Homecare Lead Induction Programme

Introduction
This document is intended to assist pharmacy staff in managing homecare arrangements in trusts.  It is intended to detail the sorts of knowledge and resources they might need to be familiar with in order to undertake their duties efficiently.  It is intended that a staff member would work through the document over their first year in post.

Trust Specific Systems
New staff will have to understand the following local systems:-
· Local homecare systems, audit and governance requirements.
· Local pharmacy system ordering and invoicing system
· Key local contacts in homecare (clinicians, specialist nurses etc.)
· Local trust contracts for homecare
· Governance processes within the trust for homecare.

See here an example from Nottigham of an induction checklist


What is Homecare?
A homecare medicine delivery service can be described as being a service that delivers ongoing medicine supplies and, where necessary, associated care, initiated by the hospital prescriber, direct to the patient’s home with their consent. The purpose of the homecare medicines service is to improve patient care and choice of their clinical treatment. [1]
Homecare services are provided to over 200,000 patients in the UK representing £1.5 billion of the £4 billion spent on hospital medicines. The sector has grown rapidly and continues to develop and expand to meet patient demands and NHS cost containment targets [1]. In the East of England (EoE); annual spend for oral chemotherapy, HIV and Hepatitis homecare services alone is in excess of £12 million with total annual expenditure in the EoE over £100 million.
[1] Royal Pharmaceutical Society – Professional Standards for Homecare Services in England
See also http://www.eoecph.nhs.uk/What-are-Homecare-Medicines-Services.htm

Types of Homecare
There are two common ways of classifying homecare.
1. Who commissions the service?
Schemes are either commissioned by the NHS (NHS Schemes) or the pharmaceutical industry (pharma Schemes). 
Pharma funded services  are typically offer the homecare medicines service element  “free of charge” to the NHS as a distribution route.  I.e. the cost of medicine is the same whether purchased directly  into the trust or dispensed and delivered to the patient’s home by one of the approved homecare providers (with or without other care services E.g. nurse training /administration).
Pharma funded services are designed by the drug manufacturer and the homecare provider.  The type of service will be described in a Service Level Agreement (SLA) between the provider and the trust.  (see contracting for a service below).
NHS funded services will have a specification and terms and conditions of contract set by the NHS body letting the contract (Commercial Medicines Unit (CMU), a procurement hub or a trust).  Ideally these documents should be derived from the national standard documentation prepared by the National Homecare Committee (see later) and the NHS Standard Terms and Conditions.

2. The type of service
The RPS define different levels of homecare (Low Tech, Mid Tech and High Tech and Complex Care)  See RPS handbook below.  Services are often for a single agent/drug (e.g. most pharma funded services) or disease class (e.g. HIV, Hep C).  Some contracts are described by the type of service (e.g. low tech, dispense and deliver) but these tend to be for simple type arrangements.  

See also http://www.eoecph.nhs.uk/What-are-Homecare-Medicines-Services.htm

EoE Homecare resources
http://www.eoecph.nhs.uk/homecare-medicines-services.htm

Contracting of Homecare Medicines Services

Pharma Funded vs NHS Funded
There are both similarities and differences between contracting of homecare services funded by pharma companies and those funded from within the NHS. Differences stem from the greater influence of a third party (Pharma Company) as well as application of the NHS terms and conditions and public contract regulations 2015.
Contracting of NHS Funded Homecare Services
Framework Agreement:
Framework agreements are commonly established by the NHS for contracting of NHS Funded Homecare Medicines Services following formal procurement process and are usually undertaken at an aggregated level E.g. regional or national. Framework agreements typically comprise of four major elements service specification, commercial offer, tender response and terms & Conditions. A framework agreement, however, is not a contract in its own right. Local trusts are required to sign a ‘call-off’ SLA/contract which further defines the service specification with specific local trust requirements. The Framework Agreement holder will usually provide a template call-off SLA/contract.
When completed this call off SLA/contract and all elements of the Framework Agreement form the contract between the trust and the selected homecare provider.
A specific term(duration) can be applied to the call-off SLA/contract, otherwise, the duration of the contract will be aligned to the term of the framework agreement. A call-off SLA/contract may outlive the overarching Framework Agreement.
Contracting of Pharma Funded Homecare Services
First, a contract is established between a pharma company and a preferred homecare provider to deliver a specified product and associated homecare services to NHS and private patients. A Pharma Company may choose to select multiple preferred homecare providers. Historically sight of these documents within the NHS is very difficult due to the nature of the commercial agreement.
Current practice is for the preferred homecare provider to approach the NHS with a Service Level Agreement (SLA)/contract document prior to service implementation.
This SLA/Contract does not sit directly under either the pharma-homecare provider contract or an NHS framework agreement and is therefore a standalone contract in its own right. Therefore this SLA/contract must contain a service specification, pricing schedule and terms and conditions. Note: Tender response is not applicable in this scenario as a formal procurement process has not been undertaken.
As a standalone contract established on the terms of the homecare provider, consideration should be given to the term (duration) and termination as well as the overall terms and conditions’ alignment with the NHS Standard.

For more information see: http://www.eoecph.nhs.uk/Contracting-of-Homecare-Medicines-Services.htm 


Background Reading list:
	Title
	[bookmark: _GoBack]Resource

	Hackett report – ‘Homecare medicines: Towards a vision for the future’
	


	RPS – The Professional Standards for Homecare services
NB you should have an audit of how your trust performs vs. these standards which would be a good basis of what needs addressing
	


	RPS – Handbook for homecare services in England (including appendices)
	


	ABPI – Homecare: A good practice guide for pharmaceutical manufacturers
(http://www.abpi.org.uk/our-work/library/guidelines/Pages/020615.aspx)
	


	ABPI – Managing Homecare in the NHS a collaborative approach.
	


	Trust’s Homecare Policy
	Check you have one.

	Trust’s Homecare SOPs (if available)
	Check they exist.



National Organisation of Homecare Market
There are a number of groups set up to coordinate the homecare market and represent the various interests.
1. National Homecare Medicines Committee (NHMC)
This is an NHS lead group consisting of regional homecare leads, PMSG members, representatives from CMU, the ABPI and homecare providers.  The group addresses homecare market issues and has lead on governance and standardisation.  You should have a regional representative on this group and need to establish contact with them.  Jane Kelly from Leeds pharmacy chairs the group.

2. National Clinical Homecare Association (NCHA)
This group represents homecare providers.  Most providers are represented on this group which also sits on the NHMC.
http://www.clinicalhomecare.co.uk/

3. ABPI Homecare Group
Those pharma companies who are members of the ABPI and are utilising homecare arrangements (pharma schemes) are represented by this group.  They have produced some publications and guides (see above). http://www.abpi.org.uk/Pages/default.aspx

See also  http://www.eoecph.nhs.uk/national-homecare-medicines-services-management.htm

4. Regional Homecare Leads & Regional Groups
A number of regions have invested in a homecare lead (South West, Thames Valley, East of England, London).   These leads coordinate the homecare services in their area and run the regional homecare group.  For details in EoE see below. You should contact this person if they exist in your region.  http://www.eoecph.nhs.uk/homecare-sourcing-group.htm 
NHS England have accepted these posts as a “standard “ model  and the leads are working collaboratively (see ongoing work later).

Job Guidance
The following resources may be useful  to your role of homecare lead.
1. 
[bookmark: _MON_1500985014][bookmark: _MON_1500985010]Guidance on VAT from Home Office

2. 

[bookmark: _MON_1500985554][bookmark: _MON_1500985125][bookmark: _MON_1500985584][bookmark: _MON_1500985161]Outputs from East of England “Self Help” Training Events
NB this and the next documents are quite old but still contain a lot of relevant information.

3. 
[bookmark: _MON_1500985698][bookmark: _MON_1500985695]Outputs from London “Self Help” Training Events


4. Homecare Medicines Policy
http://www.eoecph.nhs.uk/homecare-medicines-policy.htm

5. Dealing with Patient Access Schemes
http://www.eoecph.nhs.uk/patient-access-schemes-in-homecare-medicines-services.htm

6. Patient Information
http://www.eoecph.nhs.uk/patient-information.htm

7. Generic Prescribing within Homecare Services
Providers require different levels of information if they are to dispense the correct generic brand (i.e. contract).  http://www.eoecph.nhs.uk/generic-prescribing-within-homecare-medicines-services.htm

8. 
[bookmark: _MON_1500986759]Practical Guide for Managing Homecare at Trust Level by See Mun Wong.

9. 
Pharma Based Schemes by Supplier (Joe Bassett)

10. 
BOPA guide on Community Provision of  Oral Chemotherapy

Governance
Hackett requires a formal governance structure to manage outsourced services.  There is a lot of work in this field (see ongoing work) but the following may be useful
1. Centralised Homecare Governance Model
http://www.eoecph.nhs.uk/centralised-homecare-governance-model.htm
2. 
Standardised Performance Indicators

3. 
[bookmark: _MON_1500987299][bookmark: _MON_1500987296]Risks associated with a Homecare Lead Community Pharmacy Model

4. Patient Questionnaire
http://www.eoecph.nhs.uk/patient-satisfaction-questionnaire.htm

Ongoing Work
There are a number of national workstreams that will deliver standardised models for this market.  These are
· Standardised models for managing complaints and incidents.
· A standard set of terms and conditions of contract for pharma homecare schemes.  To include
· Standard NHS terms and conditions of contract (for relationship between provider and NHS)
· CMU specification template (for relationship between provider and NHS)
· Memorandum of Understanding (for relationship between pharma company and NHS).
· Standardised documentation
· Prescription form
· Registration Form
· Patient Assessment Form

Kevan Wind (with thanks to See Mun Wong Joe Bassett and others who have contributed extensively) 31st July 2015
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Foreword

Foreword

The importance of
homecare medicines
for patients cannot
be underestimated.
There are up to
200,000 peoplein
England who receive
this service, which has
helped to transform
their lives whilst they
suffer from chronic
or stable conditions
that require regular
treatment and monitoring. Since 1995, the NHS has
been able to provide these homecare services at
patients’ homes and in the last four years there has
been a rapid development of services which now
incur around £1 billion expenditure each year.

The Chief Pharmaceutical Officer at the
Department of Health asked me to undertake
a review of the homecare medicines supply and
associated services in England to establish what are
the current challenges and issues and what should
occur in the future. The review was commenced in
November 2010 and has sought to address this.

The review has found that there are indeed many
examples across homecare providers, NHS providers
and commissioners of admirable services and best
practice, which help patients secure high quality
and effective services to them. However, these
were not the norm; they were the minority because
there are fundamental issues which need to be
addressed to ensure we can maintain high quality
suppliers who can flourish in the market; providers
who have effective leadership; governance
arrangements and monitoring arrangements that
are in place; commissioners who need to work in
a more collaborative manner across health systems
to secure the best value for money arrangements

for homecare and for patients we need a sea-
change in their involvement in the design,
commissioning and operation of such services.
The key recommendations of the review are:

e In a rapidly expanding market place, there is
a need to provide better services to patients
and the taxpayer by securing more open,
collaborative procurement of homecare
medicines delivery and services, which are
based on modern commercial arrangements,
underpinned by improved clinical governance
arrangements between NHS Trusts and
homecare suppliers and a set of clear industry
standards. In this way there can be the
development of safer, effective and efficient
homecare medicine which works in the best
interest of the patient and taxpayer.

e The internal governance frameworks of NHS
Trusts should be strengthened given the rapid
growth of homecare medicine. The Trust Chief
Pharmacist should become the ‘Responsible
Officer’ for all homecare medicine services and
be accountable for these services to the Trust
Chief Executive Officer. The involvement of
the Trust’s Medical and Nurse Directors needs
to improve around the design, operation and
control of homecare medicine. Homecare
medicine needs to be set in the context of a
strategy for chronic and stable conditions for
patients who are best managed at home and
should be part of integrated planning between
Trusts and their commissioning agencies.
As such a strategy for homecare medicine
should be developed with the local drugs and
therapeutics committee and an annual plan
which the Trust Chief Pharmacist needs to
deliver.

Through collaborative procurement mechanisms

* Throughout this document we generally use the term homecare medicine/s. This incorporates prescribing, dispensing, delivery and associated services
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between NHS Trusts and commissioners,
better value can be delivered for patients and
taxpayers to enable high quality, responsive
and more cost effective services to the patient
and taxpayer.

Commissioning agencies have a vital role to
play in the strategic development of homecare
medicine and the management of authorised
providers to deliver effective homecare medicine
to patients. This will require them to work with
acute providers, as authorised provider, to
deliver an effective strategy and annual plan to
involve homecare in collaborative procurement
and develop incentives between the authorised
provider and themselves to maximise value for
money.

Moving forward, patients and patient
representatives should have a much greater
role in the design, operation and monitoring of
homecare medicines delivery and services, with
the authorised provider organisations delivering
them. Patients are at the heart of homecare
medicine and should be listened to and offered
choice on styles of delivery and services and
be involved, to assist with monitoring of the
quality of the service.
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In looking at these issues, | have personally been
focused around the need to influence change
which results in better services for patients. The
recommendations the review has presented
are based on a coherent set of principles and
approaches which, when taken together, ensure
just that.

| would like to thank the numerous people who
have helped me with this review (Chapter 7
provides full list of working members) from those
within the Civil Service, the NHS, the Homecare
industry and professional associations and the
patient representative groups. | will especially
mention Howard Stokoe, Liz Payne, Chris Theaker,
Phil Deady, Andrew Alldred, Allan Karr, Alison
Clough (ABPI), Warwick Smith (BGMA) and Nick
Payne (NCHA). Through us all working in an open
and participative manner we have been able to
develop, | hope, a guiding coalition of leadership
together that now can take these recommendations
forward.

Mo AKX

Mark Hackett
Chief Executive, University Hospital Southampton
NHS Foundation Trust





Executive Summary

Conclusions
and recommendations

Market problems

A rapidly expanding market with high
concentrations of business in  certain
sectors, with new entrants and certain
sectors demonstrating low/high  market
concentrations.

Cash flow for certain homecare providers
is unstable, given arrangements between
homecare providers, manufacturers and the
NHS around payments.

A perception of unreasonable risk transfer to
the homecare providers from commissioners or
acute providers.

‘Clunky” arrangements to administer homecare
medicines delivery and services which are costly,
labour intensive and not efficient or effective in
some cases.

Weak contractual, governance and operational
control mechanisms to set, operate and monitor
contractual arrangements.

Current procurement mechanisms are not
co-ordinated or of sufficient scale for patient
populations to secure best value for money.

These procurement mechanisms are opaque
when it comes to homecare provision in respect
of cost and profit levels, due to the way VAT is
applied and other factors considered.

Managers and clinicians do not generally
understand the direct supply of homecare
medicines from manufacturers. This supply
involves the bundling of products and services,
and clinicians are not engaged as customers.

There is currently no standardised contract
document which covers all homecare

medicines delivery and services. This is needed
to identify basic relationships across the NHS,
providers and commissioners, as provided in
the National Homecare Medicines Committees
recommended documentation.

The ‘manufacturers only’ supply routes for
homecare medicine results in barriers to entry
for other suppliers and the NHS, and causes
duplication as well as not integrating with
whole health system working.

VAT is a potential barrier to entry for NHS
organisations wishing to move into the
homecare medicines market.

There are problems with current patient equity
and access to homecare medicines.

Governance in NHS trusts and across the
market
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Chief Pharmacists are not always involved
in homecare medicine and without this
engagement acute trusts cannot maintain
and improve control in this key medicines
management area.

Internal acute sector governance processes, in
many cases, lack rigour, transparency, clinical
control and engagement. Major improvements
are needed to ensure that these are met,
together with cost effectiveness of homecare
medicine delivery and monitoring.

High transaction costs in operating homecare
medicine, given the weak use of IT and involving
processes between hospital pharmacy, finance
departments and PCT.

The accreditation system does not set the
visible  minimum standards for homecare
medicine suppliers that the NHS should expect





competent suppliers to have in place, so as to
ensure they act in patients’ best interests.

The lack of mechanisms to track homecare
medicine could impact on the NHS seeing
full value for money from the Department
of Health’s Pharmaceutical Price Regulation
Scheme.

The role of medical and nursing directors and
trust chief pharmacists needs to be strengthened
in hospitals and across commissioners, to
operate better homecare medicine.

The current mechanisms for ordering
homecare medicine needs greater control, i.e.
via designated pharmacists and pharmacies,
but the role of the chief pharmacist in trusts
needs change to move to services, not just
product supply, with greater involvement of
trust medical and nursing directors.

The current arrangements for homecare
providers to work to the acute hospital customer
are weak, and governance systems are not
aligned and integrated into a single system.

Errors and risks are not assessed and reported
in the homecare medicine setting, consistent
with the application of National Patient Safety
Agency (NPSA) guidelines in the acute sector.

Collaboration across organisations

There is no clear national or regional formula
which enables hospitals and commissioners
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to undertake procurements which are
collaborative, and encourage maximising value
for patients and the taxpayer.

There is no incentivisation to reduce patients
on homecare medicines delivery by using
community pharmacy alternatives, or change
service models that are not aligned to deliver
the best interests for patients, where this might
be appropriate.

There are insufficient opportunities for NHS
providers and homecare providers to work on
collaborative models, to ensure effective local
systems for managing patients with stable
conditions and chronic disease.

Patient involvement

There are limited examples in England where
patients play a part in monitoring homecare
providers alongside trust pharmacists, trust
medical directors and directors of nursing,
to secure and improve homecare medicines
service performance.

Patient centred solutions could be improved
around delivery, storage, conformance to
medicines and quality monitoring of the
service.

Levels of wastage of homecare administered
therapies could be reduced through the
involvement of patients.





Executive Summary

The recommendations to address
and deal with these conclusions

In a rapidly expanding market place, there is
a need to provide better services to patients
and the taxpayer by securing more open,
collaborative procurement of homecare
medicine, based on modern commercial
arrangements, underpinned by improved
clinical governance arrangements between
NHS trusts and homecare suppliers and a set
of clear industry standards. In this way, there
can be the development of safer, effective and
efficient homecare medicine which will work in
the best interests of the patient and taxpayer.

e There are a number of new entrants into the
homecare market with synergistic approaches
with the NHS, who should be encouraged to
develop.

e There is a need to provide stability to new and
existing homecare providers in the market by
identifying stable profitability levels, cash flows
and realistic cost bases. This should be achieved
through  more  collaborative  purchasing
(and specification design) with the NHS, to
ensure both NHS organisations and suppliers
understand the level of profit and return for
the homecare provider, in a transparent manner
and by working together to reduce costs of
homecare medicines delivery and services.

e The NHS needs to develop stable contractual
frameworks for the homecare medicine
organisations, which are of sufficient contract
duration to enable services to secure the best
value for the patient and the taxpayer. Through
the development of more open, collaborative
procurement involving commissioners, NHS
providers and patients, the NHS can set more
effective service specifications. These should
centre on the need to meet patient choice,

diversity and quality issues, and benefit the
taxpayer through commitment to planned
volumes, incentives to reduce demand for
homecare where clinically and cost effectively
appropriate.  This would enable long-term
investment from homecare suppliers in
developing effective e-homecare services,
which reduce current transaction costs to the
NHS, and the homecare supplier, in operating
and monitoring service contracts.

Homecare suppliers should be prepared to
take appropriate, proportionate risks in return
for long-term service contracts, which enable
investment in new technology, new service
levels and cost efficiency. These should be part
of the basis on which new service contracts are
awarded and these value chain benefits, open
and transparent to NHS customers.

The NHS should pursue an immediate
unbundling of homecare medicine dispensing,
delivery and associated service costs. The
pharmaceutical suppliers and the NHS should
define these costs and reduce them from
their current prices, (which legitimately
include distribution costs embedded in the
manufacturers’ NHS pricing structures).

Homecare providers should have completely

integrated clinical governance with the NHS

provider who is their customer, which enables

assurance for the NHS on:

o Compliance with  current  regulatory
conditions and frameworks.

o Setting of service standards for homecare
medicines delivery and services.

o The training and development of staff to
secure these standards.

o The operational management of staff to

Note: distribution covers the supply of product from manufacturer to the point at which it is dispensed. Delivery is associated with the supply of the

product from the point at which it is dispensed to the patient.
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ensure the service specification is delivered.

o The reporting of adverse incidents, service
failures, patient satisfaction, medicines
compliance and other relevant issues should
be produced by the homecare provider, at
least monthly and in a way which integrates
with NHS providers, clinical governance
reporting systems and national reporting,
e.g. NPSA incident reporting.

o The effectiveness of the service to the
patient.

The homecare providers and NHS should have

a clear set of industry made standards which

cover:

o The selection, registration and discharge of
patients.

o Service Quality Goals.

o Reporting against governance standards
including linking into NHS reporting system

effectively.
o e-Transactions, e-homecare and
management information requirements/

service levels.

o Patient management, wellbeing
safety, experience, outcome, confidentiality,
management and monitoring.

o Communications.

o Compliance with medication and
any incidents which relate to this.

o Performance monitoring and management.

o e-Transaction ~mechanisms which set
out a common platform for interaction
between the patient, homecare provider,
the NHS provider and the commissioner,
to enable effective ordering, delivery and
management of homecare medicine at the
lowest transaction cost. This will enable low
switching costs between providers, and
each party would be expected to invest in
the necessary and sufficient information
system to secure this, from the contract set
between them.
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o Incentives for improving value for money
for homecare by reducing levels of wastage,
distribution costs, costs of service delivery
or supply of homecare medicine, as well as
moving patients to other forms of medicines
supply, e.g. community pharmacy and
reducing costs to the NHS.

o Developing clear systems for reporting and
managing risks in the delivery of homecare
medicine between the homecare provider
and the NHS.

o A robust governance framework which
describes the implication of breaching
such industry standards and the relevant
involvement of pharmaceutical, NHS and
homecare providers to ensure patients and
the taxpayer are protected. This should be
developed with the National Homecare
Medicines Committee, Association of the
British Pharmaceutical Industry, National
Clinical Homecare Association, British
Generic Manufacturing Association and the
NHS utilising the forum of the NHMC.

