposed intervention
[bookmark: _Toc10019240]Methodology
This research project will use a mixed methods approach to develop a pharmacist-led medicines review intervention to improve medicines knowledge and medicines appropriateness in community-dwelling Māori older adults. The approach has been guided by kaupapa Māori research theory.27,34  The utilisation of this theoretical approach in relation to feasibility testing  has already been discussed in the preceding background section. An important aspect of this methodology is the inclusion of participants at all stages, including the development of the intervention to be tested. This latter work has been undertaken already under the Health and Disability Ethic Committee approved project: 17/NTA/271/AM04 Medicines Optimisation for Kaumātua - Understanding the needs of Kaumātua in relation to medicines optimisation services and well-being (see Appendix 1 for Phases 1 and 2a). Ethics approval is now being requested to test the feasibility of the medicines review intervention (Phase 2b).
[bookmark: _Toc10019241]Study aim and objectives
The aim of this study is to test the feasibility of a pharmacist-led medicines review intervention in community-dwelling Māori older adults. The intervention will consist of three parts: 
1. Medicines education and discussion session with the participant and pharmacist
2. Medicines optimisation session with the participant, pharmacist and prescriber (optional)
3. Follow-up telephone call between the participant and pharmacist
The study objectives are:
1. To test the ability to recruit Māori older adults into the feasibility study. 
2. To test the delivery of the intervention to the recruited participants.
3. To test the acceptability of the medication review to participants and prescribers (through ‘acceptability’ questionnaire).
4. To report medicines knowledge, quality of life (QoL) and medicines appropriateness in study population at baseline and post-intervention.
5. To test the feasibility of tools chosen to assess medicines knowledge, QoL and medicines appropriateness, including time required to administer. 
6. To test the intervention practicality in relation to time required to deliver intervention.
7. To investigate whether modification to recruitment methods, intervention content or delivery and methods of assessing outcomes is required prior to wider implementation and testing.
The primary outcomes we are investigating in this feasibility study are the ability to recruit and the acceptability of the intervention to participants and healthcare providers. We will also investigate the feasibility of utilising various tools to assess medicines knowledge, QoL and medicines appropriateness. 
Primary and secondary feasibility outcomes are outlined in Table 3. Justification for choice of tools used in assessing outcomes is detailed further in the Outcomes section.



[bookmark: _Toc10019242]Table 3: Feasibility outcomes and assessments
	[bookmark: _Hlk7522925]Primary feasibility outcomes
	Assessment of feasibility outcomes
	Method of administration
	Time of administration

	Recruitment 
	Recruitment methods detailed including time taken, cost (e.g. postage). Approaches for participation by those not eligible will also be noted and with the potential to suggest changes to eligibility criteria for future studies.
	Log book
	Throughout study

	Acceptability
	Participant acceptability questionnaire (Appendix 2)

	Over telephone by research assistant
	4 weeks post-intervention 

	
	Whānau(family member/support person) acceptability questionnaire
	Online survey using Qualtrics
	

	
	Prescriber acceptability questionnaire (Appendix 3)
	Online survey using Qualtrics
	Post-intervention for all subjects

	
	Resource required for intervention
	Log book
	

	Secondary feasibility outcomes
	Assessment of feasibility outcomes
	
	

	Medicines knowledge
	Medicines knowledge will be assessed using a tool developed for this study (Appendix 4).
	Over telephone by research assistant
	Baseline and 4 weeks post intervention

	Medicines appropriateness
	Medicines appropriateness will be assessed using the STOPP/START criteria.21 This will be completed by the lead investigator using clinical information available throughout the intervention period. Participants medicines lists will be assessed for two different time points in time – medicines reconciliation at point of ‘medicines education’ component and medicines list immediately after medicines optimisation component (this list will take into account changes agreed as part of the medicines optimisation meeting).
	Lead investigator against the 114 criteria in the STOPP/START guidelines
	Baseline and immediately post-intervention (all assignment of medicines appropriateness completed post-intervention)  

	Participant QoL
	QoL will be assessed using the SF-36 tool.35
	Over telephone by research assistant
	Baseline and 4 weeks post-intervention 

	Time required to deliver intervention
	Time taken to deliver intervention will be recorded. This will be further categorised by non-contact and participant-contact time. 
	Log book by lead investigator/pharmacist delivering intervention. 
	Throughout study

	
	Prescriber time will be requested to estimate their time input in relation to the intervention as part of the Prescriber acceptability questionnaire.
	Online survey using Qualtrics
	Post-intervention for all subjects

	Assessment tools
	The feasibility of applying assessment tools relating to medicines knowledge, QoL and medicines appropriateness in this population will be assessed, including their use in informing further service/intervention development.  The medicines knowledge tool has been developed for this study whilst the SF-36 and STOPP/START criteria have been widely validated although not in this population setting and intervention type.  
Time taken for the independent research assistant to perform the various assessments will also be noted to inform future studies.

	Research assistant and lead investigator who are administering the tools will keep record of questions asked, clarification required throughout assessment process
	Throughout study





[bookmark: _Toc10019243]Trial Design
A feasibility study will be conducted to investigate a pharmacist-led intervention aimed at improving medicines knowledge and appropriateness in community-dwelling Māori older adults. The intervention will be tested in a single-arm feasibility study with pre- and post-measurement of predefined outcomes. It is intended that this study could be used to inform further intervention and service development. Although the use of medicines review and optimisation services in older adults have been well studied internationally, there is little information about these services in Māori older adults.26 Indeed what information is available suggests that services are not adapted to the needs of Māori, with failure to do so potentially increasing health inequity for Māori compared to non-Māori.26 Therefore, the use of a feasibility study, to identify what adaptions are required to successfully implement this type of intervention for Māori older adults, is appropriate.
The study will be reported in accordance with the CONSORT 2010 statement: extension to randomised pilot and feasibility trials36 as relevant to the non-randomised nature of the currently described study.
[bookmark: _Toc10019244]Project oversight
In addition to the supervisory team involved in the PhD, a project advisory team will be established prior to delivery of intervention. The advisory team will include kaumātua and health professionals (likely made up of 4-6 members) and will include the lead investigator. They will be consulted at regular times throughout the project and be involved in issues relating to implementation, intervention, data collection, analysis and evaluation, and dissemination. Advisory meetings will occur face-to-face as able/necessary (as determined by both the lead investigator and members of the advisory team) with telephone/email communication also employed. The advisory group will also be used to discuss and mitigate potential risk that may arise during the research process.

[bookmark: _Toc10019245]Participants
[bookmark: _Toc10019246]Recruitment of participants
The recruitment methods have been informed by the interviews in Phase 1b of this study. Participants said they would like to be informed via a variety of methods: GP referral, community pharmacist referral, advertising in local health clinics, mail drops. A number of participants also said they would be happy to refer themselves to the services as long as they knew about it. Therefore, recruitment will be undertaken using a number of strategies, as detailed below. 
A. GP practice support with recruitment
B. Community pharmacist referral
C. Investigator presentations at kaumātua hui (meetings)
D. Entry for Phase 1b participants
E. Word-of-mouth
A. GP practice support with recruitment
The lead investigator has begun to engage with GP practices within Waitematā DHB to discuss this potential project and gauge interest from practices to support this feasibility study. GP practices will be asked to support recruitment by:
· [bookmark: _Hlk9341454]Mailout: Sending a letter (Appendix 5), Participant Information Sheet (Appendix 6), and Brief Study Outline (Appendix 7) to all potentially eligible participants. This information will ask potential participants to contact the lead investigator to discuss participation. Potentially eligible participants are those in the GP Patient Management System who are Māori, 55 years or older and have 4 or more medicines on their regular medicine list.
· During consultations: Asking prescribers to give Brief Study Outlines (Appendix 7) to potential participants during consultations
· Waiting areas: Having Brief Study Outlines (Appendix 7) available in GP practice waiting areas.
Where mailouts are used, practice staff will be asked to supply investigators with information on the number of letters distributed.
GP practices that are involved in this method of recruitment will be consented (Appendices 8 and 9) and asked to complete an online GP practice survey (Appendix 10) to capture practice demographics (using Qualtrics).
B. Community pharmacist referral
The lead investigator will engage with pharmacies that are co-located with GP practices that have consented to support the recruitment process. The community pharmacists will be asked to provide potential participants (Māori, 55 years or older and have 4 or more medicines on their regular medicine list) with a Participant Information Sheet (Appendix 6), and Brief Study Outline (Appendix 7). This information will ask potential participants to contact the lead investigator to discuss participation. 
C. Investigator presentations at kaumātua hui (meetings)
At least two Māori health providers in Waitematā DHB have regular kaumātua hui (meetings). These are governed and run by kaumātua associated with these health providers. The lead investigator will approach the kaumātua hui governance groups and request permission to present the research proposal to the group. Brief Study Outlines (Appendix 7) and Patient Information Sheets (Appendix 6) will be made available at these hui. The kaumātua hui are held in rooms/buildings operated by the Māori health providers. 
It should be noted that kaumātua groups from two Māori health providers were involved in Phase 1b of the overall study. As part of their involvement in Phase 1b they asked to be kept informed of future, related study developments.
D. Entry for Phase 1b participants
When participants were consented to participate in the interviews in the previous Phase 1b of the study they were asked if they would like to be offered the opportunity to participate in any future intervention. Therefore, those who requested an offer to participate will be contacted directly by the lead investigator either by email or mail (as per their preference as stated on the consent form for the Phase 1b interview). They will be sent the Brief Study Outline and Participant Information Sheet and be requested to contact the lead investigator if they would like to participate.
E. Word-of-mouth
Attendees at kaumātua hui (described above), and consented participants, will be invited to discuss the project with acquaintances and pass on the lead investigator’s contact details to potential participants. 
Eligibility Criteria
Inclusion criteria
[bookmark: _Hlk9341195]Māori ethnicity (self – identified) AND
Community dwelling (not resident in rest home, private hospital or hospice) AND
55 years of age or older AND
Enrolled in a GP practice in Waitematā DHB AND
Taking four or more regular medicines for at least three months

