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Introduction 

The prescription of drugs is now a central part of the delivery of medical care. The total drugs budget for the NHS in 2006−7 was approximately £10.6 billion. Of this around £7.6 billion was spent in primary care. Expenditure on primary care drugs has increased by over 60% in the last decade or an average of 4.8% in real terms each year.

Reviews across different disease areas report that between 30 and 50% of patients do not take or use the medicines prescribed for them. The patient was in the past thought to be the ‘source of the problem of compliance’ but it is now acknowledged that medicine-taking is a complex behaviour and influencing this involves not only patients but providers of healthcare and healthcare systems. The term adherence is now used to describe the extent to which patients’ medicine-taking behaviour matches agreed recommendations from the prescriber. This understanding presumes an agreement between patient and prescriber. Attention is therefore required to the decision-making process between prescribers and patients.

The estimated costs of unused or unwanted medicines in the NHS have been estimated to exceed £100 million annually. The WHO report notes that while interventions to promote adherence are not generally seen to provide savings in economic studies from an institutional perspective, cost savings are demonstrated from a societal view point due to improvements in patient quality of life, indirect costs avoided and effect on productivity. As with all NICE guidelines a cost impact report will be developed for this guideline once recommendations have been finalised and this will be published with the final version of the guideline.

While objective health and cost impacts of patients’ behaviour in relation to medicines is important, the right of patients to make decisions in regard to their own health is accepted in modern practice. The approach taken by this guideline is that patients have a right to be involved in decisions about medicines to the extent that they wish and it is the role of healthcare professionals to facilitate and support patients in their involvement in decision-making and to support patients in taking medicine if the decision has been to prescribe. Adherence to medicine-taking should be based on shared decision-making between the patient and the practitioner. 
We have not made separate recommendations for carers and families. The principle relationship is between patient and healthcare professional and the patient has a right to decide who should be involved in their care. With patient consent, carers should have access to same levels of information and support. 
There are an increasing number of healthcare professionals now involved in prescribing of medicines, dispensing and reviewing of medicines. It is not within the remit of a guideline to recommend which healthcare professional carries out these roles. Our recommendations apply to all healthcare professionals who do carry out these roles but professionals need to be aware of and work within legal and professional codes. 
The guideline will assume that prescribers will use a drug’s summary of product characteristics to inform their decisions for individual patients.

Patient-centred care

This guideline offers best practice advice on how to involve adults and their carers in decisions about prescribed medication. 
Treatment and care should take into account patients’ needs and preferences. People should have the opportunity to make informed decisions about their care and treatment, in partnership with their healthcare professionals. If patients do not have the capacity to make decisions, healthcare professionals should follow the Department of Health guidelines – ‘Reference guide to consent for examination or treatment’ (2001) (available from www.dh.gov.uk). Healthcare professionals should also follow a code of practice accompanying the Mental Capacity Act (summary available from www.publicguardian.gov.uk). 
Good communication between healthcare professionals and patients is essential. It should be supported by evidence-based written information tailored to the patient’s needs. Treatment and care, and the information patients are given about it, should be culturally appropriate. It should also be accessible to people with additional needs such as physical, sensory or learning disabilities, and to people who do not speak or read English.

If the patient agrees, families and carers should have the opportunity to be involved in decisions about treatment and care.

Families and carers should also be given the information and support they need. 

Key priorities for implementation
· Offer all patients the opportunity to be involved in making decisions about prescribed medicines. Establish what level of involvement the patient would like. [1.1.1]
· Ask if the patient has any specific concerns about their medicines, whenever you prescribe, dispense or review medication. Address these concerns. [1.1.8] 

· Offer patients information about medicines before the medicines are prescribed. [1.1.10]
· Actively discuss information on medicines with the patient rather than just presenting it. The discussion should take into account the patient’s understanding and beliefs about the diagnosis and treatment. [1.1.12]
· The information offered to patients about medicines should include:

· what the medicine is 

· how it works 

· how the medicine affects their condition (that is, its benefits) 