These industry standards should be set
in an accreditation framework which will
accredit homecare companies to enter into
NHS contracts. This ‘kite marking’ or similar
accreditation process would also include
financial, logistical and operational governance
requirements. The CMU working with the NHS
should do this, working with relevant industry
representatives utilising the forum of the
NHMC.

The homecare providers need to work with
NHS providers to ensure cost effective, patient
centred services are delivered, and these ensure
maximum compliance by patients to therapies,
whilst providing the relevant information
on outcomes at a clinical and patient level,
reflecting the efficacy of the medication.





Executive Summary

Acute providers

NHS Trusts should consider strengthening
their internal governance frameworks given
the rapid growth of homecare medicine. The
Trust Chief Pharmacist should become the
‘Responsible Officer’ for all homecare medicine
and be accountable for them to the Trust Chief
Executive Officer. The involvement of the Trust’s
Medical and Nurse Directors needs to improve
around the design, operation and control of
homecare medicine. Homecare medicine needs
to be set in the context of a strategy for chronic
and stable conditions for patients who are
best managed at home and should be part of
integrated planning between Trusts and their
commissioning agencies. As such a strategy for
homecare medicine should be developed with
the local drugs and therapeutics committee
and an annual plan which the Trust Chief
Pharmacist then has to deliver.

Through collaborative procurement mechanisms
between NHS trusts and commissioners
better value can be delivered for patients
and taxpayers who will enable high quality,
responsive and more cost effective services to
the patient and taxpayer.

e The Trust Chief Pharmacist should be
accountable for ensuring the safe and effective
administration and supply of medicines in
homecare.

To discharge this duty all trust chief pharmacists
in England should:

o Set the strategy for homecare medicines
delivery and services, and their supply with
the medical and nurse directors in their
trusts, to ensure the patient and taxpayer
are protected, and get the most cost
effective and safe services available, which
meet their needs.
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o Work with Clinical Directors to ensure that

appropriate patient cohorts are identified
for homecare treatment, and realistic
demand projections are set.

Ensure the development of a shared
governance framework which states clearly
which aspects of care are the responsibility
of the hospital, homecare supplier, general
practitioner, patient and other healthcare
professionals.

A homecare medicine specification and
charter should be set for patients receiving
homecare which will explain:

e The treatment plan.

e How initial and repeat prescriptions will
be produced and by whom.

e The duties of the homecare company

e Whois responsible for routinely monitoring
clinical and laboratory results.

e The arrangements for reporting patient
safety incidents, performance activity
and outcome monitoring.

Ensure that the pharmacy is the only place
where homecare medicine prescriptions
are issued, and that all other areas cease,
to ensure effective operational control of
procurement, ordering and invoicing into
the appropriate local pharmacy system,
and its link with CMU’s Pharmex system
nationally.

Implement appropriate changes to the
current NHS Trust pharmacy systems —
particularly JAC and Ascribe — which
enable direct inter-charge with the
trust's finance system, and enable direct
communication with the homecare supplier
for ordering, invoicing and patient tracking.





o Ensure effective resource is available to
manage the homecare medicine contract
to fully deliver its contract requirements.

o To be responsible, with the Trust Medical
and Nurse Directors, homecare provider
and patient representatives, for reviewing
the service from the homecare provider at
agreed regular intervals.

o The Trust Chief Pharmacist should be
the responsible officer for all homecare

medicine contracts.

o Providers should have a clear set of tests
based on:

e Patient choice — relevance, convenience,

safety.
e (Choices — productivity, relevance and
effectiveness.

e Finance — value for money.

To determine a number of key tests to agree what
products and services are suitable for homecare
provision. This programme should be agreed
with the Medical and Nurse Director, who are
accountable for service quality in the Trust, and
the Trust Director of Finance regarding financial
implications.

An annual programme for homecare medicine
should be set by the Trust Chief Pharmacist. This
would describe the new and existing homecare
medicine, and would be reviewed with the plans
concerning method of delivery, scope of service
responsibility and levels of quality and financial
impacts. This should also be agreed with local
commissioners, as an annual plan.

0 The Chief Pharmacist should be accountable
to the Trust CEO for the delivery of the
annual plan. The relevant Clinical Director
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will be responsible for the individual therapy
plan and its execution, and the Medical and
Nurse Directors accountable for delivery of
effective quality assurance mechanisms,
and the monitoring of delivery of the service
in accordance with the agreed governance
and operational arrangements.

Trusts should consider the inclusion of
renal, parenteral nutrition feeds and other
therapies to become part of the Trust Chief
Pharmacist's remit to maximise benefits to
patients and the healthcare system if these
are delivered by homecare routes.

NHS providersshould enterinto collaborative
procurement mechanisms at a national or
regional basis, for the delivery of homecare
medicine. There should be a standard
national NHS framework agreement for
homecare medicine which covers in its
scope:

Source required

Clinical governance arrangements
Financial management arrangements
Patient engagement/monitoring
Quality assurance mechanisms
Remuneration arrangements
Incentives

Other common contract conditions

This will be supplemented by a series of
contract appendices, which may vary or
enhance national conditions based on local
collaboratives agreed with commissioners
and NHS providers. These schemes will
also involve a common service specification
which will set out what the authorised
organisation, i.e. NHS Trust, requires of the
homecare solution contracted for and clear
output standards for patients, payer and
NHS trusts and the homecare provider.





Executive Summary

o There should be a clear set of national and

regional services purchased to maximise
value to the NHS, whilst remaining
responsive to patients locally to provide
national value for money and supplier
certainty in a £1 billion market.

The commissioner and NHS trust should
agree for national and regional contracts
a defined savings share from the switch
to homecare medicine or contract renewal
for homecare. Typically a formula might
be based on a minimum 50:50 share. For
the NHS provider it will provide for an
incentive as well as the costs of meeting the
administration of the homecare contract in
its entirety.

There must be clear incentives offered
to the homecare provider to continually
improve value for money across the
lifetime of the contract. There should be
clear financial incentives to the supplier
for improving savings to the NHS.

o Collaborative commissioning should secure
from the homecare supplier, complete
openness on profits and costs of delivering
homecare supply.

o Homecare suppliers should work with NHS
providers to second staff from NHS providers
to the homecare service, to deliver improved
team and system working.

o The clinical responsibility of the GP,
consultant, specialist nurse, homecare
provider and pharmacist should be specified
in the service specification.

o The Trust drugs and therapeutics committee
should approve the annual homecare
medicine plan.

Good practice suggests that the Trust Chief
Pharmacist, Medical and Nurse Directors and
patient representatives review the performance
of the homecare contract at least six monthly,
with the homecare supplier to identify areas
of strength and areas for improvement.
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Commissioning

Commissioning agencies have a vital role
to play in the strategic development of
homecare medicine and the management
of authorised providers to deliver effective
homecare medicine services to patients. They
can enhance their role here by working with
acute providers to deliver an effective strategy
and annual plan for homecare, involvement
in collaborative procurement and develop
incentives between the authorised provider
and themselves to maximise value for money.

e National and regional procurement for
homecare medicine should be based on the best
advantage for patients and the taxpayer. These
should be specified and mandatory, similar
to national and regional specialised services
commissioning arrangements. These contracts
should be held by an authorised provider
organisation on behalf of the commissioners
and providers.

e In considering homecare medicine, the
following strategic recommendations are
made:

o Commissioners should consider how
homecare fits with their chronic disease or
stable disease models and other strategic
implementation.
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o The ‘whole life cycle’ cost of introducing a
homecare service should be considered, not
only the savings from VAT but the impact on
direct hospital incomes and restructuring,
which could have substantial savings to the
health economy.

o Develop a three-year strategy for non-tariff
and tariff therapies.

o Commissioners should ensure that as part
of national or regional procurement there
are clear up front agreements on the share
of financial savings with providers.

o To assess the market for collaboration or
competitive approaches to secure change
in service delivery models.

Commissioners need to participate in the
procurement of homecare provision with the
authorised organisation. They will require the
authorised provider organisation to manage
the contract with the homecare provider.

Commissioners should ensure their payment
systems are integrated with the pharmacy
system in the authorised organisation, to
ensure rapid and prompt payment within 28
days of a valid invoice being approved by the
authorised provider organisation.





Executive Summary

Patients

Patients are at the heart of homecare services and
should be listened to, offered choice on styles of
homecare delivery and be involved, to assist with
monitoring of the quality of the service. Moving
forward patients, and patients’ representatives, can
play a much greater role in the design, operation
and monitoring of homecare services with the
authorised provider organisation for homecare
services.

e Develop a clear patient specific customer
charter to enable patients to understand
their homecare services and how they can
change them.

e Patients should be offered by the NHS
a much greater choice of homecare or
hospital services.

e Patient representatives should be involved
with NHS providers and commissioners
input into the formulation of service
specifications for homecare services.

e There is a need to ensure patients have a
greater involvement in the operation of
homecare services where they have the
physical and mental capacity to do so. In
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designing homecare services, there should
be:

o Acute Trusts should consider introducing
suitable electronic mechanisms for patients
tocommunicatedirectlywith NHS authorised
organisations and homecare suppliers,
to confirm that they have satisfactorily
received their products or service, that they
are satisfied with the service, and that they,
or a carer or professional, administered the
therapy at the correct level. They could
also report comments, suggestions and
complaints on the service.

o They should be offered a choice of delivery
times, within reason, which meet their
needs.

o Patients’ views should be sought on the
operation of the service, and these should
form part of the governance systems.

o Homecare providers will be subject to
penalties should levels of patient satisfaction
with the service fall below agreed and
measured levels, after a period of time, to
improve the service.





Commercial Medicines Unit (CMU)

The Commercial Medicines Unit (CMU) role in
homecare medicine should be strengthened
to ensure the delivery of an effective market
which is operating to clear standards and
providing high quality services to patients.
In consultation with the NHS, professional
bodies and patients it should decide which
homecare services are best procured nationally
or regionally and monitor trends in homecare
provision and delivery.

The CMU should:

e Develop suitable national and regional contract
documents for homecare.

¢ |dentify the homecare services which should be
nationally and regional procured with target
levels of benefit realisation (financial and non
- financial).
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Monitor the compliance with entry of hospitals
into Pharmex via hospital pharmacy systems
and take actions.

Develop, manage and enhance the industry
wide standards for homecare with suitable
inputs from NHS, industry and other sectors.

Provide strategic advice to
commissioning of homecare.

support the

Transfer the procurement for renal and
HPN to homecare medicines delivery service
procurement framework, at a regional or
national level.





Executive Summary

Department of Health (DH)

The Department of Health (DH) should create
the right climate for homecare medicines
to develop in a co-ordinated manner over
the next decade, to continue to ensure high
quality services to patients. The Department
of Health should create a forum reporting
to the Chief Pharmaceutical Officer, which
monitors the development of homecare and
its operation. These responsibilities should
transfer (subject to legislation) to the NHS
Commissioning Board from April 2013*.

e The DH should consider the sustainability
of homecare medicines market given its
dependence on legitimate VAT benefit. DH
should reach a conclusion on whether this
represents an effective mechanism to fund
services in the long-term, and its effect on NHS
providers who are effectively barred from entry
into this market.

Work with the NHS to develop a feasibility
of a homecare tariff for services defined on
homecare.

Create a forum to oversee the development of
homecare, its operation and the best methods
to secure ongoing benefits for patients and
taxpayers.

Recognise and understand software interfaces
to deliver the e-commerce system with
homecare providers to reduce transaction costs
in discussion with the NHS.

“In the body of the report and appendlices the contributions were made prior to any formal structural changes.
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Chapter 1

Homecare medicine delivery and services

1.1 Every year NHS trusts and Community Health Services in England spend about £3.9 billion on
prescribed medicines. Homecare medicine contributes an estimated £800 million towards this figure.
This is a review of the management and characteristics of homecare medicine.

Remit of the review

1.2 The DH Chief Pharmaceutical Officer, Dr Keith Ridge, invited Mark Hackett, Chief Executive of
University Hospital Southampton NHS Foundation Trust, to undertake this review of homecare
medicine and provide advice.

Homecare medicine supply — definition

1.3 A homecare medicine delivery and services can be described as being one that delivers ongoing
medicine supplies and, where necessary, associated care, initiated by the hospital prescriber, direct to
the patient’s home with their consent. The purpose of the homecare medicines is to improve patient
care and choice of their clinical treatment.’

1.4 The Chief Pharmaceutical Officer was prompted to initiate the review because he:

e associated the rapid expansion of homecare medicine with a lack of national visibility and was
concerned that, without this understanding, the DH was unable to advise ministers on policy
options.

¢ related the DH’s inability to secure a national understanding of homecare medicine with concerns
about how the NHS managed this business, and the thought it was giving to strategic intent.

e recognised that ‘getting homecare medicine right” was important to taxpayers and patients, not
least because of the contribution that homecare medicine supply will play in delivering a strategic
shift of caring for patients in their own homes.

Objectives for the review

1.5  The following objectives for the review are taken from its terms of reference. Appendix A provides
the full terms of reference.

1.6 Provide advice on what constitutes best practice with respect to the procurement of homecare
medicine including:
e Financial governance
e Clinical governance
e Operational efficiency

1.7  Provide advice on what opportunities there are for collaboration across the NHS on homecare
medicines procurement.

' National Homecare Medicines Committee — 2011
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1.8  Develop guidance for the NHS on when homecare medicines would be an appropriate model of care
and, specifically, where it is not.

1.9  Identify, with support from the wider clinical community, the opportunities to expand and develop
the use of homecare medicines.

1.10 Provide advice on the actions required to improve the commercial performance of the homecare
medicines market (to achieve better value for money, and ensure there is competition); this may
include suggestions for policy change.

1.11 Provide advice on the precautions necessary to manage the risk of company failure as commercial
performance is challenged.

1.12 Provide guidance on how the NHS can ensure appropriate collection, collation, dissemination and
analysis of information on procurement of homecare medicines, (required for Pharmaceutical Price
Registration Scheme, strategic and operational management).

1.13 Provide advice on what future work, beyond medicines, may be helpful in developing homecare
services for the NHS.

1.14 Inform the Quality Innovation Prevention and Productivity (QIPP) agenda
Methodology

1.15 To undertake the review Mark Hackett has drawn on a combined panel of support — steering group
and working group members detailed in Appendix B

1.16 To assist with the review the panel examined information that was already available, and engaged
with a variety of stakeholders over a nine-month period. This approach ensured the review consulted
with the right people, and listened to their views before making final recommendations.

1.17 The review panel met with and examined information from the following organisations and areas:

e Working group

e Stakeholder wide workshop

e Beacon sites

e NHMC

e Pharmex data, e-PACT and BTT

e NHS Trusts — clinical specialists, in rheumatology, oncology, cystic fibrosis, respiratory, anaemia
and renal

e Chief Pharmacists

e Directors of Finance

e National Patient Safety Agency
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e Industry associations — ABPI, BGMA, NCHA
e Individual industry organisations

e Patient groups/representative groups

e Alliance Boots

The changing NHS - limitations of the Review

1.18 The homecare medicine market is complex and the Government’s plans for the future of the NHS
have not been finalised before this review has been completed. In addition, the review panel did not
consult with the NHS on a formal basis. As a result there are inherent limitations. For example, the
review does not capture aspects that relate to the emerging relationships between social care and
healthcare.
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Benefits of Homecare Medicines






Chapter 2

2.1 There are many benefits in using homecare medicines delivery and services. For example, bulky and
heavy medicinal products such as renal dialysis solutions, enteral and HPN feeds can be delivered
direct to patients homes. Homecare medicines delivery and services can also release hospital beds
and return patients to their homes earlier. Patients do not need to make visits to hospital to receive
periodic medicine treatment or prescriptions, and is consistent with the theme of ‘increased patient
choice’.

2.2 Outpatient and day case visits made by patients to receive periodic medicine treatment can be
reduced, thus freeing those appointment slots and increasing efficiency.

2.3 Hospitals can therefore reduce their need to closely manage patient care. This may also benefit
commissioners in terms of PbR tariff patient attendance fee. Contracting for specialist homecare
services ensures that these patients are not a burden on community services within primary care
organisations.

2.4 The introduction of innovative new medicines, associated with formulations and presentations that
make them easier and safer to administer, are increasing their viability for homecare supply.

2.5 Asaresult homecare medicine can be seen as increasingly offering opportunities to redesign patient
care pathways, with the medicine playing the part of key enabler for change.

2.6 Recognising these opportunities and the associated role of homecare medicine will be critical if
patients are to be able to choose and benefit from end of life care in their own homes, and in

particular the way the Government decides to take forward recommendations put to it following the
independent review it commissioned.?

2 Palliative Care Funding Review — Funding the right care and support for everyone 2011
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Benefits of Homecare Medicines

Summary of benefits: patient and homecare provider perspectives

The NCHA identified the following benefits associated with homecare medicines:
Improved treatment outcomes

e Additional treatment capacity of clinical homecare may mean faster access to treatment.

¢ Improved adherence to treatment through regular contact with, and education of patients.

e Fewer and shorter hospital visits means less risk of hospital-acquired infections.

Access to hospital professionals at all times
e Access to advice from dedicated teams of healthcare professionals, sometimes 24 hours a day.

Time and economic savings
e Less travel, hospital parking, childcare, time off work, reduction in clinic times.

Independence
e Greater control over treatment, ability to operate a ‘normal’ lifestyle.

Confidentiality
e Discreet and private.
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Patient statement

“For people with Cystic Fibrosis, like me, and their families, the most positive aspect of having
treatment at home via a ‘homecare system’ is being able to carry on with life as normal and
maintaining independence. It enables adults with CF and parents of children with CF to continue to
work and socialise, children can go to school and college, minimising disruption to their education.
Additionally due to the need for people with CF to be segregated it can be extremely isolating to be
an inpatient, particularly when your specialist centre is far from home. This means family and friends
are less able to visit due to financial and time constraints. There are further financial implications with
parents and partners only being able to get limited time off work and the need to arrange childcare
for any siblings.

“From my own experiences | know a course of home intravenous (IV) antibiotics can be particularly
tiring for those with CF, particularly at times of severe illness and the need to administer a first dose
(often 1 of 3) at 6 am which means having to get up and prepare the dose at 5 am. Pre-mixed drugs
that are delivered along with a fridge and any consumables required, means less time is required
for the patient and the families to prepare and administer the drugs. Having everything pre-mixed
and delivered to your home also decreases hygiene and safety concerns, meaning less stress for the
patient and their family.

“Coupled with support from the Specialist CF team, who can provide monitoring of lung function,
care of venous access devices during a course of treatment and collection of blood to monitor drug
toxicity levels in the home environment, the administration of home Vs mean less disruption and
allows people with CF the freedom from the hospital environment, away from the risks of cross
infection, leaving them able to work and live their lives as normally as possible. This also results in
people with CF being able to work more consistently and therefore contribute to UK GDP (gross
domestic product) via the product of their work, national insurance and tax contributions.”

Emma Lake - Senior Expert Patient Adviser
Cystic Fibrosis Trust
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Chapter 3

3.1 The Government puts patients at the heart of the NHS and everything that it does and is seeking to
empower and liberate clinicians to innovate with freedom to improve health services.?

3.2 It also recognises that medicines can transform peoples’ lives and add enormously to life
expectancy.*

3.3 Homecare medicine brings the redesign of NHS services and recognition of the role that medicines
play, together, around a single natural focus.

The medicines management landscape

3.4 The use of medicines plays a vital role in the delivery of high quality care and accounts for over 12%
of NHS expenditure. In 2009 -10, the NHS drugs bill was approximately £11.9 billion, equivalent to
around 12% of the entire NHS budget and was the biggest single item of spend after staff. Of this
around £7.9 billion was spent in primary care and £4 billion in secondary care.

3.5 Approximately 75% of the total spend was on branded medicines and 25% on generic medicines
(including appliances, testing agents etc.). This cost is increasing at a rate of about 4.6% per year and
when associated costs such as monitoring and service costs are added, the true cost of medicines is
much greater. Unintended costs may also arise through adverse drug reactions, which are estimated
to account directly for 5% of all hospital admissions.>

3.6 Whilst the overall picture is one of increasing direct expenditure on medicines, this is not uniformly
true across the whole health system. In primary care, total costs decreased by 0.7% from 2007
to 2008. Within hospitals prescribing costs increased by 15.2% from 2007 to 2008 for medicines
prescribed and dispensed within hospital. For medicines prescribed in hospital but dispensed within
community settings via the hospital FP10 route, the increase over the same period was 5.2%.

3.7 Itis likely that there will continue to be an upwards pressure on expenditure for the foreseeable
future driven by factors such as improving access to innovative medicines and increasing levels of ill
health associated with a population that is living longer.

The Pharmaceutical Price Regulation Scheme (PPRS)

3.8 The National Health Service (NHS) spends over £9 billion a year on branded prescription medicines
in the UK. The PPRS is the mechanism which the Department of Health (on behalf of the UK health
departments) uses to control the prices of branded prescription medicines supplied to the NHS by
regulating the profits that companies can make on their NHS sales.

3 NHS White Paper — Department of Health - Equity and Excellence: Liberating the NHS — July 2010

4 A new value-based approach to the pricing of branded medicines — Department of Health — December 2010

> Pirohamed M ,J S, Meakin S et al. Adverse drug reactions as a cause of admission to hospital: prospective analysis of 18820 patients: British Medical
Journal 2004, 329: 15-19
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3.9  In summary, the PPRS:

e allows companies freedom of pricing for new medicines (new active substances) but requires
companies to seek the department’s agreement for price increases, which are only granted if the
reasons for the application meet the criteria for increases set out in the agreement

e requires companies with NHS sales of more than £35 million a year to submit annual data on
sales, costs, assets and profitability and to repay the excess where profits exceed the agreed
threshold

e provides significant support for research and development (R&D) and initiatives to encourage and
reward innovation.

Further information is available on the DH website at www.dh.gov.uk/pprs
Payment by Results

3.10 Under the system of Payment by Results (PbR), most services delivered by hospitals are subject to a
national tariff. PbR uses a national tariff of fixed prices that reflect national average prices for hospital
procedures.