Exclusion Criteria
Unable to give informed consent

Setting and location of collection of eligibility information and consent
Participants will be assessed for eligibility and consented by the lead investigator in a face-to-face meeting (Consent form, Appendix 11). The location of this meeting will be determined by the potential participant but may include GP practice, community centre or participant’s home.  The face-to-face meeting will enable a discussion about what the research will involve, time to answer any questions that may arise and to facilitate obtaining written consent. Participants will have the right to withdraw at any point in the study. 
Recruitment will continue until the target number of 30 participants has been recruited. At point of consent, baseline demographic data will be collected (Appendix 12; after consent has been given). This will also include recording the recruitment method for the particular individual.
Whānau recruitment and consent
Participants will be able to invite whānau (family members/support people) to be present during the intervention delivery. If whānau are present during the intervention they will not be consented as data collection will only relate to the consented participant. 
After the intervention has been completed, whānau who were present during any part of the intervention will be asked if they would like to participate in completion of a Whānau Acceptability Questionnaire (Appendix 13) which will be a modified version of the Participant Acceptability Questionnaire. If they wish to participate in this, they will be supplied with the Whānau Participant Information Sheet and asked to complete the Whānau Consent Form (Appendices 14 and 15) electronically, prior to complete the acceptability questionnaire online. If they are unable to complete the survey online, a copy will be printed and posted to them (along with the relevant Information sheet and consent form), with a stamped, self-addressed envelope so they can complete the survey and post it back.

[bookmark: _Toc10019247]Intervention 
Intervention Content and Delivery
The content of the intervention has been informed by Phase 1b interviews and focus groups. Māori older adults emphasised the need to know more about their medicines, time to discuss them and to do this with someone with medicines expertise. They discussed that they often felt like they were told what to do, rather than having the ability to be part of the decision-making process in relation to their medicines.  They also described the need for medicines optimisation as they did not understand how one medicine and dose (an example being aspirin) could be right for ‘everyone’; that they thought medicine therapy should be individualised for them.  They did not know whether they needed to be on ‘all these medicines’ anymore. In addition to improving medicines knowledge, health professional and WDHB stakeholder participants discussed, that optimising medicines and ensuring they were appropriate for individuals was important.  This highlights the importance of practitioners with appropriate clinical skills delivering the intervention.

All categories of participants discussed the need for communication to take place between different health professionals. The importance of providers of medicines-related services developing rapport and engaging effectively, both with patients and between health professionals, to improve outcomes was also highlighted. There were mixed views about whether patients would like someone who they had not previously met to be reviewing their medicines.  These aspects have all been considered when developing the medicines review intervention and the various stages involved.

The importance of rangatiratanga (self-determination and control) and whanaungatanga (establishing meaningful connections) were highlighted above, are a feature of self-identified need in research relating to Māori older adults,37 and are also central to kaupapa Māori research and service development.28,34 Therefore these aspects have been considered in the development of the intervention, allowing participants to have greater choice in the extent of the intervention and having multiple points of contact with the lead investigator, who will also deliver the intervention.

These concepts have been used to develop that theoretical framework for this study (Figure 1.)

Project Flow
The flow of the intervention and data collection components (discussed in more detail under Outcomes) are shown in Figure 2. This includes a key to indicate which participants and study personal are required at each stage. The tasks associated with each stage of the intervention are listed in Table 4.

[image: ]
Figure 2. Process flow

Table 4. Intervention components and associated tasks
	Component
	Tasks
	Data source
	Location

	Medicines education preparation
	List of dispensed medicines
	Testsafe™
	Investigator’s office

	Medicines education component
	Complete medicines education data collection sheet
	Participant
	Participant choice (eg: home, GP practice, community centre)

	
	Medicines and health related goals
	Participant
	

	
	Medicines reconciliation
	Participant 
Participants medicines
	

	
	Medicines education including supply of written medicines list and other resources as appropriate
	Participant and Pharmacist
	

	
	Adherence support
	Participant and Pharmacist
	

	
	Narrative summary sent to prescriber and community pharmacy
	Participant and Pharmacist
	

	Medicines optimisation preparation
	Clinical history
	WDHB Clinical Portal
	Investigator’s office

	Medicines optimisation component
	Whanaungatanga (build rapport)
	Participant, Prescriber and Pharmacist
	Prescriber’s practice

	
	Medicine and health related goals
	
	

	
	Medicines management plan, including list of recommendations for changes
	
	





Medicines education preparation
The lead investigator will be the pharmacist delivering the intervention. The pharmacist will access the participant’s medicines dispensing history prior to medicines education meeting (unless the participant has specified they do not want the pharmacist to access this level of information prior to the medicines education component).  For medicines education to be able to be delivered, an accurate list of participant’s medicines is required. Obtaining an accurate list of medicines taken is known as the process of medicines reconciliation and requires use at least two sources, one of which can be the list of dispensed medicines.38 This information will be used to support a medicines reconciliation with the participant during the medicines education component.
Access to dispensing history will be via Testsafe™(accessed via the WDHB Clinical Portal) which is an online repository which includes dispensed medicines. All community pharmacies who dispense medicines to patients in WDHB send information through to this repository. The pharmacist has access to this system via employment with WDHB. 

Medicines education component
The pharmacist and participant will discuss medicines that the participant is taking as well as medicine-related needs and goals for overall well-being. The inclusion of discussions relating to goals allows the participant to identify areas that may be relevant in regards to tailoring the education and also allows for whanaungatanga (development of connections) between the participant and the pharmacist. The pharmacist will schedule a time for this component either at the time of consent or via telephone or email correspondence. It is intended that this will happen as soon as practicable after consent is gained (but after baseline data has been collected by the independent research assistant). 
Interactions will be governed by principles of kaupapa Māori research with a focus on exerting the participant’s right to rangatiratanga (self-determination and control). The session will centre on allowing time and space to talk about medicines and to improve the participants’ understanding of what the medicines are used for, potential side effects and likely length of treatment as well as improving the lead investigator’s understanding of what is important to the participant. Participants will be asked to bring their medicines along to the education session to guide discussions. 
It is intended that the discussions will be guided by what the patient identifies as priority areas for discussion. This component will include tasks (Table 4) to the level of Medicines Use Review (MUR) in the PSNZ NZ National Pharmacist Services Framework.25  It may additionally include aspects described under Medicines Therapy Assessment (MTA) in relation to identifying participant concerns relating to medicines effectiveness or ADRs and discussion of medicines in the context of participant-identified goals of therapy.
Information relevant to the medicines education component will be collected on the Medicines Education Data Collection Form (Appendix 16). Information will be summarised and sent as a narrative summary to the participant’s primary prescriber and community pharmacy either via post or secure electronic mail. This aspect of the intervention allows for connected communication between those involved in provision of health care to the participant.

Medicines Optimisation Preparation
Prior to the meeting the Pharmacist will access the participant’s clinical information via the WDHB Clinical Portal which is an online repository allowing access to medicine dispensing data, laboratory investigations, secondary care referrals and appointments, inpatient clinical observations, allied health assessments and publicly-funded hospital discharge summaries and outpatient clinic letters. This information, in addition to the conversation had both in the medicines education component and the medicines optimisation meeting will be used to review medicines appropriateness in relation to the individual participant. The information will be collected on the Medicines Optimisation Component Form (See Appendix 17).  In the Phase 1b interviews, Māori older adults and health professional participants had mixed views on whether clinicians whom ‘patient’ participants had not met, should access their clinical information. As rangatiratanga (self-determination, control) is one of the aspects important in the proposed service model, it was decided to place the clinical history preparation after medicines education component (as the participant has met with the pharmacist).

Medicines Optimisation Component
The pharmacist will arrange a time to meet with the participant and primary prescriber (likely to be a GP but may include nurse practitioners or other designated prescribers). The medicines optimisation component will be delivered in line with the medicines management services described under Medicines Therapy Assessment (MTA) and Comprehensive Medicines Management (CMM) in the PSNZ Pharmacist Services Framework25 and the guidance set out in the Royal Pharmaceutical Society of Great Britain’s Medicines Optimisation good practice guidance.39 

If the prescriber is unable to be present at the medicines optimisation meeting then the pharmacist and prescriber will arrange a way to communicate the discussion (i.e. face-to-face at another point in time, over telephone or secure electronic transfer of information). The participant will be informed that the alternative route of communication is to be used. For example, the pharmacist may send a written communication to the prescriber, detailing the discussion with the participant and recommendations arising from the medicines optimisation component of the intervention. The prescriber and participant would then be able to arrange a time to discuss this further. The final output of the medicines optimisation component will be the development of a medicines management plan that has been agreed by the participant, prescriber and pharmacist. To clarify, the medicines optimisation component of the intervention will be deemed ‘completed’ once the medicines management plan has been agreed upon – either during the medicines optimisation meeting or after the fact if the prescriber was unable to attend. The pharmacist will not be following up on responses to the recommendations as part of the intervention. The final decision for changes in medicines therapy will rest with the participant and prescriber.