· potential side effects

· any important instructions on how medicine should be taken

· what to do if they miss a dose

· if the medicine should be continued following the initial prescription. [1.1.13]
· Be aware that a shared decision may mean an agreement not to prescribe a medication or for the patient to stop taking a medication. If in the healthcare professional’s view this may have an adverse effect, then this must be recorded. [1.1.20]
· Accept the patient’s right to decide not to take a medicine, even when you do not agree with the decision, as long as the patient has capacity to consent. [1.1.22]
· Record the discussion of decisions about medicine and medicine-taking in patients’ records where there are concerns about medicines. This may include:

· patients’ beliefs and concerns about medicines

· information given to the patient

· potential problems with adherence

· plans for review of medication. [1.1.25]
· Non-adherence can be assessed by asking the patient if they have missed any medications recently. Make it easier for the patient to report non-adherence by: 

· asking the question in a way that does not apportion blame 

· explaining why you are asking the question

· using a specific time period such as ‘in the last week’

· asking about specific medicine-taking behaviours. [1.2.3]
· Tailor any intervention to increase adherence to the specific difficulties with adherence experienced by a patient. Be aware that adherence can be improved but no specific intervention can be recommended for all patients. [1.3.2]
1 Guidance

The following guidance is based on the best available evidence. The full guideline ([hyperlink to be added for final publication]) gives details of the methods and the evidence used to develop the guidance. 
1.1 Interventions to increase shared decision-making about medicines 

Establishing patients’ wish for involvement

Offer all patients the opportunity to be involved in making decisions about prescribed medicines. Establish what level of involvement the patient would like.

Establish the most effective way of communicating with each patient and where necessary consider ways of making information accessible and understandable (for example, via pictures, symbols, large print and different languages).
Avoid making any unwarranted assumptions about patient preferences about treatment. Talk to the patient to find out their preferences about treatment and note any non-verbal clues that may indicate you need to explore the patient’s perspective further.

Tailor your consultation style to the needs of individual patients to ensure that all patients can be involved in decision-making in the way they wish. 

How to explore patients’ beliefs

Encourage patients to ask questions about their condition and treatment.

Ask patients open-ended questions because these are more likely to uncover patients concerns. 

Ask about the patient’s beliefs about medicines both before starting new treatments and periodically during medication review. 
Ask if the patient has any specific concerns about their medicines, whenever you prescribe, dispense or review medication. Address these concerns. 

How to provide information for patients

Explain the goals of medical treatment to patients, openly discussing the pros and cons of proposed medication. The discussion should be at the level expected by the patient. 

Offer patients information about medicines before the medicines are prescribed.

Check patients have any information they wish about medicines before medicines are dispensed. 

Actively discuss information on medicines with the patient rather than just presenting it. The discussion should take into account the patient’s understanding and beliefs about the diagnosis and treatment. 

The information offered to patients about medicines should include:

· what the medicine is 

· how it works 

· how the medicine affects their condition (that is, its benefits) 

· potential side effects

· any important instructions on how medicine should be taken

· what to do if they miss a dose

· if the medicine should be continued following the initial prescription.

To help patients make decisions about medicines, offer them relevant information which is easy to understand and free from jargon. 

Suggest where patients might find more information and support after the consultation: for example, by providing written information or directing them to other resources or expert patient groups (for example, www.patient.co.uk, www.easyhealth.org.uk).

Be careful not to make assumptions about a patient’s ability to understand the information provided. Check with the patient that they have understood the information.

Information for patients should be structured and when possible tailored to the needs of the individual patient.

How to support the patient
Clarify the patient’s goals from treatment.
Healthcare professionals have a duty to help patients to make decisions about their treatment which are informed by an understanding of the likely benefits and risks rather than by patients’ beliefs. 

Be aware that a shared decision may mean an agreement not to prescribe a medication or for the patient to stop taking a medication. If in the healthcare professional’s view this may have an adverse effect, then this must be recorded. 

Be aware that patients may have different views from healthcare professionals regarding balance of risks, benefits and side effects of medicines.

Accept the patient’s right to decide not to take a medicine, even when you do not agree with the decision, as long as the patient has capacity to consent.