3.11 There are a number of High Cost Drugs (HCDs) that are excluded from the PbR tariff. They are
typically specialist, and their use is concentrated in a relatively small number of centres rather than
evenly across all Trusts that carry out activity in the relevant HRGs. These drugs would therefore
not be fairly reimbursed if they were funded through the tariff. Excluding certain drugs means that
additional funding can be locally agreed over and above the national mandatory tariff.

The NHS environment

3.12 The NHS comprises primary (community) care, secondary (hospital care) and tertiary (specialised
consultant care e.g. cancer.)

Primary care

3.13 GPs write a prescription for drugs. The patient takes the prescription to a pharmacy where the drug
is dispensed either for a flat rate prescription fee or on the basis of exemption, at no charge to
the patient. Pharmacies are responsible for purchasing drugs either directly from manufacturers or
through wholesalers. They are reimbursed by the NHS for the cost of these drugs.

3.14 Primary Care Trusts contract for services from GPs under the terms of the General Medical Services
(GMS) contract. Cost effective prescribing is incentivised through GMS and local incentive schemes.
Additional influence comes from guidance from national bodies (NICE), local formularies, PCT
prescribing advice activity and other factors such as peer pressure, pharma marketing activity and
patient pressure. Dispensing doctors may procure and dispense medicines.
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Secondary and tertiary care

3.15 Hospital clinicians prescribe and drugs are dispensed by the hospital pharmacy. Hospitals are
responsible for purchasing the drugs they dispense. They are not reimbursed directly but should draw
on overall NHS revenue. (See section 3.10 on Payment by Results). Patients do not pay any charge for
drugs supplied during a hospital stay, but charges apply on medicines associated with outpatient, A
and E and day case episodes.

Homecare medicine supply

Origins and context

3.16 Against the background of the above explanations, the DH formally confirmed a third route of supply
when it issued ‘Purchasing high-tech healthcare at home’ EL95/5, This stated that:

DHAs working with FHSAs, General Practitioners and hospital and community trusts should make
provision through their contracts by 1 April 1995 to support patients at home whose treatments
include the delivery of drugs together with other products and equipment needed to administer
them, typically as packages of care

Appendix C provides EL95/5

3.17 Although this EL95/5 is now 'historic’ it can still be considered a key reference in setting out the
characteristics of homecare medicine supply with some aspects still being reflected through this
report's recommendations.

3.18 Since the publication of EL95/5 the scope of homecare medicine has grown far beyond the originally
identified therapies. It now includes both high and low technologies — products and services — and
is now referred to as homecare medicines delivery and services.

High-tech Homecare Medicine and Services

3.19 The high-tech element of the service will include products and services such as:
¢ Injectable therapy, e.g. intravenous route
e Oral therapies that require significant support such as blood level monitoring or special storage
requirements.

3.20 This more complex type of homecare requires highly trained clinical staff to support the process and
service. The staff providing the clinical service are currently either employed by the provider trust or,
perhaps more commonly, by a commercial homecare service company. A considerable amount of
attention needs to be given to ensure that all clinical governance arrangements are closely adhered
to, including NPSA and other similar guidance.
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Low-tech Homecare Medicine and Services

3.21

Low-tech homecare will tend to involve oral medication and requiring limited technical support such
as standard concordance monitoring from the homecare provider.

General characteristics involved

3.22

3.23

3.24

3.25

3.26

Homecare medicines delivery and services are predominately provided by the commercial sector.
There is evidence of services such as nursing within HPN or dialysis being provided by both the NHS
and the commercial sector i.e. homecare provider or manufacturer.

Products are delivered to the patients’ home or nominated address via the postal service or van
delivery.

Many of the products associated with homecare are non-tariff for PbR purposes as are the homecare
services themselves. The consequences of this are picked up separately.

To initiate homecare medicine supply from a homecare medicines delivery service provider:
e A PCT may provide an order

e An NHS trust may provide on order

e An NHS trust prescriber may provide an FP10 HP prescription

Operating as a registered pharmacy, the homecare service provider will then dispense the medicine
against the order (with it effectively being a private prescription) for supply to the named patient in
their own home. When dispensing an FP10 HP prescription the registered pharmacy will also hold an
NHS contract for Community Pharmacy Services.

Value, growth and key characteristics of the homecare medicines market

3.27

3.28

3.29

The total value of the NHS homecare medicines market comprises of the value of the medicines plus
the value of the associated services.

Unlike the medicines dispensed in primary care, and those supplied by hospital pharmacies in NHS
trusts, where information is captured through ePACT and for the most part through hospital pharmacy
systems and Pharmex, there is no complete national measure of the homecare medicines market. This
is because all the relevant information is not captured through these established systems.

However the NCHA informed the review panel that the UK market, measured by product value, is
currently worth £1 billion. The review panel has taken this figure as being one for the whole of the
UK and assesses the NHS in England element of this to be worth £800 million if not more.® This figure
chimes with CMU projections that it makes using Pharmex.

6 Scotland 10%, Northern Ireland 5% and Wales 5%
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3.30 Without a complete national picture of the market it is difficult to accurately explain the rate of

3.31

3.32

3.33

3.34

growth in homecare medicine supply.

CMU submitted the following Pharmex analysis to the review panel.

Purchase Year Homecare Non-homecare | Homecare | Non-homecare | Overall
Spend (£m) Spend (£m) growth (%) | growth (%) growth (%)

2007 £176 £1,788

2008 £249 £2,072 42% 16% 18%

2009 £336 £2,308 35% 1% 14%

2010 £421 £2,395 26% 4% 7%

A pharmex based Trust report separately provided the following picture.

Homecare spend ex VAT for one hospital
trust in England by month for the period
01/03/07 - 28/02/11
£3,500,000
£3,000,000
£2,500,000 A
£2,000,000
£1,500,000 A A
=== Total
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Pharmex reports for homecare medicine reflect a variety of dynamics in capturing spend; for example
hospital pharmacists have been active in increasing the capture of homecare medicine through their
systems, and NHS Trusts have transferred business to homecare supply and new treatments will have
been initiated though this route.

Recognising these points the agreed conclusion is that the homecare medicine market is growing
rapidly

Homecare Medicines — Towards a Vision for the Future | 35





Background

3.35

3.36

VAT

3.37

3.38

3.39

3.40

3.41

This growth can be associated with three characteristics in the market

e NHS trusts continuing to implement EL95/5.

e Homecare medicines do not incur VAT and this makes some expensive medicines, suitable for
homecare supply, more affordable for the NHS.

e The availability of manufacturer derived schemes offers the NHS homecare medicine supply ‘on

’

tap’.

Whilst there is almost total recognition that the priority when redesigning services to patients should
be to improve quality of care, in the way that EL95/5 recognised, the following can be factored in to
provide a more detailed understanding of why this growth is occurring:

VAT is payable on medicines purchased in secondary care by NHS trusts at the standard rate of
20%.

HMRC have for a long time produced guidance on VAT and medicines supply. This is used locally
by local VAT offices. HMRC are in the process of updating a range of guidance. Whilst it is not
anticipated any fundamental change to how VAT is applied to medicines supply, there should be
greater clarity to reflect a modern approach to pharmacy practice.

Homecare medicines delivery and services do not attract VAT.
By not having to pay VAT on the medicines supplied through the homecare route they become more
affordable to the NHS. This feature is of greater significance the higher the price of the medicine, or

the total spend on the medicine.

The review panel identified the VAT’ factor as contributing towards the growth in the homecare
medicines delivery and services market.

Manufacturers derived homecare schemes (determined and managed by the product provider
and the homecare supplier).

3.42

3.43

3.44

Within PPRS the manufacturers and suppliers of branded medicine are free to place their products
onto the UK market at prices they determine.

These prices include the costs of distribution and leave the manufacturers free to determine how they
will distribute their medicines.

Against this background manufacturers have introduced direct to pharmacy schemes. These schemes
involve manufacturers contracting with distributors and wholesalers as agents, to distribute their
medicines to the points of pharmacy purchase. Manufacturers’ homecare medicines schemes can be
considered an extension to these arrangements, to incorporate dispensing, supply, and sometimes
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the provision of equipment, diagnostic services and clinical services to patients in their own homes,
within the price the NHS pays for the medicines.

3.45 As a result of the combination of NHS contracts for homecare medicines supply operating alongside
the manufacturers’ schemes, the homecare medicines market displays a dichotomy.

Key characteristics

Manufacturer

Wholesaler,
distributor or DtP

Rx
Inc

Home care provider
FP10HP :

Manufacturers contracts

. with homecare providers
NHS contracts with ‘direct to patients”
homecare providers l

v

Patients ' Patients ’ Patients ’

A dichotomus market: hospital contracts operating alongside manufacurers’ schemes: ‘direct to patient’

3.46 The implications of this for the NHS are summarised below.

Manufacturer No — determined | No — is included | Product prices and Price competition
schemes by manufacturer | in price of services cannot be between branded
product unbundled products is limited and
the NHS cannot drive

for improvements value
for money and quality

— through competition
between service providers

NHS initiated Yes — chosen by | Yes — is separate | Prices for product The NHS has scope to
homecare NHS and fees can be chose its service providers
medicine service separated for invoice | based on cost and quality
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NHS contracting for homecare medicine

3.47

3.48

3.49

3.50

3.51

3.52

3.53

3.54

3.55

3.56

Homecare medicine delivery and services is expanding the ways that the NHS treats and cares for its
patients. The NHS currently operates varying models of contracting.

CMU have initiated and adopted the appropriate contracting models to accommodate nationally and
regionally commissioned services. In particular focusing on new national frameworks commencing in
2012, to support the HPN, Enzyme Replacement Therapy and Pulmonary Hypertension markets. These
frameworks will enable the networks to begin to adopt a common specification and collaboration to
ensure value for money, and compliance with current procurement legislation.

NHS trusts have undertaken a limited amount of tendering for homecare medicines. With an estimated
£1billion market, this activity should be being managed within each trust to ensure compliance with
local Standing Financial Instruction and compliance with the Official Journal of the European Union
(OJEU).

Homecare medicines delivery and services is currently bound and limited to the opportunities open
due to a model which has built over time and detailed in the table 3.36.

The medicines which fall into manufacturer schemes are few, however the costs are high.

Whilst the perceived burden is taken away from the NHS, the transparency of product and service is
not clear as the two elements i.e. product and service are not separated.

The NHS has either no, or limited choice, of homecare provider to deliver their products to their
patients, and limited knowledge of whether it is obtaining value for money.

The NHS to date has no influence over these arrangements, and the process is managed and facilitated
between the manufacturer and the homecare provider.

In managing and supporting its development the NHS has to manage homecare medicine
arrangements that it has initiated itself, alongside the ‘fixed offers’ that the manufacturers offer
within their schemes.

In the case of the former, the NHS will award a contract for the medicine and then separately tender
for the provision of a homecare medicine.
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Therapies and conditions associated with homecare medicines

3.57 The following are associated:
e Antibiotics-IV
e Chemotherapy — oral and IV
e Cystic fibrosis
e Dermatology
e Erythropoietin-stimulating agents (ESASs)
e Fertility —assisted conception
e Growth hormone
e HAART (HIV)
e Haemophilia
e Hepatitis B
e Hepatitis C
e Immunoglobulin
e Long-term conditions management, e.g. chronic obstructive pulmonary disease (COPD)
e Multiple sclerosis
e Parenteral nutrition
e Parkinson’s disease
e Post transplant — immunosuppressants
e Pulmonary arterial hypertension
e Renal replacement therapy (chronic)
e Rheumatoid arthritis
e Schizophrenia
e Thalassaemia

Appendix D details hospital Pharmex usage*.
Appendix E details other contracting models in operation within the NHS.

Appendix F provides evidence of value by product molecule*.

*Appendix D and F are not included as they contain commercially sensitive information.
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Market issues

4.1 One supplier enjoys the ‘lions’ share of the business measured by product value. Appendix G
explains the characteristics associated with such dominance. Appendix H provides a Pharmex based
analysis*.

4.2 Associated with this, risks are high for certain providers. Product manufacturers and suppliers will not
extend credit to all homecare providers, illustrated case study in Appendix I.

4.3  Cash flow remains a core focus for this market due to the varying rebate systems operating, and
how these are extended to the homecare providers. NHS income may be secure; risks arise because
of the sheer value of the products involved. The value and cash flow responsibility for the homecare
providers is high.

4.4  With the current homecare model providers are bound to pay list price, upon proof of delivery,
reimbursement at the contract price is then made.

4.5  Risks are high should a manufacturer and product supplier cease trading with a homecare provider.
This immediately impacts on the treatment and care of the patients. The choice of homecare provider
becomes limited and the NHS is then forced to source alternative homecare arrangements. This can
involve:

e Transfer of patient details to new provider.
e Ability of the new provider to absorb an increased workload at short notice.
e Repatriation of patients into the NHS.

4.6  'Risks are generated where providers do not have sufficient information on which to base tender
responses, e.g. where service users have not provided sufficient detail to inform the tender

specifications.” NCHA 18 April 2011.

4.7  'Providers are often expected to take risk and liability from issues beyond their reasonable control for
example patient omissions or communication failures.” NCHA 18 April 2011.

4.8  NHS trusts can be slow in settling their bills.

4.9 A manufacturer associated homecare medicine supply with parallel exportation of branded medicines
and a service provider also implied this was happening. For the medicines within the NHS (England,
secondary care) this practice is rejected, (Dr Keith Ridge letter to the NHS Chief Pharmacists February
2010). If parallel trading is underpinning a homecare medicines business model it implies an
unquantified risk.

4.10 Appendix J provides a copy of Dr Ridge’s letter

*Appendix H is not included as it contains commercially sensitive information.

Homecare Medicines — Towards a Vision for the Future | 43





The Challenges facing Homecare Medicines

412

The NHS does not manage its homecare business in a consistent way — it is not an easy customer
to do business with because of its fragmented nature, failure to use modern technology and the
inadequacy of its systems.

There is a lack of standard contract documentation.

Conclusions

413

414

415

4.16

4.17

418

419

A rapidly expanding market with high concentrations of business in certain sectors with new entrants
and certain sectors demonstrating high/low market concentrations.

Cash flow for certain homecare medicine providers is unstable, given the arrangements between
homecare providers, manufacturers and the NHS around payments.

A perception of unreasonable risk transfer to the homecare providers from commissioners or acute
providers.

Clunky arrangements to administer homecare medicine supply which are costly, labour intensive and
not efficient or effective in some cases.

Relatively weak contractual, governance and operational control mechanisms.

Procurement mechanisms need transparency, co-ordination and sensible commercial
arrangements.

Need to see homecare services as part of local health system strategy

Governance

4.20

4.21

The review was asked to provide recommendations on what constitutes best practice with respect to
the procurement of homecare medicines delivery services including:

e Financial governance

e Clinical governance

e QOperational efficiency

Good governance is delivered through:
e Leadership

e Management

e Relationships

e Systems

® Process
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4.22 When these are all properly in place operational performance should follow. The implication of
this is that governance and operational performance cannot be separated. This is reflected in the
recommendations.

Financial governance

4.23 The procurement of homecare medicines in trusts across the UK may not be fully compliant with
local trust Standing Financial Orders and Instructions, and EU procurement law. The typical scenario
in some trusts is that homecare is set up for a small number of patients initially, undertaken on an
informal ad hoc basis and often within one clinical speciality. Patient numbers then grow (sometimes
to the point of multi-million pound turnover) without a formal tender and without appropriate
governance arrangements, or performance management of the homecare supplier in place. Even if
the homecare service is subsequently tendered, there may not be proper trust-wide collaboration,
with different homecare providers being used across different therapy areas.

4.24 In 2005, in absence of national visibility of the homecare medicines market, David Nicholson wrote
to NHS Chief Executives, Finance Directors and Chief Pharmacists setting out DH objectives to
access homecare data to support PPRS (Appendix K). Whilst at the same time DH consultants
and CMU engaged with the NHS Trusts and PCT to collect the information in a systemised way. The
resulting dialogue, with both finance officers and pharmacists, provided considerable insight into
the local management of homecare medicine supply. Some of the key findings from this exercise are
summarised below.

CMU and DH conclusions from trawl to collect homecare medicine
supply data from the NHS following David Nicholson letter in 2005

4.24.1 There were issues relating to products and purchasing methods

Topic Issue Implication
Product Branded and generics are sometimes mixed | Spend cannot be separated for
by the supplier before delivery and a single | branded products as no breakdown
charge is made regardless of mix is given and varies from patient to
patient
Trusts/PCTs purchase the same drug from Difficult to get true cost of drug for
multiple suppliers but record this as one analysis
bundled total for the value for the drug
Purchasing Service charges are not separated from Cannot get true drug cost for
drug charges in invoices analyses
Trust/PCTs have a complex discount and Complex payment system and
rebate process with suppliers/smanufacturers | uncertainty over true price paid
Other common | Difficult to Identifying relevant contact/ Insufficient resource
issues communications between departments
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4.24.2 There were limitations extracting data from finance and pharmacy systems

Topic

Issue

Implication

Hospital finance
systems

Difficult to access data outside of
current financial year as system
closes it off

Full dataset missing for year-on-year
analysis

System only records calendar or
usually financial year totals

Cannot break spend down into periods
for more detailed analysis

Hospital
Pharmacy
Systems

System stores generic names only
and does not differentiate between
branded and generics

Spend for branded products cannot be
identified

Some Pharmex submissions by
Trusts/PCTs can be inconsistent or
drug names misleading

Analysis of data in national system may
be inaccurate and incomplete

financial flows

4.24.3 Complications arose from PCT - trust relationship with inconsistent reports of work and

Topic Issue Implication
PCT-Trust Drugs are commissioned by trusts No clear responsibility for data
Relationship but paid for by PCTs collection leading to double counting

or overlooked spend

A tertiary trust may request invoices
are sent to a number of PCTs for
homecare services

Potential to miss spend as the trust
cannot identify all the PCTs invoices and
individual PCTs may not record this

spend data

4.24.4 The exercise identified some key issues faced by trusts and PCTs when storing and collecting

Topic

Issue

Implication

Current trust
data storage and
collection methods

Volume data not recorded as not
entered into system

Extracting price data requires manual
data input from paper/PDF invoices

Invoices are not stored in an active
database only as paper invoices or
PDF format provided by their data
base

Manual data input required increasing
timescale for retracting data.
Increased likelihood of missing invoices

No standardisation as departments
in the same trust collect data
independently using different
systems and often collecting

different types of data

Some spend may be missed where it
spans different departments

Complete picture may be missing from
trust/PCT if different data submitted by
departments
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The problems with data flow can be summarised

National systems Trusts Finance often
cannot provide
Pharmacy 5 Finance receives compre,;ensive
places orders orders and charges  spend data by
to PCT roduct
‘m Clinical department T P
places orders
Inconsistency in data between
trusts, departments and PCTS N
( PCT’s
PCT
Data?
j places orders If PCT places orders.
Data does not enter
K Pharmex or PCA /
( Physicians \

4.25 The fact that significant levels of homecare medicine supply data (30%) was not available through
trust pharmacy systems, suggested its management was not being subject to medicines management
practices, under the control of the Chief Pharmacists — (definition of Medicines Management:
Medicines management in hospitals encompasses the entire way that medicines are selected, procured,
delivered, prescribed, administered and reviewed to optimise the contribution that medicines make
to producing Informed and desired outcomes of patient care. Source Audit Commission) and the
usual financial controls associated with medicine procurement and supply.

4.26 Since 2005 hospital pharmacists have orchestrated their efforts to process ordering through their
systems. However the review panel detected no evidence that suggested the initial assessment
formed in 2005 had changed — and indeed the overall impression was reinforced.

4.27 Based on the recognition that there were ‘centres of excellence’ within the NHS, the steering group
invited the Procurement Pharmacist and the Director of Financial Management of The Leeds Teaching
Hospitals NHS Trust to explain how they managed homecare medicines, and to relate this to overall
performance.

4.28 The Procurement Pharmacist explained that his Chief Pharmacist is responsible for all aspects of medicines
management for the Trust, including homecare medicines management. The Procurement Pharmacist,
Chief Pharmacist, and other pharmacy staff meet with the Director of Financial Management and other
finance staff on a bimonthly basis to discuss medicines finance issues, including homecare.
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The Leeds Model: Financial governance

requirements
for
prescription-
order-invoice-
delivery proof

homecare medicines, and invoices
are being sent directly to the
commissioning organisation (e.g. PCT)

Best practice requires an order to
be raised on the pharmacy IT system
following receipt of a homecare
prescription.

Once an invoice and a delivery proof
is received by the Trust’s pharmacy
department prescription/order/invoice
and delivery proof should be checked
against each other, then cleared for
payment if correct

Activity Perceived National Problem Leeds Approach

Procurement | Procurement of homecare medicines | All Trust homecare medicine related activity
delivery service in Trusts may not be | complies with local Standing Financial Orders and
compliant with local Trust Standing Instructions and EU procurement law
Financial Orders and Instructions and
EU procurement law

Audit Some Acute Trusts are prescribing The Trust is managing the clinical care of the

patient and therefore provides the homecare
medicines prescription.

The Trust therefore receives and pays the invoice
from the homecare supplier

The trust operates this model of best practice for
all homecare medicine management activity that
it is associated with (see also the section below
on “reporting and monitoring medicines spend)

Reporting and
monitoring
medicines
spend

The reporting of spend on homecare
medicines is variable across Trusts

There is variable coordination
between pharmacy and finance
departments in Trusts, strategically
and operationally on homecare
medicines delivery and services

Trusts have variable pharmacy
management of homecare medicines
delivery and services based on the
orders and invoices being managed
on a pharmacy IT system

Some Trusts may not be using
homecare services due to the
administrative burden associated with
them for the provider Trust, when the
financial benefits appear to be solely
for the commissioning Trust

There may be variable reference

in tender documents and service
specifications to the homecare
supplier’s duties to provide data and
management information (including
financial information) to the Trust

Homecare medicines delivery and services spend
is reported regularly within the Trust, alongside
current reporting mechanisms for identifying and
managing medicines spend

There is strategic and operational liaison on a
regular basis between pharmacy and finance
departments on homecare medicines delivery and
services

The Trust pharmacy IT system is used to manage all
Trust homecare medicines except Clotting Factors

The Trust has entered into discussions with its
commissioners to identify the projected savings
associated with moving to homecare supply on
excluded from tariff medicines, with the aim
of proposing a share of the overall savings,
which in part would meet the Trust’s pharmacy
administrative needs.