The pharmacist delivering the intervention
The pharmacist delivering the intervention (also the lead investigator of this research proposal) is a Māori pharmacist (Ngāruahine) with 15+ years experiencing in medicines optimisation, the majority focusing on older adult medicine, working in both secondary and primary care (mainly Residential Aged care and Retirement Village) settings. She has held governance positions in Māori health organisations, including a member of the Executive Committee of Ngā Kaitiaki o Te Puna Rongoā Māori o Aotearoa (The Māori Pharmacists’ Association) for over 8 years including 3 years as President. This work is being undertaken as part of her PhD work, funded by the Health Research Council of NZ under a Clinical Research Training Fellowship. She is a Named Investigator on The National Science Challenge – Ageing Well funded project: Older People in Retirement Village: Unidentified Need and Intervention Research Project.
[bookmark: _Outcomes][bookmark: _Toc10019248]Outcomes
Data will be collected from recruited participants, health professionals and clinical records. Each participant will be given a randomly generated 4-digit study number for which the research assistant will maintain a master list. This data will only be accessible to the research team. All identifiable information will be removed from data that is reported as a result of the proposed research.

The assessments used to measure outcomes are listed in Table 3 with further detail below.

Describe methods used to recruit 30 Māori older adult participants to the feasibility study 
Recruitment methods are detailed above. Data will be collected as to number of participants recruited through each method. Participants will be asked at baseline how they first heard about the study. Any amendments to recruitment methods will be notified to ethics and recorded as part of this output. It should be noted that in NZ there is limited utilisation of pharmacists providing clinical services in the primary care setting. The interviews undertaken in Phase 1b demonstrated that both health care users and health professionals were largely unfamiliar with pharmacists working in these roles and had limited understanding of the role pharmacists can play in medicines optimisation. The ability to recruit participants to a pharmacist-led medicines review intervention is therefore an important output.

We will test the participant and whānau acceptability of the intervention
Participant and whānau acceptability will be assessed using a questionnaire developed specifically for this research project and based on the theoretical framework of rangatiratanga, whanaungatanga and clinical excellence. Numerous assessment tools were reviewed prior to this decision being made. We felt that to ensure we privilege the aspects deemed important by participants in Phase 1b of this study, our own tool was most appropriate. We also felt this method would elicit the most relevant information for future service development – focusing on the translational ability of this research rather than purely academic analysis.  There is the potential for this tool to be further refined and used in other research and clinical settings.

The participant’s assessment will be undertaken by the research assistant over the telephone. The results will be entered by the researcher into an Excel spreadsheet. 

The Whānau acceptability questionnaire will be completed electronically using Qualtrics to generate a survey. If whānau participants are unable to complete the survey online, a copy will be printed and posted to them with a stamped, self-addressed envelope so they can complete the survey and post it back. The data will then be entered into the Qualtrics survey by the lead investigator.

Additional questions will be added to test intervention acceptability which will be asked by the research assistant as they complete the baseline and post-intervention medicines knowledge assessment. These will relate to how likely participants are to use pharmacists to access medicines information and medicines optimisation services. As described above, Phase 1b interviews showed a limited understanding by Māori older adults of the role pharmacists can play in these processes and an important part of assessing acceptability will be reporting how exposure to the intervention affects participants’ views on this. Phase 1b also identified the need for the location of the intervention to be flexible and for participants to feel more in control of their medicines therapy. Therefore, questions relating to these issues will also be added to the acceptability questionnaire (Appendix 2). The location of each medicines education component will also be recorded (Appendix 12)

We will test the prescriber acceptability of the intervention 
Prescribers will be asked to complete an acceptability questionnaire at the study completion at their practice site (i.e. after all participants have been recruited and after all interventions have been delivered). This will be administered via a Qualtrics survey which will be sent to them via email (Appendix 3). As prescribers do not need to consent to be involved in the intervention phase, the survey will be accompanied by a Prescriber Information Sheet (Appendix 18) and Prescriber Consent Form (Appendix 19) which they will have to complete prior to survey completion.

The individual respondent will not be identifiable on this form as no personal details will be included. However, given the likely small number of prescribers involved (potentially less than 10) anonymity cannot be guaranteed. Results will only be available to the research team. All identifiable information will be removed from data that is reported as a result of the proposed research. 

We will test medicines knowledge of Māori older adult participants at baseline and post intervention
Methods for testing medicines knowledge have been described above. Medicines knowledge assessment (Appendix 4) will be completed by an independent research assistant rather than the pharmacist delivering the intervention. This is to reduce bias and to also separate out aspects that do not relate to the intervention. It is noted that participants may still view this ‘testing’ as part of the intervention which may be reflected in patient acceptability questionnaire. The research assistant will have pharmacy or pharmacology training as well as being able to pronounce Te Reo Māori correctly.

The research assistant will complete the medicines knowledge questionnaire over the telephone with the participant. They will be asked to list all their medicines and then answer questions about each medicine (Appendix 4). The pharmacist will have access to the medicines knowledge data for the individual prior to the medicines education session. The pharmacist will record medicines that were not reported by the participant at the baseline assessment. 

We will assess medicines appropriateness of medicines regimens for Māori older adult participants at baseline and post intervention
Medicines appropriateness will be assessed using all 114 of the STOPP/START criteria.21 Medicines appropriateness requires access to clinical information to understand medicines regimens in the context of clinical diagnoses and laboratory markers. The medicines reconciliation undertaken in the medicines education component will be used as the baseline medicines list. The post-intervention medicines list will be compiled after communication with the prescriber as part of the medicines optimisation component and will reflect changes made at that point.  The Pharmacist will use the STOPP/START criteria to assign medicines appropriateness to baseline and post-intervention medicines list.

When optimising medicines in older adults it is recommended that changes are made incrementally, often only one at a time, rather than all potential medicines optimisation occurring at one point in time. This is to minimise adverse effects from medicines withdrawal and so that the effect of stopping a particular medicine can be noted. Therefore, there may be some medicine changes that have been agreed on and planned, but have not yet been actioned, when the medicines optimisation component of the intervention is completed.  Such changes to medicines that have been planned but not actioned will also therefore be noted in a separate category.

We will report participant quality of life pre and post intervention
The SF-3635 will be used to test QoL at baseline and post-intervention. This questionnaire will be completed by the research assistant over the telephone with results entered into an Excel spreadsheet. This tool has been chosen as it has been validated for administration over the telephone,40  use in the older adult population and is the QoL measurement tool recommended in this population when a broad overview of general health is required, particularly when there is likely to be limited morbidity.41 The SF-12 tool42 was considered as it has the ability to detect physical and mental health domains of QoL.41 However given the context of this study and centrality of Māori concepts (including wellbeing which is influenced by more than just the physical and mental aspects43) it was decided to use the full version SF-36. 

We will report the time taken to deliver the intervention
The time taken to deliver the intervention will be recorded on the relevant data collection forms (see Appendices 16 and 17). This will include a recording for face-to-face time with the Māori older adult participant, the prescriber and the total pharmacist input time (which will include intervention preparation time but will not include time taken to perform outcome evaluation tasks such as medicines appropriateness assessment). The time taken to be involved in this intervention is important both in terms of participant, pharmacist and prescriber acceptability but also to inform ongoing service development and resourcing.

We will report the time taken to administer assessment tools
The time required to administer assessment tools (medicines knowledge, QoL, acceptability and medicines appropriateness) will be recorded. This is important for planning future studies.

Output: We will identify aspects of the intervention and study design that may need to be changed or revised in further studies or wider implementation of this service
A list of recommended changes will be reported based on outcome measures discussed above.


[bookmark: _Toc10019249]Sample size
Although sample size justification is important, sample size calculation may not be appropriate in feasibility studies. A variety of methods for justification of sample size have been utilised in feasibility studies.44 There are various methods used to calculate appropriate sample sizes for feasibility studies. The majority of these are ‘rule of thumb’ methods which are regarded as ‘flat’ methods as they do not account for the potential size of main trial.46 Using the ‘rule of thumb’ methods, recommended sample sizes range from 12-70.46 A recent paper suggests that if rule of thumb methods are  to be used, they should at least vary according to standardised difference in outcome measures; smaller standardised differences require a  larger sample size and vice versa.  
For our study we will use the SF-3635 as a basis for sample size justification. The SF-36 has been widely validated across a range of clinical contexts including pharmaceutical care services.45 A meta-analysis of the effect of pharmaceutical care interventions on SF-3645 showed a standardised mean difference of 0.39 for general health. Theoretical modelling of sample side calculation has been performed for pilot randomised trials.46 Based on the standardised mean difference of 0.39, if a randomised pilot were to be undertaken, using this approach, each treatment arm for a 90% powered trial should have 21 or 33 participants for a 80% or 95% upper confidence level respectively.46 Although this feasibility study is not randomised or controlled, these figures can be used as an estimation in our work. We aim to recruit and deliver the intervention to 30 participants. 
Results from this feasibility study will be used to guide sample size calculations in future studies.47

[bookmark: _Toc10019250]Randomisation
Not applicable as described in trial design.

[bookmark: _Toc10019251]Analytical Methods
Data analysis will consist of quantitative and qualitative methods (see Table 4). Simple descriptive statistics will be used to summarise the data relating to medicines knowledge, medicines appropriateness and some aspects included in the patient and health professional acceptability questionnaires. Quantitative data will be analysed using SPSS. Due to the small sample size subgroup analysis will not be performed.
Table 4. Analytical methods for outcome evaluation
	Outcome
	Analytical method

	Describe recruitment methods
	Descriptive quantitative

	Medicines knowledge, QoL and medicines appropriateness of participants at baseline and post intervention
	Descriptive quantitative

	Participant and whānau acceptability of the intervention
	Descriptive quantitative and qualitative

	Prescriber acceptability of the intervention
	Descriptive quantitative and qualitative

	Time taken to deliver the intervention
	Descriptive quantitative

	Describe appropriateness of assessment tools
	Descriptive qualitative

	Identify aspects of the intervention and study design that may need to be changed or revised in further studies or wider implementation of this service
	Descriptive qualitative



[bookmark: _Toc10019252]Harms
Important harms and unintended effects relating to the intervention or participation in the proposed research will be reported in the final research report. Participants will have pathways and contact information on the Participant Information sheet (Appendix 6) so they can report events. 
[bookmark: _Toc10019253]Discussion
[bookmark: _Toc10019254]Limitations
A small sample size and a short follow up period will be used which is appropriate for a feasibility study but means that clinical outcomes will not be measured as they are unlikely to show a difference. This decision was informed by health practitioner and DHB stakeholder interviews undertaken in Phase 1b.