Assess capacity to make an informed decision using the principles in the Mental Capacity Act (2005). To lack capacity patients must (a) have disturbance or malfunction of mind and (b) demonstrate lack of capacity to:
· understand the information relevant to the decision

· retain information for long enough to use it in the decision

· use or weigh information

· communicate the decision.
Encourage and support patients, families and caregivers to keep and maintain an accurate list of all medications, including prescription and non-prescription medications and herbal and nutritional supplements, and any allergic or adverse reactions to medication. 

Record the discussion of decisions about medicine and medicine-taking in patients’ records where there are concerns about medicines. This may include:

· patients’ beliefs and concerns about medicines

· information given to the patient

· potential problems with adherence

· plans for review of medication.

Consider that good communication is necessary for increasing patient involvement and that there are methods for improving your skills for increasing patient involvement in decisions about their care.

Be aware that simple interventions to increase patient involvement do not necessarily increase the overall length of consultation. Any extra time spent in a single consultation may be justified by benefits, particularly over the course of a long-term condition. 

Information for patients and practitioners when patients are discharged from inpatient care
Before discharge from hospital, offer patients information about their medicines. This information should include:

· what the medicine is

· why it is necessary

· how the medicine affects their condition

· its benefits and harms 

· potential side effects 

· any important instructions on how the medicine should be taken

· how to get a further supply

· likely duration of treatment

· what to do in case of adverse effects

· any special considerations (for example, drug interactions, storage).

On discharge from hospital, give all patients a report containing:

· diagnosis

· a list of all medications the patient should be taking

· clear identification of new medications initiated during the hospital stay

· clear identification of medications stopped during the hospital stay with reasons

· clear information on which medications should be continued after discharge and for how long

· known adverse reactions and allergies

· any potential problems with adherence and any actions taken (for example, a compliance aid or reminder system). 

When a patient is transferred between services, the next provider of care should be given a report with the following information:

· a written report of diagnosis

· a list of all medications that the patient should be taking 

· clear identification of new medications initiated during the hospital stay

· clear identification of medications stopped during the hospital stay with reasons

· clear information on which medications should be continued after discharge

· known adverse reactions and allergies

· any potential problems with adherence and actions taken (for example, use of dosette box).

Patients’ experience of medicine-taking

Be aware that patients’ beliefs about medicines, in particular patients’ concerns about medicines and patients’ belief in their personal need for the medicines, affect how and whether they take their medicine. 

Elicit and address patients’ specific concerns about taking their medicine. These may include concern about becoming dependent on medicines and the side effects and adverse effects of medicines.

Discuss with the patient why they need the treatment. Adopt a common sense approach that addresses the need for the treatment (the disease or condition) and the solution (the treatment). 

Be aware that patients may wish to minimise how much medication they take. 

Be aware that patients may wish to discuss: 

· what will happen if they do not take medicine suggested by their doctor

· non-pharmacological alternatives to medicines

· how to reduce and stop medication they may have been taking for a long time

· how to fit the medicine into their daily routine

· how to make a choice between medicines if they believe they are taking too many medicines.
Be aware that patients evaluate prescribed medicines using their own subjective or objective indicators. These include stopping and starting the medicine, altering the dose of the medicine and checking how the medicine affects their symptoms.

1.2 Assessment of adherence

Recognise that non-adherence is common, and most people are non-adherent sometimes. 

Routinely assess adherence in a non-judgemental way as an integral part of medicine prescribing, dispensing and review.

Non-adherence can be assessed by asking the patient if they have missed any medications recently. Make it easier for the patient to report non-adherence by:
· asking the question in a way that does not apportion blame 

· explaining why you are asking the question

· using a specific time period such as ‘ in the last week’

· asking about specific medicine-taking behaviours.
Consider using records of prescription re-ordering and pharmacy refill records to alert prescribers and dispensers to non-adherence.

When a healthcare professional identifies issues around adherence this should be recorded and communicated within the healthcare team to optimise patient involvement and care.

1.3 Interventions to increase adherence to prescribed medication

Discuss with the patient who is not taking their medicines whether this is because of beliefs and concerns about medicines or because of practical problems.

Tailor any intervention to increase adherence to the specific difficulties with adherence experienced by a patient. Be aware that adherence can be improved but no specific intervention can be recommended for all patients.

Find out what form of support the patient would prefer to increase their adherence to medicines. Together, you and your patient should consider options for support.