The Trust ensures that tender documents and
service specifications include references to the
homecare supplier’s duties to provide data and
management information (including financial
information) to the Trust. The Trust ensures that
the NHMC guidance documents are used during
their tender activity.
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Clinical governance

4.29 All Chief Pharmacists not capturing all homecare medicine supply within their trust role of medicines
management.

4.30 The NHS may find itself funding its own clinical services, to support homecare medicine supply,
even when these are available within the NHS price for a medicine as part of manufacturer derived
scheme. This reflects as disparity of confidence (NHS service verses external provider service).

4.31 A homecare medicine patient may receive homecare medicine supply from one provider for one
therapy and from another provider for another therapy.

4.32 Clinical support for homecare medicine supply is not associated with the same specialism found in
acute in patients. That is Acute Trust renal nurses and Acute Trust oncology nurses and the associate
knowledge and experience this brings verses a perception that a homecare provider nurse might have
to deal with both oncology and renal products.

4.33 Alongside recognition of the role of the Care Quality Commission, no clear understanding was given
as to how this role was fulfilled, or standards met, with regard to homecare medicine supply.

4.34 A shared understanding of clinical issues relating to homecare medicine supply across acute trust
nurse specialist, but no clear recognition and agreement as to how clinical standards were met either
for individual trusts or across therapies.

4.35 A requirement for service providers to recognise NHS values with regard to the care of patients.

4.36 A problem of homecare service providers recruiting clinical staff.

4.37 Consultants delegating clinical decisions and management without a sufficient understanding of
what was involved in homecare medicines supply.

4.38 A mixture of standards applying to homecare medicine supply — clinical and pharmaceutical — with
no distinct visibility as to how these were being met from an NHS perspective.

4.39 The management of homecare medicine supply can be fragmented within a trust leading to both
poor financial and clinical governance.
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The Leeds Model: Clinical governance

Activity Perceived National Problem Leeds Approach
There is variation in applying the The Trust applies the same clinical
same clinical governance frameworks | governance frameworks to homecare
to homecare medicines that are medicines delivery and services that it
applied to medicines used within applies to medicines used within the
Trusts. In some trusts this may be left | Trust
to the individual clinical directorates
with no pharmacy involvement.
Policies and procedures that are in The Trust’s policies and procedures
place for use within the Trusts may that are relevant to the care of
not be being applied to homecare homecare patients are applied by
medicines when contracted out the Trust to its homecare medicines
providers
Incident reporting and complaints The Trust seeks to ensure that incident
procedures that are in place and used | reporting and complaints procedures
within Trusts are not consistently are in place for homecare medicines
used for homecare medicines delivery | providers
and services
Clinical There is variable_ quality assurance of | The '_I'r_ust ensures its homec_are
governance homecare suppliers medicines providers are audited for

quality assurance purposes, with audit
reports and ongoing actions fed back
to the Trust

There is variable quality assurance
of unlicensed medicines homecare
suppliers are supplying to the NHS
(e.g. compounded intravenous
nutrition, compounded intravenous
antibiotics)

There are plans in place to ensure that
all unlicensed medicines supplied as
part of a homecare medicines delivery
and services are assessed for quality
assurance purposes as part of future
tender processes

There is variable risk assessment of
proposed/new homecare medicines
schemes undertaken by Trusts, to
help identify potential governance
issues

The Trust undertakes assessments

of proposed and new homecare
medicines schemes to identify and
manage potential governance issues

There may be variable reference
to clinical governance in tender
documents and specifications

The Trust ensures that tender
documents and specifications for
homecare medicines contain reference
to clinical governance

4.40 Leeds' operational performance can be seen to flow from its governance arrangements through to
the allocation of resource, implementation of process and the use of its pharmacy system (integrated
into finance and commissioning) as best as it is able within the limitation of the system.
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The Leeds Model: Operational efficiency

Activity Perceived National Problem Leeds Approach
Trusts’ Clinical Directorates may The Trust’s Chief Pharmacist (Clinical
be managing and operating Director for Medicines Management
homecare medicines independently & Pharmacy) is responsible for the
of Medicines Management and management of homecare medicines
Pharmacy delivery and services.
In Trusts where individual Clinical The Trust achieves operational
Directorates are responsible for efficiency through the centralised
the management of homecare management of homecare medicines
medicines delivery and services, the | administration by Medicines
administration of the homecare Management & Pharmacy

. services are likely to be less efficient
Operational than a centralised service delivered by
efficiency Medicines Management & Pharmacy

The Trust has plans to develop
the use of electronic prescribing
for homecare medicines in its
e-prescribing programme.

There is minimal use of electronic
prescribing for homecare medicines

There appears to be minimal use of
electronic ordering and invoicing for
homecare medicines

The Trust has plans to develop

the use of electronic ordering and
invoicing for homecare medicines to
bring it in line with the electronic
procurement of the majority of
medicines

4.41 The Leeds case study demonstrates that proper management of homecare medicines involves
investment in systems and processes. Appendix L presents Leeds model of Medicines Management

4.42 In an NHS study it was calculated that £50 per homecare patient per annum was required to fund the
pharmacy administration of homecare medicines services.

4.43 Appendix M explains the rationale and methodology used. It is possible that in a large trust that
administration costs per patient would be lower and in a small trust higher because of economies of
scale.

4.44 Homecare medicine supply involves product and service costs. Hospital pharmacy systems (particularly
JAC and Ascribe) are not able to process the two elements side by side. And so whilst the systems
are not perfect expertise, ingenuity and effort is required to make the best use of them so their use
to manage homecare is not necessarily easy.

4.45 The NHS has undertaken its own survey of the use of hospital pharmacy systems to manage
homecare.
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4.46

4.47

4.48

4.49

4.50

4.51

4.52

4.53

Both JAC and Ascribe have announced that they will introduce developments to enable pharmacy
departments to manage homecare medicine properly.

The homecare providers believe that such development should be undertaken in association with
themselves as well as the NHS.

The NHS users of particular pharmacy systems have to work with the system providers to agree
prioritisation. Different trusts use different versions of the same system. The system providers offer
some developments as enhancements to all users within their service contracts (depending on the
version operated). For other developments the trust has to purchase the development.

Trusts do not use the same product descriptions.
Pharmacy/finance interfaces are variable e.g. poor levels of electronic invoicing.

Electronic ordering is not used for homecare medicine (as is the case with normal medicine
procurement).

While to some degree the ability of the systems to manage homecare medicine supply already exist,
and the systems are seeking to enable this to be done properly; it is difficult to envisage rapid NHS
implementation without some coordinated support.

The NHS does not manage homecare medicine, and capture associated information in a systemised
way and as a result, it cannot provide the DH with national visibility of homecare medicines for PPRS
purposes (in contrast to the community market that it measures through e-PACT and the hospital
market measured through Pharmex).

Governance and operational performance - conclusions

4.54

4.55

4.56

4.57

Chief Pharmacists are not always involved in homecare medicine and without this engagement acute
trusts cannot maintain and improve control in this key medicines management area.

Internal acute sector governance processes, in many cases, lack rigour, transparency, clinical control
and engagement. Major improvements are needed to ensure that these are met, together with cost
effectiveness of homecare medicine delivery and monitoring.

High transaction costs in operating homecare medicines given the weak use of IT and involving
processes between hospital pharmacy, finance departments and PCT's.

There is a lack of accreditation system for homecare medicines service suppliers, which set minimum
standards which the NHS should expect from a competent supplier to act in patient’s best interests.
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4.58 The lack of mechanisms to track homecare medicines could impact on the NHS seeing full value for
money from the Department of Health's Pharmaceutical Price Regulation Scheme.

4.59 The role of Medical and Nursing Directors and Trust Chief Pharmacists needs to be strengthened in
hospitals and across commissioners, to operate better homecare medicines.

4.60 The current mechanisms for ordering homecare medicines needs greater control, i.e. via designated
pharmacists and pharmacies, but the role of the Chief Pharmacist in trusts needs change to move to
services not just product supply with greater involvement of Trust Medical and Nursing Directors.

4.61 The current arrangements for homecare providers to work to the acute hospital customer are weak,
and governance systems are not aligned and integrated into a single system.

Collaboration across organisations

4.62 Current procurement of branded and generic medicines within secondary care involves collaboration
between Trusts, an approach that has worked well and delivered benefits over a number of years. A
similar coherency is not reflected in any NHS recognised strategy for the procurement of homecare
medicine. This can be associated with a lack of market structure associated with this route of

supply.

4.63 Opportunities for collaborative procurement within homecare medicines have been previously
highlighted in Chapter 3.

4.64 The relationships between commissioners and providers is critical. They are also variable. They range
from being near perfect partnerships at one end of the spectrum, to antagonistic at the other.

4.65 Non-tariff Payment by Result medicines represent 60% of acute hospital medicine spend. There is an
overlap of individual high cost non-tariff medicines and homecare medicine supply. Homecare supply
is itself non-tariff.

4.66 A common theme within the NHS is that ‘NHS trusts (providers) can invest all the effort in securing
best value for non tariff PbR medicines with all the benefit going to commissioners’. This view
encompasses homecare medicine supply. Some regions have addressed this issue with thorough
agreements in place between the commissioner and the providers to incentivise the providers to
secure best value based on reward for effort.

4.67 Opportunitiesincrease where there is alignment between commissioning, implementation of homecare
supply and review of clinical practice for example a switch from intravenous to oral medication.

4.68 South Central provides a case study of how this can be managed.
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NHS South Central Framework for the Management of High Cost Drugs excluded from
the PbR tariff including homecare medicine supply

Until recently, commissioners and providers have been left to develop local agreements for the use
and funding of such medicines and their associated supply in addition to the tariff. The high cost
drugs exclusion list only describes how the medicines should be reimbursed; it does not describe how
the use of that medicine will or should be commissioned. These decisions are usually made at Local
Prescribing Committees at which both providers and commissioners are represented.

In 2009, Chief Pharmacists and PCT Heads of Medicines Management agreed to a set of principles
relating to PbR excluded drugs but progress in releasing savings has not been universal. This arose in
part because whilst the providers had to make all the effort to generate benefits the benefits accrued
to the providers.

Recognising this issue South Central Chief Executives acknowledged the issues concerned with PbR
excluded drug costs and asked that the Medicines Use and Procurement QIPP devise a framework
to support primary and secondary care Trusts working in collaboration to address the area and
realise the efficiencies. High cost homecare delivery medicines were scoped for inclusion as were the
homecare medicines services them selves.

As a result of interactive and collaborative working between themselves the commissioners and
providers across the geography have agreed a list of criteria for scoping an approach and have
agreed incentive payments options through which the efforts required by providers to generate
benefits and set up appropriate management and control systems are recognised and rewarded.

By all parties agreeing this approach south central has now mobilised a programme that combines
both a clinical review of cost effective prescribing with the ability to deliver homecare medicine
supply through established framework agreements for these services.

Clare Howard
Pharmaceutical Adviser
NHS South Central
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Conclusions - collaboration across organisations

4.69 The collaborative approach for homecare medicines delivery and services needs better NHS Trust and
commissioning alignment to improve patient services.

4.70 Engagement of all varying stakeholders including clinicians and patients to ensure compliance,
commitment and uptake of the service.

4.71 Need to ensure the reduction of unnecessary administrative burdens associated with homecare.
4.72 Incentivisation of homecare providers to:

e Reduce transaction costs

e Improve cost of whole healthcare system

e Management of homecare demand
e |Improve patient services

4.73 This incentivisation, to achieve the stated aims, will only occur if the NHS engages with the homecare
providers to positively redesign patient care, through the opportunities that homecare medicine
offers, through collaborative working relationships.

4.74 National or regional collaboration needs to incentivise NHS providers and commissioners, to collaborate
to maximise opportunities and benefits.
Patient safety

475 Concerns around the safe and effective use of medicines in the acute sector are well documented,
along with the risks associated with administration error and the impact of missed doses.

4.76 There is no similar and readily available assessment of the problems in homecare medicine in the UK,
and the NHS does not have a strategy in place to address them. This contrasts with the medicines
management agenda within the acute sector.

Patient involvement

4.77 There are limited examples in England of where patients play a part in monitoring the service provided

by homecare medicines service providers, alongside Trust Pharmacists, Trust Medical Directors and
Directors of Nursing, to secure and improve homecare medicines service performance.
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Patient involvement - conclusions

4.78 Patient centred solutions could be improved around delivery, storage, conformance to medicines and
quality monitoring of the service.

4.79 Levels of wastage of homecare administered therapies could be reduced.

4.80 There are problems with current patient equity and access to homecare medicines delivery and
services for patients.
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Chapter 5

5.1  Patients do not hold back in expressing the benefits they experience from homecare medicine. At
the same time, homecare medicine is enabling NHS clinicians and managers to redesign patient care
pathways in ways that are providing the NHS with opportunities to increase the value for money that
it provides taxpayers with, in line with Government policies.

5.2 However, to maximise these opportunities to the full — for both patients and taxpayers - all parties
involved in homecare medicine — patients, clinicians, managers and providers - will have to contribute
towards its strategic development.

5.3 These individual contributions in themselves will not deliver the future vision for homecare medicine.
Rather each must be seen as contributing synergistically towards a comprehensive strategy with all
the parties’ involved making equal contribution.

5.4 More stability for new and existing homecare providers by collaborative purchasing.

5.5  Stable contractual frameworks which are of sufficient duration to secure best value for patients and
taxpayers.

5.6 Homecare suppliers should be prepared to take proportionate risks to invest in new technology,
service levels and cost efficacy.

5.7  Need to consider separating homecare services and supplies of medicines.
5.8 Integrated governance with NHS provider as the customer.

5.9 Homecare providers and NHS should have a set of industry standards which cover major areas of
governance, operational control and approaches.

5.10 Kite mark or similar accreditation for individual homecare providers to enter into NHS contacts
Appendix N provides some thoughts on this approach.

5.11 In addition to a kite mark or similar accreditation for NHS purposes, the same approach for individual
pharmaceutical manufacturers’ schemes should be applied. This would give NHS staff an assurance
that the agreement between the manufacturer and the homecare provider was a fair and balanced
view point. It would also give homecare providers the assurance that individual Trusts wouldn’t make
wholesale changes to the content. The mechanism to achieve this would be engagement with NHS
and industry groups.
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Developing Acute Providers
Strengthening the role of key Trust staff

5.12 The evidence received by the review raised a number of issues around the need to clarify and
strengthen the roles of key trust staff as outlined in chapter 4.

5.13 The supply of homecare medicines through arrangements with homecare suppliers remains the
responsibility of the Trust Chief Pharmacist. In considering this, and the supply of assisted healthcare
services, itis clear that at trust level there is a need for a responsible authorised officer to be designated
to undertake the oversight and accountability of homecare medicines, commissioned by the trust as
the 'authorised body’ requesting homecare. Given the statutory and regulatory accountability of trust
Chief Pharmacists for the supply, prescribing and management of medicines, it is felt appropriate that
they should be the ‘authorised officer’ with the ‘authorised body’ to take responsibility for all aspects
of homecare medicines. This will require assessment of their role, and the necessary training and
development to be put in place.

5.14 The role of this authorised officer will be to:

e Set a strategy for homecare medicines within the Trust working with commissioners, to maximise
the value to patients and the health system. This strategy should consider the types of clinical
services which are relevant and appropriate to homecare; the type of service which will be
required and the arrangements need to secure effective homecare provision. One can envisage
this setting out a broad strategic direction of what will be delivered, when it will occur and how
it will be secured over a minimum 5-year period. This will need to be based on close collaboration
working with patient groups, commissioners, hospital clinicians, nurses and professions aligned to
medicines and the executive level responsible for governance. This strategy should be signed off
with CEOs and Commissioning CEOs after discussion with local drug and therapeutics committees,
which bring Hospital Doctors and GPs together with Chief Pharmacists.

e With the overarching strategy the Trust Chief Pharmacist should prepare an annual programme
for homecare medicines delivery and services, which will cover new and existing services and how
these are to be maintained, changed or improved. These need to be consulted on with drugs and
therapeutics committees, and approved by Trust and Commissioner CEOs.

e The role of the Nurse and Medical Directors needs to be more explicitly identified, for them to
work with trust Chief Pharmacists on the identification of patient cohorts, the most appropriate
pathway for homecare medicines, and the specific governance mechanisms required to give
assurance and maintain high quality care to patients.

e The delivery of effective information and financial systems to ensure the timely, accurate and

reliable processing of homecare medicines supply, prescribing, patient tracking and monitoring
mechanisms using the current pharmacy system.
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5.15

5.16

5.17

e The responsibility for certain patient feeds should transfer to planning management such as
HPN.

e Ensuring there are clear responsibilities set for General Practitioners, patients, Trust Clinicians and
Pharmacists for the care pathway.

Ensure governance arrangements in relation to patient safety state aspects of care for which the
following are responsible

e Hospital

e Homecare Company

o GP

¢ Health professionals

e Patient

e Availability of backup advice and support

It should explain:

e How will the treatment plan be communicated to the patient, homecare company, GP other
healthcare providers.

e How will the initial prescription and repeat prescriptions be produced, and who will check this
prescription in the Trust before communicating to the home healthcare company.

e What level of clinical checking of the prescription and patient will the home healthcare company
undertake.

e How will the clinical and laboratory monitoring be undertaken.

e \What are the arrangements for patient safety incident reporting, performance monitoring and
outcome monitoring?

All these reports should be shared with the Trust and then the NRLS.
The Trust should have a formal way of reviewing these reports and taking necessary action.
The home healthcare company should also provide to the Trust electronic copies of medicines

policies, control of infection policies, and other policies impacting on patient safety and clinical
effectiveness.

Improving collaboration between organisations locally

5.18

There needs to be a clearer understanding of which homecare medicines are procured at a national or
regional level, to maximise value for money and ensure safe, effective and responsive services. There
will need to be work undertaken to specify these levels of procurement, involving NHS and CMU
colleagues consulting with industry.
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5.19

5.20

Once the appropriate level of procurement has been defined, there needs to be developed a national
NHS framework agreement for homecare medicines delivery and services, with clear common
specifications which can be tailored for local use.

In developing a national NHS framework agreement, it is envisaged that these will cover standard
NHS terms and conditions required of homecare organisations and the NHS. Ensure a minimum set of
standards which homecare providers will meet, in order to provide homecare medicines to the NHS.

5.21 At a national or regional level, there will be a need for commissioner and provider to agree a simple
formula on how savings from procuring homecare medicines can be shared appropriately, with lists
covered by the provider. There are examples already of best practice in county.

5.22 Appendix O* provides a starting point for accessing commercial opportunities within the homecare
medicines market. Local collaborative procurement organisations should use this information and
the recommendations within this report to scope and target commercial opportunities as a matter of
extreme urgency, as part of their QIPP programme.

Supplier risk

5.23 Providers should ensure precautions are taken to manage commercial performance and risk, by
familiarising itself with publicly available information relating to homecare providers trading positions.

5.24 CMU to support NHS assessment of the publicly available information through links on their website

5.25 CMU to develop the required expertise to objectively assess and advise the NHS on the use of this
information.

5.26 Manufacturers to work with CMU and the NHS to establish an appropriate cash flow model

o Contract price is charged at the start of any contract
o Explore consignment stocking

Better incentives for everyone

5.27

5.28

Fundamentally, there is a need to ensure a modern commercial partnering arrangement existing
between the ‘authorised body’, i.e. the NHS Trust, and the homecare organisation to continue to
allow services to constantly improve.

The types of incentives fall into a number of areas:

e Reducing demand or growth for homecare medicines delivery and services

* Integrating homecare medicines into a chronic or stable condition service

e Increasing the involvement of patients in setting and operating homecare medicines.

*Appendix O is not included as it contains commercially sensitive information.
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5.29 The industry supplier and the trust should commit to a level of patient demand over the contract
period, plus commitment based contracting. This provides an incentive to the homecare provider, to
manage more effectively their cost base, and plan well ahead. In return, the Trust should expect the
homecare provider to regularly review patients with the hospital team, to establish which patients
can leave the programme, and receive care that is different based on their clinical condition, or in an
alternative setting e.g. community pharmacy. The homecare provider and the trust can then agree
whether the programme then uses costs to be released to recruit more patients, to replace those
leaving, or savings are shared.

5.30 NHS trusts and homecare providers should be encouraged to develop more synergy to deliver
homecare models, which could see NHS staff seconded doing the work on a further part-time basis,
to enable the integration of care services more seamlessly with the NHS Trust and the homecare
provider, and reduce costs for either party. There will be further synergies if the service is considered
against the wider roles undertaken across the health system.

5.31 Going forward, the technological know-how is already available, or potentially available, to develop
more effective ways in which patients can:

e Confirm the delivery of their homecare.

e Express whether they are receiving it to the level expected and their satisfaction with this

e Use systems to communicate comments and observations on their management or systems;
complete patient based outcomes or process reports and report patient incidents.

5.32 The Trusts and homecare supplier, in agreeing contracts, need to ensure the service delivers this
technology, to improve the service to the patient in the modern age, and enable the NHS and
homecare providers to reduce their transaction costs. Should homecare provider culture to innovate
above a certain industry standard level, then they should be incentivised formally to do so if this
releases resources across the NHS Trust or pathway, which can be secured.

5.33 Patients also need to be engaged much earlier in the design of homecare services. Commissioners
and providers, in setting strategies for homecare in the context of their desired patient pathways,
need to involve patients who are experts in their condition, in helping to determine service standards
and required service levels, and many other aspects of the service such as communication. There
needs to be much more of a patient partnership in selecting homecare providers, and being involved
in the review of the performance of the service. The need to look at routine reviews inviting patients,
hospital clinicians and the homecare supplier should occur as a minimum.
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Delivery for commissioners

5.34 In the future there needs to be a focus in collaboration between commissioners and the provider who
is responsible for the homecare service. This needs to be at a strategic as well as operational level.