[bookmark: _Toc10019255]Generalisability
The study will be conducted in participants who either reside or access primary healthcare services in Waitematā DHB, the largest DHB in NZ, with a predominately urban population and with the highest life expectancy. Intervention implementation and results may not be generalisable to populations outside Waitematā DHB.
The intervention to be studied in this research is a complex intervention.30 Multiple practitioners and processes are involved and therefore being able to replicate exactly using different practitioners in different settings is unlikely. This however is reflective of real-life interventions and there is a need and understanding that kaupapa Māori research and interventions will be responsive to the needs of different individuals and populations.
[bookmark: _Toc10019256]Ethics 
This study will only commence once ethical approval has been achieved from the Health and Disability Ethics Committee. If any of the GP practices fall under jurisdictions requiring additional ethics approcal, ethics approval will also be sought from the appropriate ethics committee, in keeping with their ethics requirements.
Ethics and principles foundational to kaupapa Māori research28,48 will also be applied to ensure the wellbeing of participants and the appropriateness of the research to lead to positive, transformative change for Māori. These principles are:
Aroha ki te tangata - A respect for people
Kanohi kitea - Present yourself to people face to face
Titiro, whakarongo … korero - Look, listen … speak
Manaaki ki te tangata - Share and host people, be generous
Kia tupato - Be cautious
Kaua e takahia te mana o te tangata 	- Do not trample over the mana (honour, authority, prestige, power) of the people
Kaua e mahaki - Do not flaunt your knowledge
These ethics have been used to guide the development of kaupapa Māori praxis. 
[bookmark: _Toc10019257]Registration
This project will be registered with the Australian New Zealand Clinical Trials Registry (ANZCTR) once ethics approval has been received.
[bookmark: _Toc10019258]Dissemination and Translation of Findings
Results, including suggested refinements to intervention and study design will be disseminated to stakeholders. 

When participants are consented they will be asked if they would like to receive a lay summary of project results which will be printed and posted in the mail or sent by email – whichever they prefer. Results will also be disseminated at hui for the health service providers included in this research and for the health user groups from where participants are recruited. 

Stakeholders, including WDHB planning and funding, will be informed of the results and involved in discussions on the implications of findings for pharmacy service delivery in the DHB and for the design and delivery of other services. Results will also be shared with national pharmacy stakeholder fora to help inform wider service development within the sector.

There is the intention that this work will also contribute content for the chapters in my PhD thesis as well as prepared for submission for publication in peer reviewed journals (likely a methodology and results paper). I am also a HRC Clinical Research Training Fellow and thus information from this research will be disseminated to HRC formally through annual reporting with the potential for it to be disseminated through their media and networks.
[bookmark: _Toc10019259]Relevance
This project aligns strongly with WDHB Māori Health Plan49 in a number of areas:
Whānau Ora: Whānau Ora is a contemporary healthcare initiative based on traditional concepts within Te Ao Māori. It centres healthcare services around the family/whānau in an effort to increase self-empowerment and self-determination of healthcare needs and solutions. This project will link in with Whānau Ora providers as well as supporting and strengthening whānau capacity through increased knowledge and also through end outcomes of supporting the wellness of kaumātua to further strengthen whānau capacity.
Health Equity: This project will focus on delivery of culturally appropriate care targeted at Māori older adults, informed by previous work which explored the experiences of, and needs in relation to, medicines and medicines-related services.
Self-determination: This project gives voice to and values Māori knowledge and asserts the right of Māori to design and have access to services that work for Māori, with evidence to back this up. This project supports an evidence-based approach by actually increasing knowledge in this area. Often ‘evidence’ in other populations is used to build services in New Zealand which are not as successful in the different context. The feasibility study design is being utilised to inform further potential study both in relation to medicines review and optimisation services in NZ and also to help inform service development and deliver for and with Māori older adults.
The Northern Region Health Plan acknowledges that the current care for older adults does not always meet their need, and this project aims to address this by working with kaumātua to respond to their self-identified needs. It supports providing care closer to home and integrating primary care providers with pharmacists in a multidisciplinary approach and looks to support initiatives which reduce harm from medication errors (which would include inappropriate prescribing and access to medicines information). This project supports increasing whānau involvement in looking after medicines.  
Importantly, this work also aligns with numerous national strategies including Implementing Medicines NZ50, Pharmacy Action Plan51, and the NZ National Health Strategy52. The Pharmacy Action Plan sets the direction for pharmacy services in NZ over the next five years and encourages the use of pharmacists’ skills in ‘non-traditional’ roles and collaborative working relationships to improve the health outcomes of ‘all New Zealanders’. There is the potential for this research to better guide innovative service delivery in a way that aims to reduce inequities.  It will also provide useful information to develop a framework for clinical service delivery within the pharmacy sector as well as within multidisciplinary teams.
The research is built around the concept of tino rangatiratanga and community-driven initiatives. The design and implementation have been guided by Māori older adults who currently take multiple medicines on a long-term basis. The model is designed to be high performing, utilising resource in a targeted manner exploring ways of working towards achieving health equity. In the recently published Kaumātuatanga report37, correct medication use was identified as one of the key aspects that kaumātua identified as contributing to well-being, with the desire for rangatiratanga being central to all aspects of well-being.
It is also likely that this research will have applicability to the wider older adult population in Aotearoa with research methods and outcomes of other kaupapa Māori research showing that approaches used for Māori have also been effective in non-Māori populations53.
There is potential for international application of these findings for other indigenous populations. Although there is diversity both between different Indigenous populations and within Indigenous populations, there are commonalities in terms of colonisation and resulting health inequities when compared to the non-indigenous populations28.
The WDHB Kaumātua Action Plan54 states there are over 3000 Māori over the age of 60 living in WDHB – a similar number to those living in residential aged care, where huge effort has gone in to improve medication management.  There is a growing understanding and emphasis on the need to develop health services that are designed and implemented with Māori community and whānau involvement to improve service delivery, engagement, uptake and outcomes.  Improved outcomes positively impact health spending - by gaining a better understanding of factors relating to medicine use, ADEs and pharmacist service provision from both stakeholders and consumers, there is greater likelihood that services will have the intended outcome of improving care, rather than resources being wasted on service implementation and delivery in an ineffective manner. If we can improve the health of kaumātua, we can also increase the ‘social and cultural capital’55 of Aotearoa.
[bookmark: _Toc10019260]Funding
This research is funded through a Health Research Council of NZ Clinical Research Training Fellowship which pays a salary to the lead investigator and some research costs. It is also partly funded by a Waitematā DHB Small Contestable Grant, and a Pharmacy Research and Education Fund grant.

[bookmark: _Toc10019261]Study Timeline
Ethical approval for Phase 1b of the overall research has been granted and this phase is completed (17/NTA/271/AM04 Medicines Optimisation for Kaumātua - Understanding the needs of Kaumātua in relation to medicines optimisation services and well-being). Phase 2b was dependant on completion of the initial phases. The proposed timeline for the study is shown below  (Figure 2)


Figure 2: Timeline of study milestones
	Milestones
	Pre-study

	
	
	0-2
	2-4
	4-6
	6-8
	8-10
	10-12
	12-18

	Completion of Phase 1a, 1b and 2a
	
	
	
	
	
	
	
	

	Engage with GP practices
	
	
	
	
	
	
	
	

	Recruit GP practices and participants. 
	
	
	
	
	
	
	
	

	Baseline data collection by research assistant
	
	
	
	
	
	
	
	

	Implement intervention
	
	
	
	
	
	
	
	

	Follow up data collection by research assistant
	
	
	
	
	
	
	
	

	Prescriber and whānau acceptability survey
	
	
	
	
	
	
	
	

	Data analysis 
	
	
	
	
	
	
	
	

	Development of intervention suitable for wider testing 
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	Phase
	Objective
	Methods
	Outcome
	Status

	1a
	To establish evidence base
	· Undertake systematic review to identify currently available medicine review services in NZ and examine responsiveness to Māori older adults
	· Systematic review completed.26
· Culturally appropriate frameworks not considered
· Services not targeted or designed to achieve equity for Māori older adults
	Achieved

	1b
	To identify the theoretical base for the intervention
	· Thematic analysis56 of semi-structured interviews with Māori older adults
· Semi-structured interviews and focus group with health professionals and key stakeholders
	· Intervention components identified
· Outcome measures identified
· Barriers and facilitators of effective engagement identified
	Achieved

	2a
	To develop a proposal for the intervention 
 
	· Phase 1 data utilised to identify intervention, components, processes and outcome measures
· Engagement with stakeholders
	· Proposed intervention and outcome measures detailed
· Project proposal written
	Achieved

	2b
	To test the feasibility of the intervention
	· Test the feasibility of the intervention

	Feasibility data (i.e. acceptability, medicines knowledge and appropriateness) on the proposed intervention which will facilitate future refinement of intervention and larger scale evaluations.
	Yet to be started
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Blurb:
Thinking about the medicines education service, and the medicines optimisation service delivered by the pharmacist, please respond to the following statements using one of the following options:
1. Strongly agree
2. Agree
3. Neither agree or disagree
4. Disagree
5. Strongly disagree

There are no wrong or right answers and these are your opinion only. For example if I read the statement “Winston Peters should be Prime Minister” there will be people who strongly agree, people who strongly disagree, and a variety of people somewhere in the middle.