Consider whether to suggest that patients record their medicine-taking in a diary to aid adherence. 

Be aware that encouraging patients to monitor their condition may increase patients’ adherence to prescribed medication.
Simplify the dosing regimen if this is a problem for the patient. 

Use special packaging for the medicine when the standard packaging is a problem for the patient.

Side effects can be a problem for some patients and in this situation:
· discuss how the patient would like to deal with side effects

· discuss benefits, side effects and long-term effects with patients to allow patients to make an informed choice

· consider adjusting medication dosage

· consider switching to an alternative that has a different risk of side effects

· consider what other strategies other than adjusting dosage or type of medication might be used (for example, timing of medicines).
Reminder systems are likely to be helpful to some patients. The method of delivery should meet individual needs.

Ask patients if the costs of prescriptions are a problem for them. If cost of prescription is a problem, patients may wish to know which medicines are most important. 
1.4 Reviewing medicines

Offer repeat information and review to patients when necessary, especially when treating long-term conditions with multiple medications. 

Review practitioner and patients’ beliefs about medicines at intervals agreed with the patient because these may change over time.

Patients should have the decision to prescribe medicines reviewed at regular intervals according to patient choice and patient need. 

A review of medicines should include an enquiry into medicine adherence and where non-adherence is identified, possible causes should be clarified and an agreement made with the patient about any appropriate action. Any plan should include a date for a follow-up review.

Healthcare professionals involved in medication review should inform the prescribing doctor of the review and its outcome, particularly when the review involves adherence issues and further review is necessary.
2 Notes on the scope of the guidance

NICE guidelines are developed in accordance with a scope that defines what the guideline will and will not cover. The scope of this guideline is available from www.nice.org.uk/guidance/index.jsp?action=download&o=37725
How this guideline was developed

NICE commissioned the National Collaborating Centre for Primary Care to develop this guideline. The Centre established a Guideline Development Group (see appendix A), which reviewed the evidence and developed the recommendations. An independent Guideline Review Panel oversaw the development of the guideline (see appendix B).

There is more information in the booklet: ‘The guideline development process: an overview for stakeholders, the public and the NHS’ (third edition, published April 2007), which is available from www.nice.org.uk/guidelinesprocess from NICE publications (phone 0845 003 7783 or email publications@nice.org.uk and quote reference N1233).
3 Implementation 

The Healthcare Commission assesses the performance of NHS organisations in meeting core and developmental standards set by the Department of Health in ‘Standards for better health’ (available from www.dh.gov.uk). Implementation of clinical guidelines forms part of the developmental standard D2. Core standard C5 says that national agreed guidance should be taken into account when NHS organisations are planning and delivering care.

NICE has developed tools to help organisations implement this guidance (listed below). These are available on our website (www.nice.org.uk/CGXXX). [NICE to amend list as needed at time of publication] 

· Slides highlighting key messages for local discussion.

· Costing tools:
· costing report to estimate the national savings and costs associated with implementation
· costing template to estimate the local costs and savings involved.

· Implementation advice on how to put the guidance into practice and national initiatives that support this locally. 

· Audit support for monitoring local practice.

4 Research recommendations

The research recommendations from this guideline are for research programmes that are described below under the themes of: shared decision-making and the consultation, barriers and interventions to adherence, and groups for special consideration. Further detail and additional related research questions can be found in the full guideline.

4.1 Shared decision-making and the consultation
What joint decision-making processes are possible? What do real world practices that approximate to joint decision-making look like? What are the strengths and weaknesses of such practices seen from the vantage point of various stakeholders (such as prescribers, patients and funders)? 
Are there practical mechanisms in place (or available to put in place) that could re-distribute accountability more from prescribers to patients (such as waivers)? What are the legal, policies, practical and psychological implications of trying to share accountability differently?
How can we enable new and existing prescribers to identify patients at risk of non-adherence or who are a priority for medication-review and adherence support and how can we provide it?
Why these are important

The principles of shared decision-making have largely been developed from theoretical and conceptual models. The competencies listed for shared decision- making consist of a number of different skills and patients have shown that they may value different components of shared decision making. The practice of shared decision making may result in practitioners and patients playing different roles than they have to date in health care consultations. This may have implications for responsibility and accountability.  Information asymmetries also need to be addressed and this may require structural changes to health services and their delivery. Patient related outcomes need to be included. There is a new and growing agenda relating to non-medical prescribers (such as pharmacists and nurses) This is a key context issue and there are a range of questions relating to patient perspectives on new prescribers and to new prescribers’ perceptions and skills. The effects of new prescribers on patient adherence to medication should be included in any research agendas designed to evaluate new prescribers.  