5.35 Naturally, commissioners in considering the homecare strategy formulated by the authorised provider
need to establish how homecare is relevant to the delivery of their strategy, for a range of clinical stable
conditions which they are commissioning services for within their localities. Increasingly commissioners
need to work with providers at looking at the considerable benefit across a whole lifecycle cost of a
chronic, or stable condition, that homecare may offer.

5.36 This approach would see QIPP savings for commissioners. There will be a need, using the shared
savings formula, to ensure providers would be suitably supported in the overhead costs, absorption
for such service change if service moved to a different form of delivery and they were left with
standard fixed costs.

5.37 Finally, commissioners should work with provider Trust Pharmacists to consider a three-to-five-year
strategy, of how they should consider non-tariff drugs supply moving to homecare alternatives,
to enable effective release of costs to the commissioner using, again, a standard savings sharing
formula.
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Case Study: Clatterbridge Centre for Oncology NHS Foundation Trust

There are obvious financial costs to running and managing homecare schemes in partnership
arrangements with the private sector.

There are also hidden costs associated with validating clinical governance arrangements.

NHS organisations cannot get any experience of using directly employed staff to treat patients under
the current VAT arrangements without incurring additional costs.

In providing homecare schemes it is not clear whether VAT savings should remain with the provider
Trust, commissioner or be split between the two. Practice varies across the UK, and is also a factor to
be considered when examining local practice.

Drug Specific Schemes

Clatterbridge has had experience of a manufacturer specific homecare service for Topotecan a
number of years ago. This is a second/third line chemotherapy option for ovarian cancer. Inequity
came in when patients with the same diagnosis but on a different (lower cost) regime where

not offered a homecare service as this would have incurred additional costs to the Trust and
Commissioners.

Inequity for patients

Current homecare schemes for cancer patients focus on the high cost treatments. It is the VAT
differences that drive the use of homecare and the cost of the medicine, rather than the needs of
the patient. Homecare providers have attempted to address this inequity by offering services where
a proportion of low cost medicines are delivered offset by ‘profit’ on the delivery of high cost drugs.
Although this goes someway to providing fairer services, the proportion of low cost medicines that
can be given at home is low.

Inequity for providers

Under the current VAT arrangements, NHS Trusts have to either look at becoming Social Enterprises
or setting up subsidiary companies within organisations to be able to fund homecare schemes. At
the moment it is not a ‘level playing field" in the homecare market. If the NHS was able to deliver
homecare services itself and gain experience in this area, this could lead to:

® Increased competition would drive quality of service

* The hidden costs of managing a partnership agreement would be reduced, as a directly managed
service would allow reduced administration costs.

e The NHS staff would gain experience of delivering care at home and ultimately would result in a
better patient pathway.

e In the case of oncology patients the NHS would be able to deliver additional treatments at home
as compared to the private sector as a ‘profit’ would not be taken, and a greater proportion
of lower costs drugs could be delivered. The VAT differences could be used to target greatest
patient need rather than be drug specific, although of course, high cost drugs would still need to
be delivered at home.

Helen Clark
Chief Pharmacist
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Making it better for patients

5.38

5.39

5.40

5.41

5.42

5.43

Whilst for a particular therapy, homecare medicine might be appropriate for most patients, it might
not be suitable for all of them. For example HIV patients may not wish their family members to know
they are HIV positive, and prefer to collect their medicines from either an acute trust, or a community
pharmacy.

Patients should therefore be able to enjoy greater choice then they can at present.

The patient is central to homecare medicine. Patients express the benefits of homecare medicine;
however, they have to deal with different parties on the same issue, and are not experts in medicine
supply management.

Patients should benefit from a ‘customer charter’ that sets out what they should expect from both
the NHS trust that is responsible for initiating the prescribing of their medicines, and the homecare
provider that dispenses and supplies them, and provides associated services. This will ensure the
patient knows what to expect from homecare medicine, and how to deal with problems when they
occur.

With patients aware of what to expect from homecare medicine through this customer charter, they
will recognise their responsibilities, and be empowered to monitor the performance of the services
they receive through customer satisfaction.

To support the customer charter, to increase their choice and to become engaged in monitoring the
provision of services, the NHS, both commissioners and providers, must involve patients in strategically
developing, planning, and ultimately marketing homecare medicine contracts.
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6.1

6.2

6.3

6.4

6.5

6.6

6.7

6.8

6.9

6.10

6.12

6.13

The steering groups intention was to avoid duplication of the work undertaken by National Homecare
Medicines Committee (NHMC), and to give the committee a platform to ensure the documentation
and developments already produced gained greater visibility, to support the NHS in future strategy
planning.

The NHMC reports to NPSG and PMSG and was formed in 2005 to develop appropriate systems,
policies and procedures in order to assist service users, service providers and patients.

There have been many outputs from the NHMC to date which have been developed to support this
rapidly growing market.

Development of universally agreed NHS specification documents that can act as a comprehensive
template, to assist in the standardisation of practice for NHS service users, particularly when tendering
for homecare services. These documents were produced in consultation with CMU, Pharmacists,
PMSG members, Hubs, NCHA and ABPI members to ensure their robustness and support of all key
stakeholders.

Development of a policy framework for Chief Pharmacists to use when considering the introduction
of homecare services in their local trusts.

Production of governance models for change management, which is intended to ensure seamless
transition between homecare providers as contracts change.

Provision of commercial market intelligence such as ‘supplier profiles’.

Development of supplier homecare audits tools to monitor supplier performance. This involves a
regional QA programme of homecare audits established.

Development and early stage analysis of homecare products and therapies, being delivered within the
homecare setting.

Development of a NHS generic ‘patient registration’ form.

Development of a ‘business case’ model for senior pharmacy managers, to support the funding and
development of homecare at a local level.

GPhC engagement to support professional issues, such as the assembly line dispensing process, arms
length counselling advice to patients.

Homecare data collection programme which is intended to drive change and practice at a local level.
A standard data collection template developed.
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6.14

6.15

6.16

6.17

6.18

6.19

6.20

6.21

Development of generic homecare service KPls.

Development of a generic patient satisfaction questionnaire for service delivery.
Working towards a national NHS complaints and adverse incidents procedure.
Development of generic award criteria for homecare service contracts.

Creating an environment to develop e-homecare, so that there could be an increase in commercial
transaction efficiency between homecare providers and the NHS.

Monitoring the market to try and ensure compliance with appropriate ethical and commercial
standards.

The NHMC has good representation from the NHS in the form of PCT Pharmacists, Hospital Procurement
Pharmacists, CMU category team, Senior Pharmacy Managers, a Regional QA Pharmacist, Specialised
Commissioning, Nursing, RPS & GPhC, representation from the National Clinical Homecare Association
(NCHA) and chair of the ABPI homecare Committee.

The success of the NHMC has been due to close collaboration with external agencies, so that there
can be the widest consideration as to how homecare medicines delivery and services fits into the
changing NHS market. In particular, the NHMC has close communication and relationship with two
key stakeholders, the ABPI homecare group and the NCHA. Support from these two organisations
has assisted much of the development in practice that has been reached today. A marketing strategy
has been developed to try and raise the profile of the committee and their outputs, in the form of
communication tools such as a website, newsletter and bi-annual conference.

Documents can be found at http://cmu.dh.gov.uk
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Appendix A

NHS

Commercial Medicines Unit

Dear
DH sponsored review of the NHS Homecare Medicines in England

The supply of hospital prescribed medicines direct to patients in their own homes is relatively new. Its
correct operational management presents challenges to both the NHS and its commercial partners.
The market is expanding and arrangements will have to adapt and develop within a rapidly changing
healthcare environment.

To ensure that the Department of Health (DH) fully understands the implications for both patients and
the NHS, DH have invited Mark Hackett, CEO, Southampton University Hospitals NHS Trust, to lead a
rapid review of Homecare Medicine Supply to consider the current operational arrangements and its
future for the best value for patients, the NHS and the provider market.

Mark’s terms of reference are attached for your information and we anticipate that sometime in the
coming weeks he will begin to set out his thinking and create opportunities for you to submit your
views to support his task which needs to be completed for the NHS by 31st March 2011.

Any immediate enquiries should be directed to: homecare@cmu.nhs.uk

Yours

(:f":.""fmﬂ.rl

Chris Theaker

General Manager

NHS Commercial Medicines Unit

Procurement, Investment and Commercial Division
Department of Health
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Homecare Medicine Review
Group: Terms of reference

Status and overall aims

Dr Keith Ridge, on behalf of the National Pharmacy Supply Group (NPSG) and the Commercial Medicines
Unit (CMU), has sponsored an NHS Trust Chief Executive to lead a working group to review information and
evidence relating to homecare medicines.

The Chief Executive will provide the DH with advice to support the development of policy and make
recommendations to the NHS concerning collaborative working and operational management, across
clinical, pharmacy, commercial and finance disciplines.

The output of the working group will be reported to Dr Keith Ridge and Peter Coates.
The work will commence October 2010, reporting March 2011.

Background
In simplistic terms, two routes of supply determine the way that the majority of NHS patients get their
medicines:

e In secondary care locally managed NHS hospital pharmacy services supply medicines purchased against
their CMU, regional purchasing group and local Trust contracts

e Inprimary care dispensing contractors (pharmacy contractors or dispensing doctors) source and purchased
medicines and appliances that they then dispensed against NHS (FP10) prescriptions. They are operating
under the NHS (Pharmaceutical Services) Regulations 2005 and the Drug Tariff, a Secretary of State
Determination outlines what these dispensing contractors will be paid for the products supplied as part
of providing pharmaceutical services. In the case of pharmacies, the Drug Tariff also outlines the fees and
allowances they will be paid for providing those services, while dispensing doctors are paid for services
provided in accordance with the Statement of Financial Entitlement (SFE).

In 1995 the DH formally confirmed a third route of supply ‘Purchasing high-tech healthcare at home’. This
has subsequently been developed to include both high and low technologies — products and services —
and is now referred to as homecare.

Definition of homecare:

A medicine homecare delivery service can be described as one that delivers ongoing medicine supplies and
where necessary associated care, initiated by a hospital prescriber, direct to a patient’s home with their
consent. The purpose of the homecare delivery service is to improve patient care and choice for their clinical
treatments.

Since 1995, the value of this additional route of supply has grown exponentially. It is now thought to have
an annual value of around £1 billion against NHS secondary care expenditure on medicines of £3.2 billion

This growth has been driven, either individually or in combination, as a result of:

e Meeting the legitimate healthcare needs of patients
e VAT savings
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Manufacturer imposed direct to patient supply

As a market, homecare reflects a hybrid of the characteristics associated with hospital and community
supply. It appears to lack consistency across products, therapies and service provision; it is also associated
with variable and sometimes weak governance within the NHS.

Against this background, there is growing recognition of the benefits of treating cancer and end of life
patients, for example, in their own homes.

If this agenda is to develop appropriately it is essential that the arrangements associated with the supply and
administration of medicines are robust and fit for purpose in terms of being safe and appropriate for patient
care as well as representing value for money for taxpayers. These attributes can only be demonstrated if the
arrangements are operating in a transparent, measurable framework.

Appendix 1 sets out further background of procurement organisation for medicines.

Obijectives

In achieving the objectives below the review group will need to understand the homecare market, be aware
of models within the EU, understand any links/implications to service provision under the Pharmaceutical
Service Regulations and develop solutions that support the QIPP agenda.

1.

Provide advice on what constitutes best practice with respect to the procurement of homecare medicines
services including:

a) Financial governance
b) Clinical governance
c) Operational efficiency

. Provide advice on what opportunities there are for collaboration across the NHS on homecare medicines

procurement.

Develop guidance for the NHS on when homecare medicines would be an appropriate model of care
and, specifically, where it is not.

Identify, with support from the wider clinical community, the opportunities to expand and develop the
use of homecare medicines services.

Provide advice on the actions required to improve the commercial performance of the homecare medicines
market (to achieve better value for money, ensure there is competition); this may include suggestions for

policy change.

Provide advice on the precautions necessary to manage the risk of company failure as commercial
performance is challenged.

Homecare Medicines — Towards a Vision for the Future | 75





Appendices

7. Provide guidance on how the NHS can ensure appropriate collection, collation, dissemination and analysis
of information on procurement of homecare medicines (required for PPRS, strategic and operational
management).

8. Provide advice on what future work, beyond medicines, may be helpful in developing homecare services
for the NHS.

Membership of Steering Group

Mark Hackett, NHS Trust Chief Executive (chair)

Dr Keith Ridge, Chief Pharmacist

Andy Alldred, NPSG chair

Chris Theaker, General Manager, Commercial Medicines Unit
CMU Attendees:

Howard Stokoe

Nickie O’Neill

Liz Payne

Membership of Working Group
NHS Trust Chief Executive (chair)
CMU representatives

NPSG chair

NHMC Chair

Procurement Pharmacist

Clinician

DH Community Pharmacy

Director of Financial management
Senior clinical hospital pharmacy lead
GP Commissioner

SHA Lead

The group will be supported by the QIPP medicines use and procurement work stream wider reference
group through a specific sub-group.

Chris Theaker
November 2010
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Appendix 1 to Homecare Medicine Review
Group: Terms of Reference

Organisation of NHS contracting for pharmaceuticals and national
roles of groups and organisations

The NHS (secondary care) contracts for the supply of its medicines in well established and recognised ways.
Within their SHA boundaries NHS trusts aggregate their business. The Commercial Medicines Unit then
competitively tenders this business on their behalf and awards and manages the resulting contracts.

This enables the NHS to maximise its leverage for generic medicines whilst managing risks to supply and
taking into account quality issues. This level of contracting is also considered optimal for branded medicines
where it is seen as being the highest collaborative level that the NHS can work at to influence prescribing
decisions on a collective basis whilst also maintaining appropriate relationships with primary care and
commissioners.

Commercial Medicines Unit

Formally part of the NHS Purchasing and Supply Agency (PASA), CMU is now part of the DH. In very simple
terms; CMU contracts on behalf of the NHS for the supply of medicines (as explained above), and also on
behalf of the DH where procurements are associated with policy e.g. national immunisation programmes.

A number of Groups support CMU in its role. These include:

CMU Non Executive Board

This Board brings together, at DH level, a small group of NHS and DH stakeholders to review the CMU
work programme and to review the interplay between policy and operational NHS management in what is
obviously a fast changing healthcare environment.

The National Pharmaceutical Supply Group (NPSG)

Brings together, at National level, NHS Trust Chief Pharmacists (one from within each NHS SHA boundary)
to discuss collaborative approaches towards medicines procurement and to provide advice to CMU on the
development and maintenance of its business plan.

National Homecare Medicines Committee (NHMC)

A national committee of NHS and industry representatives, that reports to NPSG. The Committee’s terms
of reference include the development and circulation of best practice focussing on the NHS adherence to
good clinical practice and governance.

Support for the Supply Review group

Although it may have to commission specific pieces of work much information will be available to the
steering committee from the start. This information will include, for example, the outputs from the NHMC,
national market analyses based on nationally electronically collected hospital procurement data (Pharmex)
and FP10 (HP10) analyses (PACT), and a DH sponsored exercise to evaluate the market.

November 2010
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Appendix B

Homecare Medicines Delivery and Services Supply Review

Steering Group members

Mark Hackett
Andy Alldred
Keith Ridge
Chris Theaker
Howard Stokoe
Liz Payne
Nickie O’Neill

Chair

NPSG Chair

DH Principal Pharmacist
General Manager, CMU
CMU

cMU

CMU

Homecare Medicines Delivery and Services Supply Review

Working Group members

Baljit Ahitan
Diana Bilton
Helen Clarke
David Cousins
Phil Deady
Susan Grieve
Kim Gay

Kate Gadsby
Helen Howe
Allan Karr
Jonathan Mason
Beverley Matthews
Andrew Morgan
Jo Osmond

Paul Wilson

Lead Pharmacist — Respiratory Directorate (Birmingham Heartlands Hospital)
Consultant Physician — Royal Brompton Hospital

Chief Pharmacist — Oncology

National Patient Safety Agency

NHS Pharmacist

Principal Pharmacist — Department of Health

Director of Financial management

Nurse specialist in Rheumatology

Chief Pharmacist, Cambridge University Hospital

National Homecare Medicines Committee — Chair

National Clinical Director for Primary Care and Community Pharmacy
Director NHS Kidney Care

SHA Lead

Cystic Fibrosis Director — Trust of Clinical Care

Lead Nurse Renal Anaemia
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Appendix C

Toe Regional General Managers Executive
Districy Gieneval Managers = - —
FHSA General Managers Hl-llm'
NHS Trust Chiel Executives. I
GF Fundholders st

Copy: Regional GPFH Leacds ey Hoae
Regional Purchasing Coondinanars Ousarry At
Regional Prescrilying Adhisers Lorch L5F TUE

Yol 8533 S45000

EL{95)5

17 Jarsary 1995

Dwear Colleague,

Purchasing high-tech health care for patients at home
Sumrmary

1. DHAs, working with FHiAs, Genenral Practioners and hospetal and comenundny
Trmﬂmldrmkrnmmhm;hﬂuummhrimﬂ]ﬂﬁmwwm.r
mmwm&ﬁwdﬁqunﬂhu&ﬂm“m
equipmen! needed 10 administer thern, Bypically provided as packages of cire. The

of these services by GP3 on FPI0 prescription forms will cease from this daie, The essemial ask
for the shon term i 16 endure continuity af sapply to existing patients.

F People with renal failere or cancer or oystic fibrosis or who are HIV positve o with
other conditions may be supporied at home following hosphal weammens. Some of these
patients may nesd contnuous ambulstcey  peritoneal dalysis (CAPD) or  imissvenous
formulations that may require special compounding and complex sdmanisration echmiques in
the home (induding parenteral mutrition and some chemotherapy drugs and amibictics). The
products needed by patients are provided as pan of packages of care which include the
delvery 1o the home of everything required to erable them o use the CAPD or intravenous
treatment most effectively, including pumps and other equipment for adminisiration and
refrigersors for storage. They also indude the provision of waining lfor patienis and their carers
in slminlsering the flulds and infusions and, ofien, of continecus cover in case of emergency.

i The wemiment of patents st home with many of these conditions i usoally
proposed by 3 hospsal consulient, Howeewer, GPs retain & responsibility fof the care of patients
ar howme and often play 3 rode in the clinical management of these conditions through agreed
shared case armangements, The changes with whach this guidance & concermed should not have
any impact on the Emporant cinical cooperation berween conssilant and GPs ar on the e
that patieriis receive. They are rather concemned with putting the (nandng of the services onso
a consisent and sensible basis It remaing good clinical practice o confirm 2 proposed
wreatmerd with a paient's GF.

4. The main categores of patients lkely 1o be affected, with indcations of the som of
drugs and ather products being supplied to them, are shoam in Anmex B B will be essencal for
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health suthosities oo disouss this with their clinical and pharmaceutical advisers in order o
clarify what the services are and what drags and products are involved. We will be providing
FHSAs with prescribing data for the main diags curently being prescribed for patents

receiving thess treatmenis.

The changes
5 Ministers have decided that peroviding these packages of care through GP
pﬂmudmmﬁﬁhmﬂﬂlh?ﬂﬂmﬂmuj:nndﬂmﬂpm

with colleapues in the NHS and has decided thar funding will & funire be through comraos.
This will enable the services 1o be propetly specified and w reflect the fact thar they ivolve
elements of hospital, community and primary cire. The changes depend on a ne-allecation of
resoutors &5 described belosy, We recognise thar there i@ a ot of work pow 1o be done locally.
We also accept that the main benefits of the changes will ke some time 1o realise, including
chizining befter value fof money by encourngeng competition betwesn 3 larper number of
posenizal suppliers.

[ By 1 April 1995 DHAs will need to have made provision, through their contracts
with hospital or comemunity Trusis of directly with comamencial suppliess, o support patients
cumently being supplied ar home with packages of canre which inchede the delivery of drugs or
CAPD Puids and other items. The pisosisy will be 1o ensure complele contirry of supply ©
these existing patients. Where necessary this might be done by contracting with the supplier
currenlly peoviding services i0 @ patient untll longer ferm amingements can be made. For
195596 only, DHAs should contract for thess services on behall of all their resident population.
From 199097 DHAs and GF Pundholders (where the service is within the fundbolding scheme)
will need to have a strategy for puschasing these servioes. DHAs will also need 10 have in place
a mechanism which imvolves agreeing with GFs and peovidens how o respond 10 nes patients
lhmymhﬂﬂm?kﬂmhﬁﬂﬁhﬂﬁﬂiﬂﬂﬂl‘nﬂ.

7. Froen 1 April 1995 the provisson of these services theough the FRID route wdll no
longer be permissible. I will pot be possible fof GPs 10 prescribe on FPI0 peescription [omms
any fems or services wed in conmecen with the sdmanistracon of drogs @1 home i tsose
'mmmtﬁmﬂmmmWMhPﬂﬁﬂmmgTﬂ.m
will prescriptions on form FPI0 for the drug or fluid iself be regarded as an order for the
necessaAry Suppon ilems of services, Afer 1 Aprll 1995 the FPA will reum s FHS5As any
prescription which appears o order items o services which are not compatble with the
provisions of the Drug Tarff. GPe" ability v preseribe drugs and the dressings and appliances
lissed in Part [X of the Drug Tariff is unaffecied.

Fumding

E mmlmmuﬂmﬂummmnﬂmuhqﬂﬂTm
where the patients treatment was initiated, by a community Tros, or by the patient's GP
signing 4 peescription. Funding theough bospital or community Trusts involves arranging the
provision of the service, including the supply of products, o the patient, ofien theough a
commercial company. Where services ane funded through a community Trust, the produscts are
g,.ppflmclb'!.r WIHWEWM:MMWTMMM
provide some of the service elements of the care through medical loan arrangements and
Hospital al Home Inkiatives, Where the funding & initiated by a GP signing o prescription the
pathend &5 again often supplied by a commercial company which handles all aspens of the
pervios and processes the prescriplion &8 3 Sommunity phanmacy.

i
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9 Bacause the current pafiern of funding for these ssrvices varies the @k of
the chanpes will be different depensding on whether these services are cumenily being funded
Executive has identified what is currently being spent on these packages of care in each FHSA
though GP prescribing and appropriate amounts of these resources willl be made available o
as recurrent addiions to 199596 revenue allocstions o enable the changes 1o be
made, That is, the funding reflected in GF prescribing will be wansfermed from the FHS drug
budges w the hospial and commundty health service budger froen 1 Apeil 1995, It will be for
FHSAS 1o adjust downwards GF Fondholders’ drug budger allocations and GP tamgst budgets
o prescribing o rellect the change that is being made.