Statements:
· I have more control over my medicine-related wellbeing.
· I was able to have my whānau/friends to be involved to the extent that I wanted them involved.
· The pharmacist is the right person to deliver this service.
· This service has helped me to improve my confidence in talking to my GP/prescriber about my medicines.
· I would use this service again if it was available.
· This service has helped me to improve my confidence in talking to my community pharmacist about my medicines.
· I would recommend this service to my family and friends.
· The location of the service suited my needs and made me feel safe to share information.
· There was enough time provided for me to say and hear what I wanted to.
· The health professionals worked as a team to communicate.
· The pharmacist developed an effective relationship with me.
· I felt comfortable discussing my health and medicines with the pharmacist.
· I feel more confident to manage my medicines in a way that suits me.
· It would be better if a different health professional delivered his service. 
· My medicines treatment improved because of this service.
· My health got worse as a result of this service.
· I know more about my medicines.
· This service is worth the government or district health board investing money in.
· This service respected my worldviews and things that were important to me.
· I felt listened to.
· It was a negative experience for me to be involved in this service.
· This service enhanced my mana.
· This service allowed me to feel like I could participate in my healthcare.
· The advice from the pharmacist was useful.
· I was given the opportunity to raise concerns about my medicines.
· I feel confident about making decisions about my medicines.
· Having a face-to-face meeting with the pharmacist was important to me.
· I would prefer my community pharmacist to deliver this service rather than a separate pharmacist.

How often would you like to be able to use this service: (multichoice)
Every 3 months
Every 6 months
Every year
Less frequently
 
I would pay the following amount for this service: (multichoice) 
Service should be provided free of charge
$Less than $10
$10-20
$20-30
More than $30

Which parts of the service were most valuable to you?

What could have been done better in this service?
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Appendix 3: Prescriber Acceptability Questionnaire:
To be administered by Qualtrics

Designation (Multi-choice): 
GP, nurse practitioner, other: please specify.
How many years have you been a prescriber for?
0-5
5-10
10-15
15-20
20-30
30+

Have you had previous experience with pharmacist-supported medicines optimisation services?
Y/N (if yes please explain)

Blurb:
Thinking about the medicines education service, and the medicines optimisation service delivered by the pharmacist, please respond to the following statements using one of the following options:
1.	Strongly agree
2.	Agree
3.	Neither agree or disagree
4.	Disagree
5.	Strongly disagree
Statements:
· The pharmacist is the right person to deliver this service.
· This service has supported me to improve my knowledge about what is important to my patient/s.
· I would support the use of this type of service if it was available.
· This service has helped me to improve my knowledge of medicines in relation to my patient.
· I would recommend this service to other patients.
· The location of the service was appropriate.
· There was enough time provided for all to participate in the discussions.
· I had enough information prior to the medicines optimisation session.
· The health professionals worked as a team to communicate.
· The pharmacist developed an effective relationship with me.
· My patients feel more confident to manage their medicines in a way that suits them.
· It would be better if a different health professional delivered his service. 
· My patient’s medicines treatment improved because of this service.
· My patient’s health got worse as a result of this service.
· The service caused harm to my patient. 
· This service is worth the government or district health board investing money in.
· This service respected my worldviews and things that were important to me.
· I felt listened to.
· It was a negative experience for me to be involved in this service.
· This service enhanced my mana.
· This service enhanced my patient’s mana.
· This service allowed my patient to participate in their healthcare.
· The advice from the pharmacist was useful.
· Having a face-to-face meeting with the pharmacist was important to me.
· I would prefer the community pharmacist to deliver this service rather than a separate pharmacist.
· I would prefer to have the time to deliver this intervention myself without pharmacist involvement.
· My patient benefitted from this service.
· A one-off intervention from the pharmacist was sufficient.
Questions:
How often would you like this service to be available to your patients: (multichoice)
Every 3 months
Every 6 months
Every year
Less frequently
Other:
 
How much should patients be charged for this service? (multichoice) 
Service should be provided free of charge
$Less than $10
$10-20
$20-30
More than $30

On average how much time did you spend per patient in relation to this service (not including doing this questionnaire):
Less than 15mins
15-30mins
30-45mins
45-60mins
Other: please specify

Which parts of the service were most valuable to you?

What could have been done better in this service?

What could be done to change/improve communication pathways?
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	Question
	Answer
	Score

	What is the name of the medicine you are on?
	Correct if Generic or brand name stated
	1

	How does the medicine work?
	Correct if physiological process described or intended clinical outcome (eg: for aspirin, correct if ‘stop clots forming’ or ‘prevents strokes and/or heart attacks’)
	1

	When do you take the medicine?
	Correct time of day
	1

	What do you do if you miss a dose?
	Correct if answer includes any of the following: ask a health professional; miss the dose and take the next intended dose; I never miss a dose
	1

	How long do you need to take this medicine for?
	Correct if states treatment course specified or for long term medication states answers similar to: indefinitely; life-long; long-term; until the Dr tells me not to
	1

	How do you know if the medicine is working for you?
	Correct if answers any of the possible benefits of medication
	1

	What side effects do you need to watch out for?
	Correct if answers any of the (very) common potential adverse effects
	1

	If you had a question about your medicines, for example, about how to take it, how easy or difficult is it for you to ask your pharmacist?
	· Very easy
· Quite easy
· Quite difficult
· Very difficult

	If you were concerned or worried about your medicines, for example, about a possible side effect, how easy or difficult is it for you to talk about this with your pharmacist?
	· Very easy
· Quite easy
· Quite difficult
· Very difficult

	How much influence or control do you feel you have over your medicine-related health and wellbeing?
	o	I have the right amount
o	I wish I could have more
o	None

	Time taken to complete
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GP practice letter head


(Date)

Kia ora,

We are writing to you to see if you would be interested in taking part in a research study.
Our practice is working with a Māori pharmacist, Jo Hikaka (Ngāruahine), who is trying to set up a medicines service for Māori older adults as part of her PhD research. 
The study will involves sitting down with the pharmacist to talk more about your medicines. You will have the chance to ask questions, and discuss health and wellbeing goals that are important to you.  You can also choose to have a meeting between you, the pharmacist and your prescriber/GP to talk about what medicines are best for you. As part of this you will be asked to give the pharmacist permission to look at your health records. You will also be asked to answer some questions over the phone both before your meetings with the pharmacist and after.
There will be no cost to you for being involved in this study and your are welcome to invite whānau/ support people to be with you as well.
More information is included in the sheet attached. 
If you would like to find out more, please either call us here or contact Jo Hikaka, the pharmacist researcher.
Ngā mihi.
[image: ]Jo has been a pharmacist for over 15 years, working mainly with older adults. She is employed by Waitematā DHB and undertaking this research as part of her PhD. She is also a granddaughter, daughter and mum who brings her personal and whānau experiences of	healthcare into her work as well.
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KAUMĀTUA PARTICIPANT INFORMATION SHEET

Research Title A pharmacist-led medicines review intervention in community-dwelling Māori older adults– a feasibility study
Researcher: My name is Jo Hikaka (Ngāruahine). I have 15 years’ experience as a pharmacist, mostly working with older adults. I am also doing a PhD at the University of Auckland.
Supervisors: My research is being supervised by Dr Nataly Martini, Dr Rhys Jones, Professor Martin Connolly and Professor Carmel Hughes.

Kia ora, you are invited to take part in this study to develop medicines review services for Māori older adults. 

Do I have to take part in this study?
No you don’t. You can choose if you want to take part in this study.  If you don’t want to take part, you don’t have to give a reason. It won’t affect the care you receive.  You can also change your mind, and pull out of the study at any time. You can ask questions about the study at any point throughout the study.

This Information Sheet will help you decide if you’d like to take part. We will go through this information with you and answer any questions you may have.    You do not have to decide today whether or not you will take part in this study. Before you decide you may want to talk about the study with other people, such as family, whanau, 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. You will be given a copy of both the Participant Information Sheet and the Consent Form to keep.

What is the study about?
We want to develop a pharmacist service. It will be designed for Māori older adults, to support them with their medicines. We have interviewed Māori older adults to ask them what they wanted from medicine-related services. They wanted to know more about their medicines and to have time to learn more and ask questions from a health professionals. Improving the way people use medicines, can improve peoples’ health and wellbeing. It can also reduce the side effects that people experience. 

This study has been developed from overseas research and from listening to the experiences and needs of Māori older adults. We also talked to those that work in health in Waitematā DHB. 

What will I be asked to do?
You have been asked to take part as you are Māori, over the age of 55 years, and take four or more regular medicines. You will be asked to:

Have two different meetings with a pharmacist. You can choose to have whānau/family/support people  at these meetings. 

A. Medicines education session: You can ask the pharmacist any questions you have about your medicines. The pharmacist can also explain more about your medicines. It will take 30-60 minutes. It will happen in a place that you choose (e.g. at home, your GP practice, in a community centre).
A summary of the discussions will be sent to you, your prescriber/GP practice and your community pharmacy. They will also be informed that you are taking part in this study.

B. Medicines optimisation session (optional): You, your prescriber and the pharmacist will meet to discuss your goals for your health, well-being and medicines. A plan will be developed with you to support you and your prescriber to manage your medicines. This meeting will take 15-30 minutes. It will happen at your GP practice. Please note that you do not have to participate in this session – it will not affect your ability to participate in the medicines education session.

You will be asked some questions over the phone by a research assistant. This will happen twice:
1. before the meetings with the pharmacist 
2. after the meetings with the pharmacist are finished. 

Each of these phone calls will take about 30 minutes.

You will be asked give the pharmacist permission to access your health information. Part of reviewing whether you are on the best medicines for you, involves looking at your health information. You will be asked to give the pharmacist permission to look at your health records. This may include information such as: your medical conditions; medicines you are on; medicines you may have previously tried; blood tests and scans. The pharmacist will get this information from hospital electronic and paper systems, and from the GP practice. 