4.2 Barriers and interventions to adherence 
What are the most clinical and cost effective methods for addressing cognitive influences (such as beliefs and concerns about medication) and capacity (such as memory, manual dexterity, changes in routine) that result in reduced adherence?

Why this is important 

Few interventions have been systematically developed, using appropriate theoretical models, nor have they have been modelled and piloted with assessment of process variables as well as outcomes (as recommended in the MRC framework for complex interventions to effect behaviour change). Consequently it is difficult to tell why some interventions work and others do not. Interventions should be developed using an appropriate theoretical framework with a phased approach to testing that includes assessment of process (i.e. the things that are targeted for change) as well as outcomes and a need for an individual approach. Research should explore both clinical and economic benefits and include patient outcomes.  
4.3 Groups for special consideration 

What are the particular barriers to medicines use for people with multiple pathologies (and their informal carers) and what interventions are required? 

Why this is important

Multi-morbidity is common and occurs at all ages but increases with age. Patients with multi-morbidity are often prescribed large amounts of medication. Research is required to assess particular barriers experienced by people with multi-morbidity and to investigate what type of support is required to allow people to make decisions about medicines and to adhere to those decisions.
5 Other versions of this guideline

5.1 Full guideline

The full guideline, ‘Medicines concordance and adherence: involving adults and carers in decisions about prescribed medicines’ contains details of the methods and evidence used to develop the guideline. It is published by the National Collaborating Centre for Primary Care, and is available from [NCC website details to be added], our website (www.nice.org.uk/CGXXXfullguideline) and the National Library for Health (www.nlh.nhs.uk). [Note: these details will apply to the published full guideline.]
5.2 Quick reference guide

A quick reference guide for healthcare professionals is available from www.nice.org.uk/CGXXXquickrefguide 
For printed copies, phone NICE publications on 0845 003 7783 or email publications@nice.org.uk (quote reference number N1XXX). [Note: these details will apply when the guideline is published.]
5.3 ‘Understanding NICE guidance’
Information for patients and carers (‘Understanding NICE guidance’) is available from www.nice.org.uk/CGXXXpublicinfo
For printed copies, phone NICE publications on 0845 003 7783 or email publications@nice.org.uk (quote reference number N1XXX). [Note: these details will apply when the guideline is published.] 

We encourage NHS and voluntary sector organisations to use text from this booklet in their own information about how to involve adults and their carers in decisions about prescribed medication.

6 Related NICE guidance

This guideline differs from most NICE guidelines in that it is not condition specific but makes recommendations on how to involve patients in decisions about medicines. This guidance should be used in conjunction with condition-specific NICE guidance that makes recommendations on what treatments are clinically and cost effective. NICE and the National Patient Safety Agency (NPSA) have produced joint guidance on: 
· Technical patient safety solutions for medicines reconciliation on admission of adults to hospital. NICE patient safety guidance 1 (2007). Available from www.nice.org.uk/PSG001
7 Updating the guideline

NICE clinical guidelines are updated as needed so that recommendations take into account important new information. We check for new evidence 2 and 4 years after publication, to decide whether all or part of the guideline should be updated. If important new evidence is published at other times, we may decide to do a more rapid update of some recommendations. 
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The Guideline Review Panel is an independent panel that oversees the development of the guideline and takes responsibility for monitoring adherence to NICE guideline development processes. In particular, the panel ensures that stakeholder comments have been adequately considered and responded to. The panel includes members from the following perspectives: primary care, secondary care, lay, public health and industry. 
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 Appendix C: The care pathway
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This is a diagrammatic representation of a patient's journey and meetings with  healthcare professionals where medicines may be prescribed and dispensed.
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