10 The addivonal rescurces are being allocarsd o RHAS on the basis of what &
currently being spent through GF preseribing on these services within FHEAs. Regions will be
asked o distribuie these 1o DHAS mking ascount of any differences betoeen FHSA and DHA
populmions, Regions will also need 1o take aooourd of the Eact that the estment of some HIV
mammm:&huﬁkﬂﬁﬂMﬂm.ﬂ“m
should be sufficient to enable DHAs 10 meet the additional costs 1o the HCHS, For 199595 only
DHAs should contrect on behalfl of all their resident population (induding patents of
fundholding practices) for the provision of suitable packages of care either direcily with
commercial suppliens or with provider units. From 199097 the resources will be available o
mﬂmmmumhﬂmummmu|
recusrent addition o alecitons 1o purchase these services.

Tire role of bealth audboritiss

11. Dhi:hmdﬁﬂ.hﬂmﬂnniwﬁﬂhmﬂmm&ﬂ&ﬂ:p-mh
whom new armangements need o be made to ersure contimuity of service provision from 1
April 1995, Por patients where the packages of care are currently provided on GP

Districts need i determine, with the agreement of GPs, how the muppon will be coninued in
funsre ] whether this will be within contrems with Toasts o directly with an HHS or
commercial supplier able 1o provide the package of care. In tme this will invelve agreeing a
cetailed epuality specification and ensusing tha the arrangements provide the best valoe for
hospital pharmacy depatments and some community phammacists, sither alone or n concert
with one ancther or with 3 community Thase

12 Mmmm:ﬂmummmrwmmm
for patients i their locality, They should alse comsmuonicate detalls of these

GPs 50 that the latter can explain these to the patients who are affecied, Dd-l..ud‘middﬂdnp
a comprehensive strategy for providing these services by 1 Apeil 1994,

13 FHSAS st be clear abonw what action o mke & an FPI0 for one of these services
Is presented after | April 1995, That is, they should advise the GP that this route is no longer
open and ensure that seps are taken 1o alen the patient’s Disrict which showld have made
arrangements for the provision of the service,

Tiw role of GPy and GP Fundbolders
14, The main tasks for GPs in helping 0o put these changes im0 practice are led in

Arneex A& A separate FPN i being sent o GFs and community pharmaciaes drawing the key
points b0 their aftention.
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15, The central wak for GF Pundhobders, as for a8l GPs, will e o collaborae doscly
with DFLAS and FHEAS 85 jdentily paticnts carenlly receiving these sorvices & 16 enmse St
theey cordinee B meocive them from | Apeil 1999, GP Fundbolders will also nesd io be n s
mwwmmmnmumuhwm_

NHE Trasts
b6 Trams ik ermire that their a2, incuding oonsuliants and other dinkciars, GFs
and patients underand howe these senvices are 10 be delivered and Baseded in Bonare. The
cgion of peramding OFs 1o sign peesccipions by e serviced will nod exis, bt

tar
discom and agree with GFs the instiation of mch reatment will remain, as will S
agree & satement of wiat s required.

hospitall ard community Trasts oo do this. They also need o develop s longer srmegy for
ithe provision of these services from 1997 oewands = ‘ =

18 I you have aery questions about this lemer pleste contacy Paal Mason, Room S09
Rickenond Hose, T9 Whitckall, Landan SWIA 183, elephone OIT1-ZH0-5251.

Yiours sinoerely,
Mlard o Ldaon

Aty Lickiel
DHrecior off Manndng and Performance Managemeni
HHS Executive

This lemer will be cancelled on 1 June 1556
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EL{95])5 Anmex A
High-tech bome bealtboare for patients at bome
Suminary of action

= identify patients being supposted at home wosking wich FHSAs, GPS and Trusts;

+ make provision for the suppont of patients st home and develop a comprehensive
seranegy For doing this by 1 Aprl 1996,

* ensire that arrangements have boen made for existing patients currerly recsiving
these services via FPI0,

* inform and reassure CHCs, local patient and voluntary groups abous the changes.
* agree changes 1o predcribing allocations with GP pracices (i the comntext of
budget-setting for 1995-56 budgets) 1o ke acooart of the changes in funding roule;

= work with DHAs, GP2 and Trusts 1o identify patients being supponed at home on
GP prescription;

= work with DHAs o ensure thal amangements have been made for patients
cumently receiving these services via FRI

= motify G in good time about the pew arrangements for existing patierds
Grereral Prachitionem:
+ provide information on request i FHSAs and DHAs about the numbens of the

[DHA'S residents currently receiving one of thess care packages on GF prescription
arid abenst the hospital which initiated the care;

* Cease prescribing of such services by 1 Aprll 1995 ensure that affected patients
undersand how they will receive these services after 1 Apeil 1595

* GF Fundbolders should be in a position 1o puschase these services, where they
are within the scope of the fendholding scheme, fram 1| Apal 1996

NS Frusts:

= ensure that all ®aff, GPs and patients understand how these services will be
provided in Future;

* make the arangements for the suppon of the patents a1 home when this has
been agresd with purchasers.
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Highb-tech bowe bealboare for fuablenls al bosbes
The following are the main groups of patienis who are cumently recelving packages of cre a
home via GP prescription. This 1= will help in identifping existing patients. Howeves, there
may well be cther types of patients in sraller rumbers receiving other treatments as pant of
such care packages on GP prescripton.

» Cyaic fibrosis patlents recelving intravencus or nebulised antibiotics;

* Cancer patients receiving intravenous chemotherapy agenis;

= HIV patients receiving intravenass of nebulised ant-infectives;

= Patients recehving totsl parerters] putrition or various types of specialised enteral
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Appendix E

Contracting Models

Potential positive indicators

Contracting model

Potential negative indicators

¢ Potential price reductions

e Assist with any tariff setting or
PBR

¢ Nationally agreed specification
in line with NHMC

¢ Purchasing power — economies
of scale

e Market management and
overview

e Asses risk in the market place

* Transparency

e Simplifying purchasing process
‘once’ only

® OJEU compliant

e CMU procurement and contract
knowledge

National framework

o Stifle Service development

¢ Decrease supplier base,
depending on awarding criteria

e COMMITMENT AND ‘BUY IN’ BY
THE NHS and Supplier base

¢ Reduction of ‘added benefits’

e Loss of flexibility to account for
local needs.

e SME’s may only want to
compete on a local/geographic
basis

e Could lead to a monopoly
supplier situation if not
managed

e Ability to market manage

¢ Agreed specifications

e Compliant and auditable

e Benchmarking

e Attractive to supplier base

e Advantageous pricing

® Transparency

e Service to fit customer needs

e OJEU compliant

e Generate completion in the
market

Consortium/Regional

e Commitment

¢ Funding and administration of
the service across a number of
sites

e Ability to market manage is
only successful if information is
shared and all regions contract

¢ Resource to manage and
facilitate the commitment and
procurement process

e Local procurement closer and
understands trust strategies and
wider local picture

® Benefit to SME's

® Possibly no economies of scale

e Lack of local product
knowledge across all therapy
areas leading to errors

e Commitment locally Al e Lack of specialist dedicated
procurement knowledge
¢ Looking after own gains not
the whole health economy
e Control of individual trust needs e Lack of transparency
e Geographical advantage for ¢ Inability to market manage if
supplier base, support local sharing of information is not
SME's present
e Short term gains due to inability
Local to have a market overview

e Potential lack of visibility to
ensure value for money is
achieved

e Legal compliance — open to
supplier abuse
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Examples of differing contracting levels and working models

Contracting Model Homecare Market Comment

National Clotting factors e Framework in place facilitated and managed by CMU.

* ‘Once only’ approach undertaken to support the NHS

e Standard NHMC guidance adopted to ensure best
practice model applied

* Monitor and manage supplier base

e Opportunity for new entrants to bid and tender for the
services

* National framework adopted to support the nationally
lead medicines framework

Regional/Consortium | Renal dialysis e Evidence obtained from facilitation by PASA up to 2008.

¢ Dedicated homecare co-ordinator

e Market management

e Stakeholder buy in and commitment sort due to direct
liaison with all parties

* Main focus of procurement staff purely on this market
therefore full knowledge and centre of expertise

e Knowledge base has the advantage to support and
identify any risk in the supply chain and adopt processes
to mitigate those risks

* Regional frameworks established however, the market

was nationally managed by a team of procurement

professionally. Clinicians still had the choice of service

provider due to the collaborative working of all renal

units to eliminate the ‘cherry picking’ approach by the

supplier.

Evidence shows that when this level of contracting

was handed back to the NHS to facilitate each of their

own consortiums and the facilitation was removed at

a national level the NHS did not continue to share,

no national lead to facilitate this sharing and market

manage resulting in a fragmented service open to

supplier control not NHS.

* National overview is key and required.

Regional HIV — Pan London e Currently facilitated and managed by CMU

¢ Regional framework however 60% of the HIV patients
fall into the region

e Elimination of trust duplication ‘once only’ homecare
tendering expertise not available locally

e If no regional framework undertaken their would be a
loss of strategic market management

e Risk of shortages as a result of less competition

® Prices are less competitive and transparency is lost

® Framework compliance is high due to local involvement
and commitment to the prices and awards

* Non commitment could result in reduction in savings as
volumes are fragmented
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Regional

Main oral out-
patients medicines
and therapy specific

e Undertaken by Leeds Teaching Hospital

* Homecare is managed by a dedicated homecare team

e Differing tendering is applied relating to the High-Tech
and Low-Tech models.

e Therapy specific contracting is also undertaken

Hub

All Homecare
therapies

* One hub has taken the option to tender for ‘all’
homecare services with all homecare providers

¢ Another has taken the same approach however,
undertakes mini competitions against specific therapy
areas.

e Limited evidence to show if this is fully committed too
by the NHS or supplier base.

Local

No evidence of good local practice provided. Concern that
EU Procurement regulations may not be adhered to, or
that the agreed homecare specifications utilised.
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Appendix G
Monopolistic behaviour

A monopolistic market can be defined as a market with many providers selling similar but not identical
products or services. Within the market there is a dominant provider which has customer loyalty. In a
monopolistic market, advertising, sales and marketing are important.

The homecare market can be viewed as a ‘monopolistic’ market as there is a clear dominant provider,
whilst there are multiple providers, with new entrants joining the market. The service each provider offers
is different, but similar.

The risk involved in a monopolistic market is it can turn into a monopoly if the customer is never willing to
change provider, and as such brings with it all the risks associated with a monopoly market. The NHS also
has to take into account any potential patient negative effects by changing providers, and due to this some
customers are not prepared to make the change for little or no cost saving.

A NHS core homecare specification document has been produced to help the NHS and providers see a
minimum requirement for the service, and by all customers and providers working to the same specification,
a level playing field can be produced and the customer and provider can have more confidence when
entering agreements that a symbiotic relationship can be created.

Hjoid

Market growth

Monopolistic Provider — As the market
grows and profits increase, the market
becomes tempting for new entrants

New entrants enter, and have increased
cost in marketing or sell at lower cost to
make then attractive compared to the
monopolistic provider
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Case Study: the commercial failure of a homecare provider

A homecare provider within the South of England was severely affected by the credit crunch during
20009, in particular the withdrawal of financial support from their main bankers. As a result the
homecare provider sought to restructure their business and provide a solution for the NHS and the
drug manufacturer to ensure payment of product, to support manufacturer and continuation of
supply to support the NHS and their patients. The process aimed to give confidence that all future
invoices for product supplied by the homecare provider would be paid.

In order to protect the interest of the manufacturers a trust fund account was set up to safeguard
and protect their interests.

The local specialised commissioning group took on the responsibility of providing a guarantee to
the suppliers should the scenario have arisen that there was insufficient funds in the trustee bank
account to pay the suppliers invoices.

The process which was undertaken was as follows:

e Homecare provider received the medication from the manufacturer at list price or contract price
(including VAT) on standard terms.

e Homecare provider dispensed and delivered the products according to the prescriptions received
from NHS trusts for their patients on a daily basis. The homecare provider charged the NHS trust
at the agreed NHS contract price (excluding VAT) plus the agreed service fees.

e Homecare provider generated a singled invoice per patient per delivery accompanied by the
signed proof of delivery and sent it to the respective NHS trust on a daily basis.

e Homecare provider invoices required payment from the NHS trust on strictly 28 days from date of
invoice. The homecare provider initiated an internal chase payment process.

* Invoices were paid directly by the NHS trusts into the new "trustee Account’ the homecare provider
had no access or control over the account and it was operated by an independent administrators
of the account.

e Additional procedures were provided to ensure confidence and no leakage of cash from the
trustee account. These tests covered monthly account statement reconciliations, monthly supplier
reconciliations, including rebate reports and monthly NHS trust debtor reconciliations.

It should not be under estimated the good will and support given to the homecare provider by the
local specialised commissioning group and NHS trusts to work together towards a common goal of
continued patient care and solutions to ensure the homecare provider continued to trade and offer
a service.
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Sample financial analysis

Key Financial Ratios

Profitability: profit the organisation is making which gives an indication of market movements and
positioning

EBITDA Margin = Earnings before Interest Tax Depreciation Amortization / Total Revenue
Net Profit Margin = Profit or Loss for period / Total Revenue

Liquidity and Efficiency: Ability to pay of debts and amount owed
Current Ratio: Current Assets / Current Liabilities
Liquidity Ratio: (Current Assets — Stock) / Current Liabilities

Capitalisation and Solvency: Capital and funding
Gearing Ratio: (Total Long Term + short term Loans) / Total Equity

Interest Cover Ratio: Operating Profit or Loss / Interest paid
Tangible Net Worth: Total Equity — Intangible Assets
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Supplier 1 675,566 2.87% -6.52%

Supplier 2 203,829 1.80% 1.26%

Supplier 3 59,153 0.25% 0.12%

Supplier 4 16,497 -11.59% -9.44%

Supplier 5 19,147 10.76% 7.77%

Supplier 6 16,801 8.37% 6.12%

Benchmark N/A 6.91% 3.87%
[Uiquidity and efficiency [ Currentrato  [uouidityratio |

Supplier 1 1.32 1.11

Supplier 2 1.12 0.97

Supplier 3 0.98 0.87

Supplier 4 1.84 1.57

Supplier 5 0.96 0.95

Supplier 6 1.26 1.00

Benchmark 1.11 0.84

Capitalisation and Gearing ratio Interest covered ratio TNW (‘000 £)

solvency

Supplier 1 309.00 -0.15 -125.767

Supplier 2 156,00 7.55 16.110

Supplier 3 0.00 19.75 -13

Supplier 4 -215.00 -14.5 -2.555

Supplier 5 117.00 0 2,002

Supplier 6 0.00 0 1,221

Benchmark 151.16 417 N/A
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Dr Keith Ridge letter 26th February 2010

(Em Cepartment

of Health

Skapto f Hoiss
Bl Lk Fooiad

Longdon 3E7T 8LH

Tl 0 THT 3 F00
Deipeec Limg. 020 19T 2 3833

E-rral Eglh ageeiah Qo g
Ciatevaay referencs 13761

MHS Hospital Chisf Pharmacists in England
6™ Fabruary 2010

Dear Colleague

EXPORTING MEDICINES FOR PROFIT

On the 14™ Juby 2008, | wrobs b0 v ssprecon j iy Ssnous concern boul repons tat tome
hopnials were consderng sxporting. or sellng for export. medicines for the purpose of
profit

I thee better | poanbed cut this was unacceptable. | remain of that view 25 export of medicines
could threaten the medicings supoly chaim and, in um. thraalen patient cane. This is contrary
o prmfessionad hehwviows Indeed the Famyal Phammaceutcal Saciety of Great Bntsen isseed o

lzwe and ethics bulistin in Juby 3003 which state d

“Tre Code of EThCs neguines phanmaces’s o meke the came of pabents ther irst concern
Pharmacests are adased that the export of medones for commeraal or fnancal gains could

b coresdened 3 breach of Princple 2 of the Code of Ethcs ™"

Thie NHS Chief Executse, Dawid Michalon, has now wotten © o NHS Trest Chief Executves
i highlight that ergaging in the Irage of medicing s jeopardises both patiem e and HHS
cordracts for rmesdiones. and stk Chief B outives b0 enduns et their organi sation is
nEiher engaged in, nor plareeng W ENgARE N, Such advibes. Moniorwell be witng o KHS
Fourdaton Trusts in Smalar tenms

| fully suppart this achion and f necessany. | vl snsune thal sy negistensd MHS hospital
phA mBEEE i ohee d in Aaparting medicines for profit, o the detrrment of patients, s called

upan g sy his o her achons, | am agang through Bhis kether that SHA phamrmacy leads
ard members of the Mationsl Phammaceutical Supply Group provide me wash the full details

of ary HHS hospical they know i be expaing medcines lor profit

| should port out that | am fully secane ot the vl magority of hospital pherrre ot would
not ernotely contenplabe eoporting medicines for profit and alvwiry's focus Bhoir ciforts
ertinghy on prindding Figh auality patient came,

s Sncerehy

Mr/,é/w

Dir Keith Ridge
Creef Fharmaceutical Offioer
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Sir David Nicholson letter 9th October 2010

Frarm the Office of the NHS Chief Executive

DH Y Department
of Health

Roown 420
TO Whirafual
Richmona Howse
London SWHA 2NS

MHS Trust CEs
MHS Trust FDs
MHE Trust Chief pharmacisis

cc SHA CEs
Rl ol tesr 9 Cclober 2008

PHARMACEUTICAL PRICE REGULATION SCHEME AND MEDICINES
DISPENSED TO PATIENTS AT HOME = GATEWAY REFERENCE
NUMBER: 10681

Earlier this year, in negofistions with the pharmaceulial industry, he
Department reached agreamant on key components of & new Pharmaceutical
Price Regulation Scheme (PPRS), which should deliver significant savings in
the MHS drugs bll from next year. Howewver, negoliafizns on the dalail
cantinue and | am wriing o seek your help in finalising agreamant and
cnsuring the polential savings are reaksed.

The headline agresmant reached wilh industry in Juné inclided measures
fhal would deliver & saving of 5% in the cosl of drugs sold te the NHS hal
wonld be wrglemented nest pear. In addition, the heading agréesmant slalad
thad a further, ance enly, price cut of 2% would be made in 2000 or 2011 if the
actual rate of giowlh I the droge Bill in primary and secondary care in
England exceede 6.7% in either 2008 (compared to 2007), or in 2008
(companed to 2008), As the NHS branded drugs bill in primary and secondary
carg curmenily stands at £8bn, the savings we would ged if this addilional 2%
were Iriggered are substantial,

Gathering robust informalion on medicines expendibee in secondary cang
{where growih rates are signiicanily higher than in communily care) ks cructal
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From the Gifice of the NHS Chief Excoutive

Qm Department

of Health

to this exerciee. To dabe, we have had good swepport from hospital
pharmacisls in gathering data on secondary care through NHS PASA and a
system known as Phamnax, which collacts data from the 85% of NHS Trust
phanmacy systems that ans able o provide it

Howener, there are gaps In the inforrmation available ihrough Pharmes — mosi
nably infermation on medicines dispensed al home where purchasing
somelimes bypasses phamacy information systerns. Many MHS Trusts have
developed comprehensive phadmacy informalion systems incdluding homacarn
data, bul coverage is palchy across the country,

HHS PASA afe writing 1o hospital phafmacies leoking fof any furlher data on
expenditure on medicines nol entered ino hospital pharmacy systems, most
kkely those that are dispensed in a home seiling. They will not be looking for
you 1o dupbcate infrmabon already available through Pharmas or other
syslems. The aim e 1o idenldy whether thene is additional information trusts
may have which would Support us in devaloping a comgeahansive information
2ei on (he lotal drugs bl in 2007, 2008 and 20049,

| am writing lo seek your suppedt in identifying any redevant information you
may be able to provide NHS PASA when they contact your Trust. This will be
cruclal in determining whether or nol an additional 2% price cuf is triggered for
the NHS as a whole in 2010 or 2011,

H wou require any further information on this Bsue, please contact Howan

Stokoe (howard ok G nbs uk) or Cheis Theaker (chris, (heakoniipen, nhsak
} or ring MHS PASA on 0118 080 8850,

Monitar are wiiting in the same terms o NHS Foundation Trusts.