You will not have to pay for the pharmacist or GP/prescriber appointments. These costs will be covered by the research project.

What will happen to the information I provide?
The information collected in this research will be treated confidentially. It will only be accessed by members of the research team. Some information about you and your medicines will be communicated to your GP practice/prescriber and community pharmacy. This is so they are aware of the discussions that happened as part of this research. 

Electronic data collected during this project will be stored at the University of Auckland. It will be password protected and stored on a secure drive. Paper-based data will be kept in a locked cupboard. After 10 years all data will be destroyed by deletion of electronic files and shredding of any paper copies. 

Information collected in this research will be used in a PhD thesis, funding reports and be presented to policymakers, healthcare providers, other researchers and communities. A summary of the findings can be sent to you at the end of the study (end of 2021).

possible benefits of this study 
You may benefit from having time to talk about your medicines, health and wellbeing with a pharmacist. You will also be helping to develop medicines and pharmacy services which may help other Māori older adults with their medicines.

are there any risks or disadvantages in taking part in this study?
There is little risk to you if you take part in the study. It is possible that discussing medicines may make you think of things to do with your medicines or medical conditions that upset you. If you find this upsetting you can withdraw at any time.

who do I contact if  I want more information?
If you or your whānau would like more information, please contact Jo Hikaka, or one of the supervisors.

who do I contact if I have concerns?
	CONTACTS

	Student researcher:
	Jo Hikaka        Ph: 021 130 4917          Email: j.hikaka@auckland.ac.nz

	Supervisors: 

	 Dr Nataly Martini                                      Dr Rhys Jones
Phone: (09) 923 2150                              Phone: (09) 923 6278
n.martini@auckland.ac.nz                      r.jones@auckland.ac.nz

Prof Martin Connolly
(09) 442 7146
martin.connolly@waitematadhb.govt.nz 

	Health and Disability 
Committee:
	Phone:0800 4 ETHICS (384427) Email: hdecs@moh.govt.nz



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  	Email: advocacy@hdc.org.nz

If you require Māori cultural support you may wish to talk to your whānau in the first instance. Alternatively you may contact He Kamaka Waiora (Māori Health Team) by telephoning 09 486 8324 ext 2324. If you have any questions or complaints about the study you may contact the Auckland and Waitematā District Health Boards Maori Research Committee or Maori Research Advisor by phoning 09 4868920 ext 3204.
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GP Practice INFORMATION SHEET

Research Title A pharmacist-led medicines review intervention in community-dwelling Māori older adults– a feasibility study
Researcher: My name is Jo Hikaka (Ngāruahine). I have 15 years’ experience as a pharmacist, mostly working with older adults. I am also doing a PhD at the University of Auckland.
Supervisors: My research is being supervised by Dr Nataly Martini, Dr Rhys Jones, Professor Martin Connolly and Professor Carmel Hughes.

Kia ora, your GP practice is invited to take part in this study to develop medicines review services for Māori older adults. 

Do I have to take part in this study?
No you don’t. You can choose if you want to take part in this study.  If you don’t want to take part, you don’t have to give a reason. You can also change your mind, and pull out of the study at any time. You can ask questions about the study at any point throughout the study.

This Information Sheet will help you decide if your practice would like to take part. We will go through this information with you and answer any questions you may have.    You do not have to decide today whether or not you will take part in this study. Before you decide you may want to talk about the study with other people involved in the management and healthcare provision at your practice.  Feel free to do this.

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

What is the study about?
We want to develop a pharmacist service. It will be designed for Māori older adults, to support them with their medicines. We have interviewed Māori older adults to ask them what they wanted from medicine-related services. They wanted to know more about their medicines and to have time to learn more and ask questions from a health professionals. Improving the way people use medicines, can improve peoples’ health and wellbeing. It can also reduce the side effects that people experience. 
This study has been developed from overseas research and from listening to the experiences and needs of Māori older adults. We also talked to those that work in health in Waitematā DHB. 

What will I be asked to do?
You have been asked to take part as your practice has been identified as having potential participants to be involved in a feasibility study to test a medicines review intervention for community-dwelling Māori older adults. Eligible participants are those that are:
-community-dwelling (not in residential aged care) 
-Māori ethnicity
-aged 55 years or older 
-enrolled in a GP practice in Waitematā DHB AND 
-taking four or more regular medicines for at least three months

The study aims to recruit 30 ‘patient’ participants from a few different GP practices.

Your practice will be asked to:
1. Complete a survey about general demographics of your patient population and services offered by your practice. Survey will take 3-5 mins to complete.
2. Support the recruitment process by: 
a). Mailout: Sending a letter, Participant Information Sheet, and Brief Study Outline (forms attached as appendices) to all potentially eligible participants. This information will ask potential participants to contact the lead investigator to discuss participation. Where mailouts are used, practice staff will be asked to supply investigators with information on the number of letters distributed.
b). During consultations: Asking prescribers to give Brief Study Outlines (attached as appendix) to potential participants during consultations
c). Waiting areas: Having Brief Study Outlines (attached as appendix) available in GP practice waiting areas. 
You can agree to all, or any, of the various recruitment methods. 

3. Make prescribers available to take part in medicines optimisation review meetings with a pharmacist and consented participant. Full information about the medicines optimization process is available in the Appendices however, briefly, where possible the medicines optimisation meeting will take face-to-face with the research pharmacist (Jo Hikaka), participant and participants’ prescriber (GP or other designated prescriber) and will take 15-30 minutes.
While a practice may have signed up to allow the project to operate from their premises, individual practitioners have the right to be involved or not, without risk of censure or other disadvantage should they decline to participate in the Medicines Optimisation programme.


What will happen to the information I provide?
The information collected in this research will be treated confidentially. It will only be accessed by members of the research team. 

Electronic data collected during this project will be stored at the University of Auckland. Electronic data will be password protected and stored on a secure drive. Paper-based data will be kept in a locked cupboard. After 10 years all data will be destroyed by deletion of electronic files and shredding of any paper copies. 

Information collected in this research will be used in a PhD thesis, funding reports and be presented to policymakers, healthcare providers, other researchers and communities. A summary of the findings can be sent to you at the end of the study (end of 2021).

possible benefits of this study 
Your will be helping to develop medicines and pharmacy services which may help other Māori older adults with their medicines. There may be some benefit to your patients and prescribers through optimizing medicines use.

are there any risks or disadvantages in taking part in this study?
There is little risk to you if you take part in the study.  

who do I contact if  I want more information?
If you, or other members of the practice, would like more information, please contact Jo Hikaka, or one of the supervisors.

who do I contact if I have concerns?
	CONTACTS

	Student researcher:
	Jo Hikaka        Ph: 021 130 4917          Email: j.hikaka@auckland.ac.nz

	Supervisors: 

	 Dr Nataly Martini                                      Dr Rhys Jones
Phone: (09) 923 2150                              Phone: (09) 923 6278
n.martini@auckland.ac.nz                      r.jones@auckland.ac.nz

Prof Martin Connolly
(09) 442 7146
martin.connolly@waitematadhb.govt.nz 

	Health and Disability 
Committee:
	Phone:0800 4 ETHICS (384427) Email: hdecs@moh.govt.nz



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  	Email: advocacy@hdc.org.nz

If you require Māori cultural support you may wish to talk to whānau in the first instance. Alternatively you may contact He Kamaka Waiora (Māori Health Team) by telephoning 09 486 8324 ext 2324. If you have any questions or complaints about the study you may contact the Auckland and Waitematā District Health Boards Maori Research Committee or Maori Research Advisor by phoning 09 4868920 ext 3204.
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GP PRACTICE CONSENT FORM
Research Title: A pharmacist-led medicines review intervention in community-dwelling Māori older adults– a feasibility study
Researcher: My name is Jo Hikaka (Ngāruahine) 
Supervisors: Dr Nataly Martini, Dr Rhys Jones, Prof Martin Connolly and Prof Carmel Hughes

· I have authority to sign this consent form on behalf of ____________________________ (GP practice)
· I have read (or had read to me) the information provided in regards to this research project in the Participant Information Sheet. I understand what the study involves.
· I have been given the opportunity to discuss this study and ask questions to ensure my queries have been answered. 
· I understand that the practice’s participation in this study is voluntary and we have the right to withdraw from the study at any time.
· I agree to completing an online survey regarding the general demographics of the practice.
· I agree to support recruitment through (tick as appropriate):
Mailout         During consultations            Waiting areas
· I agree to support prescribers to be involved in the medicines optimisation process with the patient participant and pharmacist.
· I understand that all data will be stored securely and then destroyed at the end of the study, as set out in the GP Practice Information Sheet. 
· I understand that information collected will only be access by members of the research team and will be treated confidentially.
· I understand that the practice’s participation in this study is strictly confidential and that no material, which could identify me personally, will be used in any reports on this study unless I give written permission. 
I would like to receive a copy of the report from the research: No  / Yes    Email _____or post______

If “yes” please provide your email or postal address: ___________________________

I,. ……………………………………………………, agree to _______________________ (practice) taking part in this study.
[bookmark: _Hlk14350594]Signature……………………………………… Designation…………………………………..		Date:………………………………  APPROVED BY THE NORTHERN B HEALTH AND DISABILITIES ETHICS COMMITTEE ON 18 July 2019. REFERENCE NUMBER 19/NTB/106Declaration by researcher: I, Jo Hikaka, 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.
Signature:______________________________		Date:_____________________



[bookmark: _Toc10019273]Appendix 10: GP Practice Demographics Survey
GP Practice Demographics Survey (to be administered via Qualtrics)

1. Practice name:_________
2. Number of enrolled patients:_____
3. % Māori of enrolled patients:________
4. Total number of prescribers:____
Number of GP prescribers:____
Number of other prescribers: _____ (specify type eg: nurse practitioner, pharmacist prescriber)
5. Pharmacy co-located onsite: Y/N
6. Other services offered by GP practice:_____________
7. Independent practice or part of a PHO?


[bookmark: _Toc10019274]Appendix 11: Participant Consent Form
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Kaumātua Participant CONSENT FORM
Research Title: A pharmacist-led medicines review intervention in community-dwelling Māori older adults– a feasibility study
Researcher: My name is Jo Hikaka (Ngāruahine) 
Supervisors: Dr Nataly Martini, Dr Rhys Jones, Prof Martin Connolly and Prof Carmel Hughes

· I have read (or had read to me) the information provided in regards to this research project in the Participant Information Sheet. I understand what the study involves.
· I have been given the opportunity to discuss this study and ask questions to ensure my queries have been answered. 
· I understand that my participation in this study is voluntary and I have the right to withdraw from the study at any time.
· I agree to being involved in the medicines review session with the pharmacist.
· I agree to be involved in the medicines optimisation session with the pharmacist and my primary prescriber (optional).
· I agree that the pharmacist can access my health information from hospital records and GP records as needed (detailed in the participant information sheet).
· I agree that the pharmacist can communicate medicines related information to my GP practice/prescriber and community pharmacy, and that they will be informed of my participation in this study.
· I agree to be contacted by a research assistant to answer information before the medicines sessions with a pharmacist and again within a month of the last session with a pharmacist.
· I understand that I can invite whānau/family/support persons to any of the pharmacist sessions.
· I understand that all data will be stored securely and then destroyed at the end of the study, as set out in the Participant Information Sheet. 
· I understand that information collected will only be access by members of the research team and will be treated confidentially.
· I understand that my participation in this study is strictly confidential and that no material, which could identify me personally, will be used in any reports on this study unless I give written permission. 

I would like to receive a copy of the report from the research: No  / Yes    Email _____or post______

If “yes” please provide your email or postal address: ___________________________

I,. …………………………………………………………………………., agree to take part in this study.Declaration by researcher: I, Jo Hikaka, 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.
Signature:______________________________		Date:_____________________

Signature………………………………………				Date:……………………………… 
APPROVED BY THE NORTHERN B HEALTH AND DISABILITIES ETHICS COMMITTEE ON 18 July 2019 REFERENCE NUMBER 19/NTB/106

Appendix 12: Baseline data collection form
	Date
	Name
	DOB
	GP name and practice

	Address

	Phone number

	Ethnicity:
	Trouble swallowing: Y/N
	Pharmacy name



	ADR/allergies
	B+B      Dosette box        blister pack

	Self-administer meds: Y/N
Does anyone help you with your medicines? Y/N
Who:___________
	Dispensing frequency
	Collection method

	Recruitment method: Word of mouth, GP, recruitment meeting, posted letter, Other: ______
	

	Eligibility criteria
	Tick 

	Taking 4 or more regular medicines for at least three months
	

	Community dwelling
	

	Time and date for medicines education session:







[bookmark: _Toc10019276]Appendix 13: Whānau Acceptability Survey
Blurb:
Thinking about the medicines education service, and the medicines optimisation service delivered by the pharmacist, please respond to the following statements using one of the following options:
1. Strongly agree
2. Agree
3. Neither agree or disagree
4. Disagree
5. Strongly disagree

There are no wrong or right answers and these are your opinion only. For example if I read the statement “Winston Peters should be Prime Minister” there will be people who strongly agree, people who strongly disagree, and a variety of people somewhere in the middle.

Statements:

· My whānau members control over their medicines has improved.
· I was able to support my whānau to the extent that I and they wanted.
· The pharmacist is the right person to deliver this service.
· This service has helped me to improve whānau member’s confidence in talking about their medicines.
· I would recommend this service to my family and friends.
· The location of the service suited my whānau member’s needs and made them feel safe to share information.
· There was enough time provided for me to say and hear what I wanted to.
· The health professionals worked as a team to communicate.
· The pharmacist developed an effective relationship with me.
· I felt comfortable discussing my whānau member’s health and medicines with the pharmacist.
· My whānau member knows more about their medicines.

· This service is worth the government or district health board investing money in.
· This service respected my worldviews and things that were important to me.
· I felt listened to.
· It was a negative experience for me/my whānau to be involved in this service.
· This service enhanced my/ my whānau member’s mana.
· This service allowed me to feel like I could participate in my whānau member’s healthcare.
· The advice from the pharmacist was useful.
· I was given the opportunity to raise concerns about the medicines.
· Having a face-to-face meeting with the pharmacist was important to me.

Which parts of the service were most valuable?

What could have been done better in this service?



[bookmark: _Toc10019277]Appendix 14: Whānau Information Sheet
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Whānau INFORMATION SHEET

Research Title A pharmacist-led medicines review intervention in community-dwelling Māori older adults– a feasibility study
Researcher: My name is Jo Hikaka (Ngāruahine). I have 15 years’ experience as a pharmacist, mostly working with older adults. I am also doing a PhD at the University of Auckland.
Supervisors: My research is being supervised by Dr Nataly Martini, Dr Rhys Jones, Professor Martin Connolly and Professor Carmel Hughes.

Kia ora, you are invited to take part in this study to develop medicines review services for Māori older adults. 

Do I have to take part in this study?
No you don’t. You can choose if you want to take part in this study.  If you don’t want to take part, you don’t have to give a reason. It won’t affect the care you receive.  You can also change your mind, and pull out of the study at any time. You can ask questions about the study at any point throughout the study.

This Information Sheet will help you decide if you’d like to take part. We will go through this information with you and answer any questions you may have.    You do not have to decide today whether or not you will take part in this study. Before you decide you may want to talk about the study with other people, such as family, whanau, 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. You will be given a copy of both the Participant Information Sheet and the Consent Form to keep.

What is the study about?
We want to develop a pharmacist service. It will be designed for Māori older adults, to support them with their medicines. We have interviewed Māori older adults to ask them what they wanted from medicine-related services. They wanted to know more about their medicines and to have time to learn more and ask questions from a health professionals. Improving the way people use medicines, can improve peoples’ health and wellbeing. It can also reduce the side effects that people experience. 
This study has been developed from overseas research and from listening to the experiences and needs of Māori older adults. We also talked to those that work in health in Waitematā DHB. 

What will I be asked to do?
You have been asked to take part as you are a whānau member/support person for someone that has been involved in this study, and you attended a pharmacist visit with them. You will be asked to complete a survey about this service. The survey will be online or on paper (you can choose). The survey will ask questions about the service that your whānau member (or person you supported) received. The aim of the survey is to understand, from a whānau perspective, things that worked well, and things that could have been done better.
What will happen to the information I provide?
The information collected in this research will be treated confidentially. It will only be accessed by members of the research team. 

Electronic data collected during this project will be stored at the University of Auckland. Electronic data will be password protected and stored on a secure drive. Paper-based data will be kept in a locked cupboard. After 10 years all data will be destroyed by deletion of electronic files and shredding of any paper copies. 

Information collected in this research will be used in a PhD thesis, funding reports and be presented to policymakers, healthcare providers, other researchers and communities. A summary of the findings can be sent to you at the end of the study (end of 2021).

possible benefits of this study 
You will also be helping to develop medicines and pharmacy services which may help other Māori older adults with their medicines. You get the chance to have your say about the service that is being planned.

are there any risks or disadvantages in taking part in this study?
There is little risk to you if you take part in the study. 

who do I contact if  I want more information?
If you or your whānau would like more information, please contact Jo Hikaka, or one of the supervisors.

who do I contact if I have concerns?
	CONTACTS

	Student researcher:
	Jo Hikaka        Ph: 021 130 4917          Email: j.hikaka@auckland.ac.nz

	Supervisors: 

	 Dr Nataly Martini                                      Dr Rhys Jones
Phone: (09) 923 2150                              Phone: (09) 923 6278
n.martini@auckland.ac.nz                      r.jones@auckland.ac.nz

Prof Martin Connolly
(09) 442 7146
martin.connolly@waitematadhb.govt.nz 

	Health and Disability 
Committee:
	Phone:0800 4 ETHICS (384427) Email: hdecs@moh.govt.nz



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  	Email: advocacy@hdc.org.nz

If you require Māori cultural support you may wish to talk to your whānau in the first instance. Alternatively you may contact He Kamaka Waiora (Māori Health Team) by telephoning 09 486 8324 ext 2324. If you have any questions or complaints about the study you may contact the Auckland and Waitematā District Health Boards Maori Research Committee or Maori Research Advisor by phoning 09 4868920 ext 3204.
APPROVED BY THE NORTHERN B HEALTH AND DISABILITIES ETHICS COMMITTEE ON 18 July 2019. REFERENCE NUMBER 19/NTB/106
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Whānau CONSENT FORM
Research Title: A pharmacist-led medicines review intervention in community-dwelling Māori older adults– a feasibility study
Researcher: My name is Jo Hikaka (Ngāruahine) 
Supervisors: Dr Nataly Martini, Dr Rhys Jones, Prof Martin Connolly and Prof Carmel Hughes

· I have read (or had read to me) the information provided in regards to this research project in the Participant Information Sheet. I understand what the study involves.
· I have been given the opportunity to discuss this study and ask questions to ensure my queries have been answered. 
· I understand that my participation in this study is voluntary and I have the right to withdraw from the study at any time.
· I agree to completing the feedback questionnaire online/via post (circle one).
· I understand that all data will be stored securely and then destroyed at the end of the study, as set out in the Participant Information Sheet. 
· I understand that information collected will only be access by members of the research team and will be treated confidentially.
· I understand that my participation in this study is strictly confidential and that no material, which could identify me personally, will be used in any reports on this study unless I give written permission. 