DAVID NICHOLEON

NHE Chief Executive
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management

Reference and LTH practice
= Financial governance (1)

= Chnical govemance (1)

*  Dperabonal eficiency (1)

I
Medicines Managemest & Phanmacy Services

Homecare Medicines Review Group
The Leeds model

« Background to LTH and homecare medicines

+ The Homecare Medicines Review Group's Terms of

*  Collaboraion on homecare medicines procurement (2)
*  Homecare medicnes and data management (T)

(Epures n brackels refer o the Terms of Reference document)

The Lesedls Teaching Hospitals NHS|
W ol

e r

Medicines Managqemeni & PRanmacy Senvices

Leeds Teaching Hospitals NHS Trust

* Owver 3,000 inpatient beds

* 5 hospital sites across the
city

= Pahents from Leads,
Yorkshire & Humber and
further afield

* Many tertiary specialties

= Good working relationship
with commissioners on
medicines

The Leseds Teaching Hospitals NHS|
W ol
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Leeds Teaching Hospitals NHS Trust -
Homecare medicines facts and figures

* Firsthomecare patient in 1981
{parenteral nutrition)

# 3 500 patients on homecare
medicmes senices (2009M10)

* ~30 different homecare
therapies

* Total spend on homecare
medicines and services £30M
(200910)

* Total pharmacy homecans
adminigtration costs estmated
at £50 per patient per year

Medicines Managemeat & Phanmacy Services The Leeds Teathing Hospitals EEE

B Tl

1. Financial governance

There are different and specific areas of homecare
medicines management that relate to financial
governance:

a) Procurement

b) Audit requirements relating to orders, invoices
and payment

¢) Reporting and monitoning medicines spend

Medicines Managemeat & Phanmacy Services The Leeds Teathing Hospitals EEE

B Tl
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Medicines Managemeat & Phanmacy Services

1. Financial governance: (a) Procurement

There are 2 types of homecare medicines sernvice:

* MHS lead

= Pharmaceutical ndustry lead
LTH tenders for all NHS homecare medicines services contracts
LTH tenders for the medwnes that are provided through
pharmaceutical ndustry conbracted homecare services (the contracl
for the homecarne senvice is between the pharma company and the
hamecare company)
LTH iz a member of the Yarkshire & Humber MHS Pharmaceutcalk
Purchasing Consortia — owr sirategy is fo move NHS homecare
medicnes service contracng from Trust to Consoriia level
EU regulations are complied where applicable

Trust Standing Financial Orders and Instructions are complied with

L st ]

1. Financial governance: (b) Audit requirements
relating to orders, invoices and payment

Homecan: medicnes ane prescrbed
Prescriptions are vabdated oy a hospral phasmacet
Prescripions ane recehed by MMES
Grders for the homecars campany are created on the MMPS IT syster (JAC)
Crdersand prescrpbons are Fanstered 1o the homecars sppier

bedicines ane delvered o the homecane pd_iurl..\d'leru receipt of delbsery is ken

Homeoare suppler sends prood of delivery pﬁ.ulr;lnbu fio e BAMPS homecanre admin fzam

Froscriphon, oegns, Ineds and I"I'WT':‘HMW’-I:' chacked againsg eath oinar lor malching

Medicines Managemeat & Phanmacy Services

Involces are cleared lor prymant

L st ]
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1. Financial governance: (c) Reporting and
monitoring medicines spend

= All (bar nnaj homecare medicines are managed using the Pharmacy
IT system (JAC)

= Structures have been putm place that have developed a strong
working relaionship betwesn Medicines Management & Pharmacy
Sennces (MMPS) and Finance

* There 5 a Medicines Finance O bonal Group that meets bi -
monthly, chaired by the Clinical Director MMP'S or the Director of
Financal Management

= Spend on homecare medicines services B reported monthly and
monitered on an on -going basis

= An annual report on hom ecare medicines management is produced
by the pharmacy procurement team and tabled at the above meeating

= [Directorate accountants werk closely with pharmacists working in
clinical specialies o investigate unusual increases or decreases in
spend on an on -gong basis

Medicines Managemeat & Phanmacy Sevices The Leeds Teaching Hospitals EEE

N Tund

2. Clinical govermance

= “Dutofste s NOT out of mind®)
* Policies and Procedures
= Performance management frameworks
*  Qualty Assurance of he homecare supplers
= Qualty Assurance of unlicensed homecare medicines (eg. HPN)
=  Patent sunseys
= Risk assessment of newly proposed homecare schemes
= Examples include;
o Incident reportng
o Complainks management
0 “Being Open”
o Chnical pofcies, procedures and guidelines (eg. medical device
maintenance, cara of central venous catheters, extravasation of
chematherapy)

o National Patient Safety Alerts

Medicines Managemeat & Phanmacy Sevices The Leeds Teaching Hospitals EEE

N Tund
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Medicines Managemes] & Phanmacy Services

3. Operational efficiency

Management of homecare medicines is the responsibilty of the
Phamacy Procurement Manager

Leeds has developed experizse in using the MMPS IT system (JAC)
to help manage homecare medicines and sendices

As homecare medicines services have grown, there has been
resource putin place to help manage the services (eg. homecane
invoize administrators, Speciakst Technician in Homecare
Medicines Management

Leeds MMPS homesare administration eosts have been calculated
at £50 per homecare patient per annum (08059)

There is centralisation of homecare medicines invoice clearance at
one hospial site (Moor House, home of the procurement team)
The procurement team use their experise o design eperational
efficiency nto the senice specfications when tendering for
homecare medicings senvices (gg. puttng the onus on the
homecare suppler o submil spend and patient data, follow incident
reportng procedures, etc.)

M Tl

Medicines Managemes] & Phanmacy Services

4. Collaboration on homecare medicines
procurement

The Yorkshire & Humber NHS Pharmaceuticals Purchasing

Congorta has a strategy lo move from Trust o Congsortia level

homecare medicines sefvice contracts

Collaboration B currently with the 15 acute Trusts and one primary

care providar arganisation that make up the membershp of the

Consortia

As with al medicines procurements, mulkdisciplinary cinical project

ﬂpﬁ'wppwl the tender process from idea io implementation and
an

Many homecara senice contracts have already been endered at
Consortia level (ag. EPO, methotrexate, outpabent medicines)

Many are planned to be tendered at Consorfia level (eg. IV
anhbotcsfantfungals, parenteral nutntion)

Leeds and the Consortia aim 1o support natonal homecans
medicines procurement through membership of the Mational
Erﬂnl:laca reé Medicmes Commitiee and close collaboration with NHS

M Tl
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5. Homecare medicines and data management

* Keyto success is use of the Phammacy IT system to
manage homecare medicines and sernvices

* All but 1 of the 30+ homecare medicine senices at
Leeds are managed through the MMPS IT system (JAC)

* This leads to good data being readily available for the
majority of homecare medicines sernvices - the ability to
indentify spend in each clinical area and for the Trust as
a whole

* There are still some therapies that we haven't yet got
complete control of data (eg. HWV medicines homecare -
we can see spend but not drug -level detail)

Medicines Nanagemest & Phanmacy Services % Thi Liseds Teaching Hospitals EEE
N Tl

Homecare medicines management issues

* Waste?

» Administrative burden

* Manual prescribing and validation

* Ordering/invoicing not completely electronic
* No agreed sharing of non -tanff savings

* LTH responsibility for quality

Medicines Nanagemest & Phanmacy Services % Thi Liseds Teaching Hospitals EEE
NH Tl
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Summary — characteristics of the LTH
approach to homecare medicines management

# Clinical Direcior MMPS - * Wisibibty of homecare
leadership, accountability medicines — all aspects, all

* Ralationships between MMPS levels
and Finance at all levals * Procurament — LTH and Y&H

* Procurement Manager — Consortia
leadership, operaSonal * Procurament — EU regulaBions,
implementation, performance Trust SFls

* Procurement team - resowrce, performance management
expertise, centralisation, framework and pabent surveys
efficiencies * Prescripiion/Orderinvoice

* MMPSIT system [JAC) - pracess — best practice
working around emitations o

make it work for our needs

Medicines Managemesi & Phanmacy Services Thie Leseds Teaching Hospitals m

Lo

summary: the QIFP agenda and homecare
medicines management

Cuality Innovation
*Prescibing and vabdation of *Proactive scanning for homecars
homecamn medicines prescriptions opportunities
=Conbracting for homecans medicines =Colaboration acnss Yorkshire
BArvVicas and the Hurmber
*Performance management of

homecans suppliem
*|ncidant raporing
= Patient irmohement

Frevention Productivity
*Hospital admissions *Centralisation of phamacy
*Hespital cutpatient attendances homecare adrministration serdoes
*Learning from incident repading and *Best practice approach to the
patient sUMvEys homecane patient pathveay
Medicines Managemest & Fharmacy Services The Leeds Teaching Hospitals [TTE3

Lo
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Appendix M
Medicines And clinical services dispensed to
patients at home

Commissioning for Quality Assurance
Executive Summary

There has been considerable growth in the use of homecare companies to provide medicines to patients
direct to their homes. This development has evolved over a relatively short timescale and has meant that
order/invoice processing, tendering and formal contracting and monitoring of these services is widely
variable. The scale of this activity is of national concern (approximately £800M nationally) and the wide and
varied arrangements for order/invoice processing do not support data capture that would allow meaningful
comparisons to be made between health economies.

Commissioners require an assurance that such service provision is associated with good governance from
both a clinical and financial perspective.

Greater control of this activity can be achieved if all order/invoice processing for use of homecare companies
to provide medicines to patients direct to their homes is brought in house into trust pharmacy departments.
However this has resource implications for trusts which are difficult to determine and variable according to
patients and their treatment needs.

Analysis of provider Trust pharmacy activity associated with use of homecare companies to provide medicines
to patients direct to their homes based on work at Leeds Teaching Hospital NHS Trust cost is approximately
£50.00 per patient per year this includes key performance indicators and key governance issues relating to
contract and performance management. Provider Trusts in the West Midlands analysis represented a cost
£27.50 per patient per year but did not include full contract management and governance.

This paper offers support to PCTs when commissioning homecare company provision of medicines to
patients at home and identifies key recommendations and issue for consideration of this rapidly growing
service and market.

1. Background and Introduction

1.1 A medicine homecare service can be described as one that delivers ongoing medicine suppliers and
where necessary associated care, initiated by a hospital prescriber, direct to a patients’ home with
their consent.

1.2 The purpose of the service is to improve patient care and choice for their clinical treatments. Patients
that are typically on homecare are those with chronic diseases and stable treatment regimens that do
not require acute care input.

1.3 Currently, most homecare is initiated by Hospital Trusts which normally administer medicines
to patients within their own hospital environment. However, on some occasions the supply and
administration of medicines is better provided directly to the patient in their own home.
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1.4 There has been considerable growth in the use of homecare companies to provide medicines and
services to patients direct to their homes. Whilst there are many benefits to this (see later) this activity
has grown from a relatively small number of patients (a few cystic and home HPN patients) to a large
number of patients with a wide range of clinical conditions and needs (HIV, rheumatology, renal,
haematology, endocrine disorders, antibiotics, neurology, oncology, osteoporosis etc).

1.5  This development has evolved over a relatively short timescale and has meant that order/invoice
processing, contracting and monitoring of these services is widely variable. Where hospital pharmacy
departments are involved in the process this is further confounded by the variety of pharmacy
computer systems used between hospitals.

1.6 The scale of this activity is of national concern, the number of patients receiving their medicines via
the homecare route is estimated at 120,000 (approximately £800M nationally). These figures are
expected to increase substantially as clinical services follow the vision of building on the strengThe
of pharmacy, using their capacity and capability to deliver further improvements in pharmaceutical
services over the coming years as part of an overall strategy to ensure safe, effective, fairer and more
personalised patient care. !

1.7  Alarge number of branded medicines are now also being supplied to patients and the related activity
is not captured through existing systems. In respect of this, and to support developments in the
Pharmaceutical Price Regulation Scheme (PPRS), the NHS Chief Executive has written to all NHS
Trusts and NHS Foundation Trusts (Gateway Ref No 10681) to seek support for the capture of this
activity via the Pharmex database or the Prescription Pricing Division’s prescription Cost Analysis (PCA)
system).

1.8  No PbR tariff exists for medicines provided by homecare companies, and commissioners are generally
excluded from arrangements for these services where they often feel they are just presented with the
associated invoice.

1.9  The wide and varied arrangements for order/invoice processing do not support data capture that
would allow meaningful comparisons to be made between health economies. Such comparison is
valuable as a clinical governance tool and since many products supplied to patients via home care
companies are high cost, this is also a financial governance issue.

1.10 Region wide contracting will help reduce costs paid to homecare companies but is unable to
provide necessary and meaningful benchmarking data to make activity comparisons between health

economies.

1.11  Many of the above issues can be addressed or supported if all homecare order and invoice processes
are brought in house into hospital pharmacy departments.

":Department of Health, publications — pharmacy in England; building on strengths — delivering the future
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2.1

2.2

2.3

2.4

2.5

2.6

2.7

3.1

3.2

Medicines supply via homecare companies often bypasses the normal procurement and distribution
structure. The lack of pharmacy involvement in areas of homecare where pharmaceuticals are used is
not a tenable position.

Benefits of Homecare Service

There are many benefits in using homecare, key among which is that for many patients it would be
necessary to make visits to hospital solely to receive periodic treatment or prescriptions. Homecare
services avoids this need, thereby also freeing both patient and hospital time. This may also benefit
commissioners in terms of PbR tariff patient attendance fee.

Homecare provision is consistent with NHS patient choice agenda.

Where appropriate homecare services can be commissioned with nursing support to ensure seamless
delivery of care without creating any burden to community services.

Where patients are receiving a range of home medicines, homecare may offer the opportunity of
providing all medications through a single provider.

Provision of medicines direct to patients via homecare is VAT exempt and this saving funds the service
provision or reduces costs.

Given that homecare services are for individual patients it should be possible to accrue additional
benefit e.g. in tracking of patient activity. This has not proven to be the case and the reasons for this
are unclear but believed to lie in the variability of order/invoice arrangements that exist.

Homecare offers the opportunity of providing high quality, cost-effective and accessible care to
specific patient groups.

Current order/invoice arrangements

Homecare companies currently receive orders via a number of routes

e on a company proforma direct from a clinician without input from pharmacy or other NHS
procurement organisation

e on acompany proforma direct from a clinician with an associated order from pharmacy or other
NHS procurement organisation

® via a FP10(HP)

Invoices may be sent from the homecare company direct to:

e the patient’s PCT

e the hospital pharmacy department who verify and pass for payment by the hospital finance
department who may then invoice the PCT depending on local contract arrangements

¢ the hospital finance department who verify and invoice the PCT
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3.3

34

4.1

4.2

5.1

5.2

5.3

The variety of the above arrangements offers scope for error. Consistency would eliminate this
potential.

Current arrangements outside of pharmacy departments do not allow for clinical checks to ensure
compliance with NICE, or other local formulary agreements. Such arrangements may also circumvent
the requirement to ensure individual patient funding is in place, prior to orders being placed.

Commissioner perspective

PCTs need an assurance that:

e Patients for whom they are invoiced are their patients (this may necessitate a Patient/GP
identifier)

e Treatment provided is in accordance with NICE or other locally agreed guidance

e the goods invoiced for have been received

e Value for money is being obtained — formal tender and contracting process is undertaken and
performance measurers introduced

e The service provided by the appointed contractor is monitored regularly and thoroughly

e costs incurred are consistent with commissioning policies

e There is an opportunity for independent patient level audit and benchmarking of activity

e Usage of high-cost drugs outside of PbR is consistent with other health economies.

Continuation of the current arrangement which doesn’t facilitate or allow for robust interrogation
and verification of activity is not sustainable.

Hospital pharmacy order/invoice processing of all medicines related homecare activity

Transfer of order invoice processing of high tech medicines provision to hospital pharmacy departments
is consistent with previous NHS strategy to improve medicines management e.g. EL(95)5

The above issues can be addressed if all homecare activity is managed by the hospital trust responsible
for the associated episode of the patient’s care. Management of such orders and invoices will need to
include:

® The processing of all orders to a homecare company for medicines and associated consumables
and ancillary devices to be delivered to a patients home

e The passing and processing of invoices from homecare companies for payment by finance
departments (N.B. whether this is via the hospital finance department or direct to PCT finance
department will be subject to local agreement)

To deliver on the requirements of PCTs and support the PPRS strategy as in the NHS CEO letter
above all pharmacy orders for homecare will need to be logged on individual hospital trust pharmacy
department computer systems to enable:

e Data capture via Pharmex for purposes of PPRS contracting activity

108 | Homecare Medicines — Towards a Vision for the Future





Chapter 7

54

5.5

6.1

6.2

6.3

7.1

7.2

7.3

7.4

7.5

¢ Data capture via IMS for purposes of benchmarking of activity

In addition, it will be necessary for hospital pharmacy departments to maintain a patient database
tracking system for each patient’s individual activity and requirements to support good patient
monitoring and monitoring of homecare provision.

The above requirements significantly add to hospital pharmacy activity and the processes associated
are complex and time consuming (see Appendix 1).

Hospital pharmacy resource needs to support order/invoice processing and patient
monitoring

These are imprecise (see Appendix 1) and are affected by case mix and volume of activity. However,
unless all homecare order/invoice activity is managed by hospital pharmacy departments it is difficult
to see how the requirements of PCTs and the NHS CEO PPRS strategy can be delivered.

In addition, it is possible that efficiencies in the processes can be achieved with experience, economies
of scale and technological development.

In the meantime it is necessary for PCTs to have a guide that can be used in local negotiation. Such
a guide is incorporated in Appendix 2.

Recommendations

PCTs should, through commissioning arrangements, ensure that all order/invoice processes medicines
provided by homecare companies are managed via hospital pharmacy departments, and activity data
captured on hospital pharmacy computer systems.

PCTs to commission homecare activity through their local provider trust and, supported by information
in this paper, provider trusts to enter into negotiation with commissioners around the level of resource
required delivering this activity.

PCTs should regularly review the requirement for or quantity of this resource need in the light of
potential technological or economy of scale efficiency gains, alternative methods of provision or
national consensus.

PCTs should, through commissioning arrangements, specify reports and information needs to provide
assurance in respect of clinical, financial and corporate governance.

PCTs should, through commissioning arrangements, ensure that provider trusts have robust
mechanisms for “gate keeping” of medicines procurement through “homecare” providers, in
accordance with any specific commissioning and funding policies in place.
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8 How do | find out more about homecare services?

8.1  Acute and PCT pharmacy leads are usually best placed to advise on local homecare services in the first
instance. Alternatively you may also wish to contact your regional procurement specialist pharmacist
or Commercial Medicines Unit homecare team:- Details of your regional representative and homecare
team can be found on the Commercial Medicines Unit's website
www.cmu.nhs.uk
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Appendix 1 to Medicines and
Clinical Services dispensed to
patients at home

Hospital Pharmacy based order/invoice processing for medicines
Provided direct to patients’ homes via homecare services

Based on four Trusts in the West Midlands who have experience of placing orders for medicines provided
via a homecare company and receiving invoices (plus authorising for payment) the following key steps in
the process were identified:

Placing an order

1. Consultant completes the homecare company patient registration form and writes a prescription. Both
are sent to the hospital pharmacy department for processing.

2. A pharmacist clinically screens the prescription, confirms that funding is available for each patient’s
treatment and signs the prescription and patient registration form. These forms are then passed to a
pharmacy clerical officer.

3. The Pharmacy clerical officer creates a folder for each individual patient to retain a copy of the completed
Homecare Company patient registration form, prescription and pharmacy department specific form for
tracking details of orders placed and stock supplied (Generic patient registration form can be found at
www.cmu.nhs.uk/homecare/Pages/lhomecareguidance.aspx).

4. Each patient is separately identified and entered on the pharmacy computerised order system as an
“order”. N.B. This will vary depending upon the pharmacy computer system software.

5. Each medicine supplied to a patient has to be set up on the pharmacy computer system as a homecare
“issue” and include a data set field for all associated components e.g. consumables, delivery, nurse ,
equipment and training attendance/administration, other co medicines that may be required/used

6. Via the pharmacy computer system, the pharmacy generates a purchase order for the quantity of
drug specified on the prescription received (usually three monThe supply). N.B. For home TPN this is
more complex since the prescription details will vary. This necessitates an “open” order to cover goods
supplied — see paragraph 2 on the next section titled “Invoice receipt”

7. A copy of the purchase order (with the copy of the prescription and patient registration form as in 3
above) is retained in the patient folder created in 3 above.

8. Originals of the purchase order, prescription and homecare company patient registration form are faxed,
and then posted, to the homecare company service provider.
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Invoice receipt

1. Invoices are sent to the pharmacy placing the order along with delivery notes (one delivery note for each
attendance/delivery to a patient’s home) detailing the quantity of goods or the services supplied. Evidence of
goods receipt is by either patient, relative or carer signature on the delivery note.

2. Details from the delivery notes are then “received” onto the pharmacy computer system and “issued” (booked
out) to a patient or defined cost centre whilst taking care to ensure the “goods” received match the order
placed. Where necessary this may be checked, against the pharmacy Patient Medicine Record or other locally
maintained database for homecare patients when discrepancies arise. There is a need to ensure an internal
pharmacy monitoring system is in place for outstanding orders/deliveries. N.B. For home TPN this is additional
complexity since prescription details may vary in month. For each invoicing period (usually one month) delivery
notes and invoices forwarded to pharmacy require checking of each individual supply to a patient. The pharmacy
generates an order on the computer system for each supply where there is prescription variation.

3. Itis important to check at this point that stock received and booked out results on stock “held” as zero. This
ensures that deliveries and issues have matched.

4. The invoice received can be reconciled onto the pharmacy computer order system and authorised for payment
by the appropriate (hospital or PCT as locally agreed) finance department.

N.B. Local Standing Financial Instructions require that the order/invoice trail is auditable and this normally requires
the staff involved in the process to be different at key steps i.e. the person placing the order is different to the
person receiving the order who is different to the person passing the order for payment.

Other issues

1. Each homecare company sends a monthly patient activity report to the hospital pharmacy department. This is
checked in pharmacy to validate by matching the information against invoices received and individual patient
records. When confirmed the report is sent to the appropriate (hospital or PCT as locally agreed) finance
department who then check to ensure the appropriate PCT has been invoiced.

2. Patient’s condition/disease progression changes necessitating changes in treatment regime, often at short
notice.

3. Patients are sometimes admitted as inpatients and on such occasion their homecare provided product may
or may not be used and there may or may not have been time to cancel/postpone deliveries. In addition the
patient may not be admitted to the hospital that maintains their homecare order and in some instances the
drugs that would normally have been provided via homecare are provided via the hospital pharmacy.

N.B. Monthly validation of activity reports from homecare companies is always in arrears of the activity undertaken
and not always co-terminus with the orders placed or invoices received.
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Appendix 2 to Medicines and
Clinical Services dispensed to
patients at home

Resource implications of bringing into hospital pharmacy departments all order and invoice
processing for medicines and associated services provided via homecare companies

Whilst Appendix 1 sets out the steps involved and some key issues in relation to order and invoice processing
for medicines and associated services provided via a homecare company, quantifying the associated resource
need to deliver this is imprecise. This is further confounded by:

the nature of the patients (complexity of individual monitoring required according to their illness)

the medicines they receive (complexity of medicines e.g. TPN, HIV, anti TNF alpha)

e provision of associated consumables (syringes, giving sets, refrigerators etc), administration (e.g. patient
training, nurse administration

¢ patient management/monitoring by homecare nurse) and frequency of service provided (e.g. number of

product “drops”, number of nurse attendances needed)

To this list could be added hospital pharmacy department issues such as new patient set up, differing
computer systems, specialisation, economies of scale etc.