I would like to receive a copy of the report from the research: No  / Yes    Email _____or post______

Please provide your email or postal address so that the survey can be sent to you:_____________________________________________________________

I,. …………………………………………………………………………., agree to take part in this study.Declaration by researcher: I, Jo Hikaka, 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.
Signature:______________________________		Date:_____________________

Signature………………………………………				Date:……………………………… 
APPROVED BY THE NORTHERN B HEALTH AND DISABILITIES ETHICS COMMITTEE ON 18 July 2019. REFERENCE NUMBER 19/NTB/106
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	Date
	

	Name
	

	NHI
	

	Height/weight
	

	Smoking status
	

	Medical conditions






	What is working well for you in relation to your medicines/health?


	What are you wanting to know or get out of this session?


	Medicine and health/wellbeing related goals





	Difficulties taking medicines? Remembering, dexterity, eye sight etc


	If you had a question about your medicines would you feel comfortable asking someone about it? What would support you to do this?

Would this be the same if you were worried about a medicine?

What would you do if the information you got was different to other information you had about the medicines?




	Summary of consultation and advice given






	Resources given





	Urgent follow up with prescriber required? Action needed and taken


	Time taken (background work by pharmacist):
Length and location of meeting:
Whānau/support present?


	Recommendations/items for follow up in medicines optimisation meeting











	Medication 
	Dose
	Indication/Comment
	Date started

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	Rongoā?
	
	
	






[bookmark: _Toc10019280][bookmark: _Hlk9411546]Appendix 17: Medicines optimisation data collection form
	Date
	

	Name
	

	NHI
	

	Update details collected in medicines education session (eg medicine list, medical conditions, questions, goals, general wellbeing





	
	

	

	What are you wanting to know or get out of this session?



	Medicine and health/wellbeing related goals (things that are important for you to keep being able to do; things you would like to be able to do)





	Lab investigations:
CrCl
Na+
K+
Hb
Lipids

	Urate
BP (from prescriber)
HR
HbA1c
Other

	If you had a question about your medicines would you feel comfortable asking someone about it? What would support you to do this?


Would this be the same if you were worried about a medicine?


What would you do if the information you got was different to other information you had about the medicines?




	Summary of consultation and advice given






	Resources given





	Urgent follow up with prescriber required? Action needed and taken


	Time taken (background work by pharmacist):
Length and location of meeting?
Whānau/support present?


	Recommendation:
Action to be taken:

Recommendation:
Action to be taken:

Recommendation:
Action to be taken:

Recommendation:
Action to be taken:



	Medication 
	Dose
	Indication/Comment
	Date started

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	Rongoā
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PRESCRIBER INFORMATION SHEET

Research Title A pharmacist-led medicines review intervention in community-dwelling Māori older adults– a feasibility study
Researcher: My name is Jo Hikaka (Ngāruahine). I have 15 years’ experience as a pharmacist, mostly working with older adults. I am also doing a PhD at the University of Auckland.
Supervisors: My research is being supervised by Dr Nataly Martini, Dr Rhys Jones, Professor Martin Connolly and Professor Carmel Hughes.

Kia ora, you are invited to take part in this study to develop medicines review services for Māori older adults. 

Do I have to take part in this study?
No you don’t. You can choose if you want to take part in this study.  If you don’t want to take part, you don’t have to give a reason.  You can also change your mind, and pull out of the study at any time. You can ask questions about the study at any point throughout the study.

What is the study about?
Medicine review services aim to optimise an individual’s medicines, taking into account their health, comorbidities, and health and lifestyle goals. Medicine review services can improve people’s health and wellbeing and it is important to make sure these services are available for Māori and in a way that works for Māori.

What will I be asked to do?
You are being asked to participate in this research as you are the primary prescriber for at least one of the participants who were consented for this research project. One of the components involved a medicines optimisation review which involved direct communication with you, in your role as primary prescriber.

Participation in this study is entirely voluntary. While a practice may have signed up to allow the project to operate from their premises, individual practitioners have the right to be involved or not, without risk of censure or other disadvantage should they decline to participate in the Medicines Optimisation programme.

Your consent to participate in this research will be given by completing an electronic consent form prior to commencement of the survey. 

You will be asked to take part in an online survey at a time of your choosing. It should take 10-15 minutes to complete. Your answers will be anonymous and all answers will be kept confidential.

What will happen to the information I provide?
The information collected in this research will be treated confidentially. It will only be accessed by members of the research team. 

Electronic data collected during this project will be stored at the University of Auckland. It will be password protected and stored on a secure drive. Paper-based data will be kept in a locked cupboard. After 10 years all data will be destroyed by deletion of electronic files and shredding of any paper copies. 

Information collected in this research will be used in a PhD thesis, funding reports and be presented to policymakers, healthcare providers, other researchers and communities. A summary of the findings can be sent to you at the end of the study (end of 2021).

possible benefits of this study 
You will be helping to develop medicines and pharmacy services which may help other Māori older adults with their medicines.

are there any risks or disadvantages in taking part in this study?
There is little risk to you if you take part in the study. 

who do I contact if  I want more information?
If you or your whānau would like more information, please contact Jo Hikaka, or one of the supervisors.

who do I contact if I have concerns?
	CONTACTS

	Student researcher:
	Jo Hikaka        Ph: 021 130 4917          Email: j.hikaka@auckland.ac.nz

	Supervisors: 

	 Dr Nataly Martini                                      Dr Rhys Jones
Phone: (09) 923 2150                              Phone: (09) 923 6278
n.martini@auckland.ac.nz                      r.jones@auckland.ac.nz

Prof Martin Connolly
(09) 442 7146
martin.connolly@waitematadhb.govt.nz 

	Health and Disability 
Committee:
	Phone:0800 4 ETHICS (384427) Email: hdecs@moh.govt.nz



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  	Email: advocacy@hdc.org.nz

If you require Māori cultural support you may wish to talk to your whānau in the first instance. Alternatively you may contact He Kamaka Waiora (Māori Health Team) by telephoning 09 486 8324 ext 2324. If you have any questions or complaints about the study you may contact the Auckland and Waitematā District Health Boards Maori Research Committee or Maori Research Advisor by phoning 09 4868920 ext 3204.
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(text copied from Qualtrics survey form)

Kia ora,
 
We are interested in understanding the development of pharmacist-led medicines review services for community-dwelling Māori older adults.  You will be presented with information relevant to the intervention from the: 'Pharmacist-led medicines review intervention in community-dwelling Māori older adults– a feasibility study' research.

You will be asked to answer some questions about it. Please be assured that your responses will be kept completely confidential.

The study should take you 10-15 minutes to complete. Your participation in this research is voluntary. You have the right to withdraw at any point during the study, for any reason, and without any prejudice. If you would like to contact the Principal Investigator in the study to discuss this research, please e-mail Joanna Hikaka at j.hikaka@auckland.ac.nz

By clicking the button below, you acknowledge that your participation in the study is voluntary, you have access to the Participant Information Sheet, you are 18 years of age, and that you are aware that you may choose to terminate your participation in the study at any time and for any reason.

Please note that this survey will be best displayed on a laptop or desktop computer.  Some features may be less compatible for use on a mobile device. 

 I consent, begin the study
 I do not consent, I do not wish to participate



[bookmark: _Toc10019283]Glossary
Aotearoa – The Māori (Indigenous) name for New Zealand.
Hui – meeting or gathering
Mana - Mana is a concept linked to prestige, authority, control, charisma. It can be individual or collective
Mana-enhancing - Mana-enhancing use affirming and strength-based approaches in the delivery of health services with the aim to give power and control to the person/collective engaging with these services.
Kaumātua –elder/s
Rangatiratanga – self-determination; the right to exercise authority; self-management
Te Ao Māori – The Māori world
Te Reo Māori – The Indigenous language of New Zealand
Whānau – often translated as family and extended family, however, it can also apply to other social networks with close connections (such as work groups, sports teams, friend groups)
Whanaungatanga – the establishment of connections, relationships, networks
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Do you want more control over your medicines?
Do you want to know more about your medicines?

You may be interested in this study

Pharmacist and medicines services for Maori older adults

Medicines can have benefits to treat certain health conditions.
They can also cause harm. It is important for wellbeing that we
get the balance right.

Pharmacists can help with this. They can review whether
individuals are on the best medicines for their different goals and
medical conditions. Pharmacists can also give you more
information about your medicines.

In this study we are looking at developing a pharmacist-led
service for Maori older adults that live in the community in
Waitemata DHB.

Am | eligible for this study?
-Maori, 55 years or older
-living in the community (not in rest homes or private hospitals)

-taking 4 or more regular medicines

What do | need to do if | am involved?

-meet twice with the pharmacist to discuss medicines. One of
these meetings will also be with your own Dr or prescriber
(optional).
-have two phone calls with a researcher to answer some
questions.

Where will this happen?

-the first meeting with the pharmacist will be in a place of your
choosing (home, GP practice, community centre. The next
meeting will be at the GP practice. If you need help getting to and
from these meetings, this can be arranged.

What will | receive if | am involved?

-time with a pharmacist and your GP (or prescriber) to discuss
your medicines

-information about your medicines

Approved by the Norther B Health and Disability Ethics Committee on 18 July 2019.

Am If you would like to find out more about this study
or get involved please contact:

Jo Hikaka (Ngaruahine)

j-hikaka@auckland.ac.nz
0211304917

(you can text & she will call you back if this is easiest)

Jo has been a pharmacist for over 15 years, working
mainly with older adults. She is employed by
Waitemata DHB and undertaking this research as part
of her PhD. She is also a granddaughter, daughter and
mum who brings her personal and whanau experiences
of healthcare into her work as well.
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