Therefore to determine the resource needs one of the four trusts involved in developing this paper undertook
a “time and motion” study of steps in the process for order/invoice processing using a sample size of 200
patients over one month. The results were discussed with other members of the group and agreement
reached as follows:
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Time Staff aroup ba Annual Cost (based on
Key step e band? a p:)) y mid point of 2009/10
pay p scale plus 30%)*
Raise purchase order 116 3 (pt 10) 258
Sign purchase order 21 8a (pt 37) 116
Photocopy/fax/post prescription and order 225 2 (pt 6) 442
Check delivery note and invoice 270 2 (pt 6) 530
Receive goods 73 3 (pt 10) 162
Issue goods 335 2 (pt 6) 658
Reconcile invoice 400 2 (pt 6) 785
Invoice check/authorisation 60 8a (pt 37) 330
Filing paperwork to individual patient 540 2 (pt 6) 1,060
folders
Statement check against invoices reconciled | 240 5 (pt 21) 745
Collating information for finance 70 5 (pt 21) 217
departments (end of month data set)
Problem solving/trouble shooting 135 3 (pt 10) 300
Total 5,510 per 200 patients
i.e. approximately £27.50
per patient per year**
N. B. To set up the system for a new patient takes approximately 15 minutes of a band 5 technician as a
one off cost per patient.

*Mid point of the pay scale is used to eliminate variation in scale progression and an on cost of 30% is used
to reflect employer on costs, and staff absence/cover etc. It should be noted that use of mid point and on
cost figure may vary slightly between hospitals

**|t is important to note that the above costs and activities relates solely to order/invoice processing and
a number of additional important and necessary functions related to contract management for homecare
service provision has not been identified in the above, however, Leeds have worked on these costing and
it calculates to approximately £50.00 per patient, when key performance indicators and key governance
issues relating to contract management are included. these functions have not yet been taken on board The
National Homecare Medicines Committee facilitated and managed by CMU have begun work to identify
those functions that need to be fulfilled if homecare contracts are to be properly managed and these are
seen as key contracting governance issues, they include:

e Contract negotiation

e Contract tender specification set up (this will necessitate local clinical engagement and clarification/
negotiation regarding their role) *

e Pre-tender meetings with potential suppliers

e Contract adjudication *
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e Post contract monitoring and service review meetings with homecare company providers

e QA of service from homecare provider

e |dentification of and measurement against key performance indicators for homecare company providers
i.e. to monitor performance/accuracy of provider (currently the only check is the invoice reconciled in
Pharmacy against delivery note!)*

e Liaison with finance departments

¢ Finance department costs associated with ledger maintenance for patients and re-charge to individual
PCTS

e Provision of patient reports to PCTs

e Patient surveys

*Sample documents can be found at:
http:/lcmu.dh.gov.uk/lhomecare/ or email liz.payne@cmu.nhs.uk for further information

It is clear that the above components of contracting need to be taken into account and will necessitate local
trust involvement. We should look to the National Homecare Medicines Committee for guidance in respect
of this. In addition some products may lend themselves to national contracting whilst others may be on an
SHA or local basis.

However, work reported from Leeds at a recent National Medicines and Homecare Symposium demonstrated
that pharmacy establishment costs associated with homecare company contract management and order/
invoice processing was approximately £50 per patient (see Pharmaceutical Journal February 28th 2009
p 230).
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Appendix N

How do Trusts select which product(s), service and supplier to
support their homecare services?

Current NHS Position
There are two types of decisions that trust staff needs to make:

1. Which homecare provider should be used?
2. Which product(s) and service should be subjected to homecare provision?

(1) How are Homecare providers approved?

Homecare providers are often selected based upon the reputation of the homecare supplier or from a limited
choice provided by a Pharma company who offers their product homecare service free of charge. Homecare
companies historically provide a range of different services which may differ at various times, depending
upon the quality and number of staff allocated to the specific service. Pharma companies often select their
own preferred homecare provider, which could be based upon a wide variety of factors, particularly cost. It
is inherently difficult for a trust then to select a homecare provider based upon their performance. Until this
process changes, price seems to be the dominant factor through an appropriate OJEU tendering process or
simply to agree to a Pharma company’s selection because it is provided at no cost.

In order to provide a homecare service, each homecare provider will need to ensure that they have the various
legal and other frameworks in place e.g. MHRA, GPhC, CQC. These core standards are needed before the
organisation can operate a homecare service. There are other types of nationally recognised quality standards
which can demonstrate high performance and that can be obtained e.g. ISO 9000. Many homecare providers
have these additional standards, or are in the process of gaining them.

Also, each homecare provider will have undergone an inspection from a Regional Quality Control and NHS
Procurement Pharmacist. Unfortunately resources for extending these audits are currently limited. Plans are
beginning to be considered for a homecare provider self-audit process to supplement these arrangements.

There are inherent difficulties in monitoring a company’s homecare performance, especially as by definition,
the service is not provided on site. A set of KPI's is being developed by the NHMC to try and provide further
useful data on provider performance. However, this data is being collected and viewed at local level only.
Other methods used, including patient satisfaction surveys, can assist the process may not be robust enough
to reveal sufficient detailed information for the purposes of establishing supplier preference. In the future,
the development of a process of aggregating KPI data and the use of ‘track and trace’ systems may provide
enhanced analysis and a greater understanding of service performance.

(2) Which products and services should be subjected to homecare services?

The process by which trusts select products and types of homecare service they wish to provide is variable.
Decisions are often based upon local interest, knowledge and capability. Development of a homecare service is
therefore often seen as being provided in an ad hoc manner, rather than being planned in a strategic fashion.
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A list of known products which are being provided by homecare suppliers has been produced by the NHMC
based upon local feedback from a small number of users. The list which is not exhaustive, does not describe
the type of service in detail or the value of the service in financial or clinical benefit.

There is no national view on how a medicine homecare service should be approved. Local healthcare
organisations have different methods of approving a service, if any at all. In most cases it is the role of the
DTC to agree the service. If the approval process is weak then trusts may implement home care services which
are poorly designed, have weak contractual relationships, financial systems and may contain unnecessary
potential clinical risks.

Many current homecare services that are being offered are low in clinical support and are predominantly
supply focussed. There are visible signs that this trend is changing. Trusts due to pressure on their budgets are
now looking to rationalise their clinical offerings and provide more clinically oriented services in the patient’s
home. The current fairly limited control of the product distribution and service specification may not be
appropriate for future purposes.

Approval process for products and services

The development of more clinical homecare services requires further managed control systems. For example,
the minimum benefits of each Homecare product/service should be ascertained and recorded from a local,
regional and national perspective to ensure that the NHS only offers the service for legitimate reasons.

A structured process which would include using a nationally agreed documentation would ensure that a
common high standard of governance would be in place locally. This documentation would incorporate
the specification work from the NHMC, plus include additional product and service specific information.
Agreement or approval by the NHS would need to take place at national level before such a homecare
services could be provided.

Such a national approval or kite mark process should be developed for each homecare service prior to local
implementation, broadly similar to current PASLU schemes in operation. The approval/kit mark process would
involve a multi-disciplinary team of NHS experts who would consider the appropriateness of any proposed
documentation and system. The purpose of such an approval process would be to ensure that there would be
a common high standard of service design. The review of such a service would take into account the financial,
pharmaceutical and clinical governance elements of the scheme. Close collaboration with regulatory and
other agencies will be the key to this success e.g. MHRA, CQC, NHMC, Monitor.

Also, a simple recording system of all home care services that are implemented locally by individual trusts
should be recorded, preferably on a web-based system. This will ensure that only approved homecare services
that have been authorised are being provided. The data could be of additional benefit by providing more
information on development of the homecare market so that any change can be established and considered
at strategic and policy level.

Allan Karr
March 2011
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Chapter 8

Name Acronym | Description

Acute services Medical and surgical interventions usually provided
in hospital. Specific care for diseases or illnesses that
progress quickly, feature severe symptoms and have a
brief duration.

Association of the British ABPI The Association of the British Pharmaceutical Industry
Pharmaceutical Industry (ABPI) has 150 members including the large majority of
the research-based pharmaceutical companies operating
in the UK, both large and small. Member companies
research, develop, manufacture and supply more than
80 per cent of the medicines prescribed through the
National Health Service (NHS).

Ascribe Ascribe provides a range of IT solutions to Primary and
Secondary Care Pharmacies. These solutions focus upon
delivering improved healthcare to patients, and are
scalable, allowing single unit/site installations to Trust
wide roll-outs. They are one of around 8 companies
which provide a stock control pharmacy system as well
as medicines management and ePrescribing within the

hospital setting. See www.ascribe.com.

British Generic Manufacturing BGMA The British Generic Manufacturers Association (BGMA)
Association represents the interests of UK-based manufacturers

and suppliers of generic medicines and promotes the
development and understanding of the generic medicines
industry in the United Kingdom.

Board of Commissioners BOC Route for PCT to gain agreement jointly.
Benefits Tracking Tool BTT BTT data warehouse and integrated reporting tool.
Care Quality Commission cQcC Regulate care provided by the NHS, local authorities,

private companies and voluntary organisations. They aim
to make sure better care is provided for everyone - in
hospitals, care homes and people’s own homes. They also
seek to protect the interests of people whose rights are
restricted under the Mental Health Act.

Chief Executive Officer CEO

Combined Panel Review panel consisted of Mark Hackett, as Chair,
Steering group and Working group.

Commercial Medicines Unit CcMU CMU work to ensure that the NHS in England makes the

most effective use of its resources by getting the best
possible value for money when purchasing goods and
services. CMU enhance and safeguard the health of the
public by ensuring that medicines and medical devices
work and are acceptably safe. No product is risk-free.
Underpinning all our work lie robust and fact-based
judgements to ensure that the benefits to patients and
the public justify the risks.
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Commissioning for Quality and CQUIN The Commissioning for Quality and Innovation (CQUIN)

Innovation payment framework enables commissioners to reward
excellence by linking a proportion of providers’ income to
the achievement of local quality improvement goals.

Department of Health DH

District Health Authorities DHA's

Drug and Therapeutics DTC

Committee

Electronic Prescribing Analysis e-PACT A service for pharmaceutical and prescribing advisors,

and Cost which allows real time on-line analysis of the previous
sixty monThe prescribing data, held on NHS Prescription
Services' Prescribing Database

Family Health Service Authority FHSA's

General Practitioner GP

General Medical Services GMS

General Pharmaceutical Council GPhC The General Pharmaceutical Council is the regulator
for pharmacists, pharmacy technicians and pharmacy
premises in Great Britain.

Healthcare Resource Groups HRG's

Home Parenteral Nutrition HRG's

Home Parenteral Nutrition HPN

High Cost Drugs HCD

JAC JAC provides a single integrated solution along with
associated services and third-party interfaces. They are
one of around 8 companies which provide a stock control
pharmacy system, as well as medicines management and
ePrescribing within the hospital setting. See
www.jac-pharmacy.co.uk.

Key performance indicators KPI'S Key Performance Indicators are quantifiable

measurements, agreed to beforehand, that reflect the
critical success factors of an organisation.

Manufacturer derived scheme

Process by where the manufacturers of the product
works with a homecare provider to ensure their product/s
are delivered to a patient at home. The NHS has no
relationship or involvement with this arrangement other
than paying for the product and service which is bundled
together.
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Manufacturers Licence

ML

Process by where the manufacturers of the product
works with a homecare provider to ensure their product/s
are delivered to a patient at home. The NHS has no
relationship or involvement with this arrangement other
than paying for the product and service which is bundled
together.

Medicines and Healthcare
products Regulatory Agency

MHRA

An executive agency of the Department of Health.
Enhance and safeguard the health of the public by
ensuring that medicines and medical devices work and
are acceptably safe. No product is risk-free. Underpinning
all the work lie robust and fact-based judgements to
ensure that the benefits to patients and the public justify
the risks.

Monitor

Monitor authorises and regulates NHS foundation trusts
and supports their development, ensuring they are well-
governed and financially robust.

Multi-disciplinary team

Collaborative efforts of professionals from different
disciplines toward a common goal. Can be made up
of Consultant’s, Clinician’s, Nurses, Pharmacists and
Healthcare Workers.

National Clinical Homecare
Association

NCHA

Represents and promotes the interests of industries
whose business is substantially to provide medical
supplies and/or clinical services directly to patients in the
community within an appropriate quality framework.
Provide a forum for lobbying on issues that affect
homecare. Set and debate policy decisions with the
National Homecare Medicine Supply Committee and
other relevant government bodies.

National Health Service

NHS

National Health Service Quality
Assurance Staff

NHS QA
staff

Facilitated and managed by Commercial Medicine Unit.
NHMC formed to develop appropriate systems, policies
and procedures in order to assist service users, service
providers and patients.

National Patient Safety Agency

NPSA

Lead and contribute to improved, safe patient care by
informing, supporting and influencing organisations and
people working in the health sector.

An Arm'’s Length Body of the Department of Health and
through three divisions covers the UK health service.

National Pharmaceutical Supply
Group

NPSG

Provides advice to Chief Executive, CMU, concerning

the cost effective purchasing and distribution of
pharmaceutical products to the NHS in England. Acts as

a focal point for the NHS for pharmaceutical issues of

a national nature and provide pharmaceutical advice
accordingly. Acts as a link between pharmacists and CMU
at national level. Advises the Department of Health and
pharmaceutical industry on significant commercial matters.

Homecare Medicines — Towards a Vision for the Future | 123





Glossary of Terms

Name Acronym | Description

National Institute for Health and | NICE NICE is an independent organisation responsible for

Clinical Excellence providing national guidance on promoting good health
and preventing and treating ill health.

National Reporting and Learning | NRLS National safety reporting system. Receive confidential

Service reports of patient safety incidents from healthcare staff
across England and Wales. Clinicians and safety experts
analyse these reports to identify common risks to patients
and opportunities to improve patient safety.

Official Journal of the European | OJEU The Official Journal of the European Union is the central

Union database for European public sector tender notices.

Payment by Results PbR

Primary Care Trust PCT Community patient care.

Pharmaceutical Price Regulation | PPRS A British mechanism for determining the prices the NHS

Scheme pays for brand name drugs.

Pharmaceutical Market Support PMSG Committee of pharmacists from England, Wales,

Group Northern Ireland and Scotland. A representative
from each purchasing group or division makes up the
English representation. Provide strategic advice to the
pharmaceutical industry and contracting groups. The
PMSG use market intelligence including Phate analyses
and licence and patent information.

Pharmex A medicines database which electronically collates
pharmaceutical purchasing data of NHS hospital trusts
in England. The system supports the management and
tendering process for pharmaceutical contracts and helps
provide a comprehensive overview of medicines usage in
secondary care.

In addition to its original objectives, the 54 million lines
of data are used in support of DH initiatives such as
monitoring of secondary care expenditure for PPRS and
in providing increased visibility in the management of
pharmaceutical supply issues.

Purchasing Authority Secondary Care Trusts, Primary Care Trusts, Foundation
Trusts, Collaborative Procurement Hubs and
Confederations.

Quality, Innovation, Productivity | QIPP QIPP is a large scale transformational programme for the

and Prevention NHS, involving all NHS staff, clinicians, patients and the
voluntary sector and will improve the quality of care the
NHS delivers whilst making up to £20billion of efficiency
savings by 2014-15, which will be reinvested in frontline
care.

Regional Quality Control Regional

QC
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Serious Untoward Incidents SUl's An SUl is in general terms something out of the ordinary
or unexpected, with the potential to cause serious harm
and/or likely to attract public and media interest that
occurs on NHS premises or in the provision of an NHS or a
commissioned service.

Service Level Agreement SLA A service level agreement (frequently abbreviated as SLA)
is a part of a service contract where the level of service is
formally defined. In practice, the term SLA is sometimes
used to refer to the contracted delivery time (of the
service) or performance.

Strategic Health Authority SHA

Sub-contractor A subcontractor is an individual or in many cases a
business that signs a contract to perform part or all of
the obligations of another’s contract. A subcontractor
is hired by a general contactor (or prime contractor) to
perform a specific takes as part of the overall project.

Value Added Tax VAT

Value for Money VFM
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Foreword

The Royal Pharmaceutical Society is delighted to publish these professional standards for homecare
services. These professional standards provide a broad framework which will support all members of
the pharmacy team involved in homecare services to deliver quality patient care.

In 201 | the Department of Health commissioned the report Homecare Medicines — Towards a Vision
for the Future. The report made a list of recommendations to improve the financial and clinical
governance arrangements for patients receiving medicines via the homecare route. In 2012, the
Department of Health established a steering board chaired by the report's author, Mark Hackett, to
oversee the implementation of the recommendations with a range of work streams including develop-
ment of a framework of standards for homecare medicines.

The Professional Standards for Homecare Services, developed by the Homecare Standards Work-
group, overseen by the Department of Health Homecare Strategy Board, and hosted and published by
the RPS closely reflect the RPS Professional Standards for Hospital Pharmacy Services, and aim to
ensure that patients receive safe, effective care from homecare services.

ZE% B

David Branford FRPharmS
Chair
English Pharmacy Board
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Purpose of the professional standards

One of the roles of a professional body is to develop professional standards that are supportive, enabling and
professionally challenging. These overarching developmental standards give a broad framework which will
support teams providing and commissioning homecare services to improve services continually and to shape
future services and pharmacy roles to deliver quality patient care. Ultimately, these standards will help patients
experience a consistent quality of homecare services, irrespective of homecare provider, that will protect
them from incidents of avoidable harm and help them to get the best outcomes from their medicines.

The development of the professional standards for homecare services has been led by the Homecare
Standards Workgroup, overseen by the Department of Health Homecare Strategy Board, and hosted and
published by the RPS. These professional standards will support ongoing work across homecare services and
enable the continual improvement of homecare services.

Scope of the professional standards

They represent quality pharmacy led services across the full range of homecare services. The standards
underpin patient experience and the safe, effective management of medicines across homecare services. The
standards are designed to be used in addition to relevant legal frameworks and the standards required by
regulators, the NHS Litigation Authority, and, for Controlled Drugs, the Home Office. Regulators include but
are not limited to

General Pharmaceutical Council (GPhC)

Nursing and Midwifery Council (NMC)

General Medical Council (GMC)

Care Quality Commission (CQC)

Medicines and Healthcare Products Regulatory Agency (MHRA)
Information Commissioners Office (ICO)

National Institute for Health and Care Excellence (NICE)
Monitor

VVVYVVYYVYVY

Many homecare medicines are subject to enhanced adverse drug event reporting requirements under the
pharmacovigilance regulations including drug exposure during pregnancy. Some homecare medicines have
specific reporting requirements associated with MHRA and/or NICE approved Patient Access Schemes.





Figure | illustrates where the professional standards sit.

PATIENT
OUTCOMES &

EXPERIENCE

FIGURE | WHERE THE RPS PROFESSIONAL STANDARDS 'SIT*

It is recognised that homecare services involve the whole pharmacy team and wider pharmacy workforce and
therefore these standards apply to all pharmacists and all members of the pharmacy team involved in
homecare services.

These standards will also be useful to other health care professionals who may be involved in the provision of
the homecare services including, but not limited to:

Medical practitioners

Nurses

Physiotherapists, Occupational Therapists, Speech Therapists
Caldicott Guardians

Safeguarding Leads

Child Protection Officers

Senior Information Risk Officers (SIRO) and Information asset owners

VVVYVYYVYY

These standards should be considered as part of a “just culture”, which promotes fairer accountability and a
necessary learning culture. A “just culture” is a culture which is based on fairness and is achieved when
attitudes, behaviours and practices are in accordance with what is fair and right.

Responsibility and accountability

With regard to homecare services the homecare organisation commissioning the homecare service maintains
overall responsibility for the service through a cascade of delegated accountability for actions, ensuring that
within each level there is a pharmacist responsible for homecare and that the definitions of responsibility and
accountability are documented and clearly understood by all parties. The pharmacist with responsibility for
homecare also includes responsibility for other disciplines, as relating to homecare services, working to
support but not provide professional oversight of other healthcare professionals.

Within this document the term “Chief Pharmacist or equivalent” is used to describe the pharmacist with
responsibility for homecare. There should be one pharmacist in each organisation who is responsible for all
homecare services related to medicines and the robust integration of their homecare services with all other





relevant organisations involved in the provision of the homecare service or other elements of the medication
pathway including commissioners, subcontractors and other service providers.

Uses of the professional standards
The professional standards will be used both within the profession and more widely. They will give

e The public and patients — a recognised standard of care that they should expect when they experience
homecare services

e Commissioners or contractors of homecare services — a framework for quality that will help to inform
and support commissioning of or contracting for homecare services

e Pharmacists — a consistent set of standards against which they can be held accountable and use as a
framework to continually develop their professional practice, improve services and innovate in their own
organisations and with partners who deliver homecare services

e  The pharmacy team — a framework of standards that allows them to recognise, develop and deliver the
best possible outcomes for patients from homecare services

Structure of the professional standards

There are ten high level standards. The ten standards are grouped into three domains, as illustrated by Figure | -
The ten standards for homecare services.

Each standard is defined by dimensions and sub-dimensions. For each dimension and sub-dimension, statements
describe what a quality homecare service should deliver.

Definitions

Homecare service - a homecare medicine delivery service can be described as being a service that delivers
ongoing medicine supplies and, where necessary, associated care, initiated by the hospital prescriber, direct to the
patient’s home with their consent. The purpose of the homecare medicines service is to improve patient care and
choice of their clinical treatment.

Medicines pathway — the expected treatment to be provided within the homecare service including diagnosis,
referral, dosage routes and frequencies, routine tests, decision points, treatment end points and interventions and
service options available at the different stages of the medicines pathway.

The medicines pathway should indicate
*  routes of delivery for each stage of the treatment e.g. inpatient, outpatient, homecare, nurse led clinic
*  choices that are available to patients
*  which organisation will provide each element of the treatment and/or service
*  key homecare team members and their responsibilities
*  where the clinical responsibility rests at each stage of the pathway
*  controls in place for hand-over points
*  clinical escalation process to ensure timely decisions with regard to expected treatment

Individual care plan - the medicines pathway defined for a specific individual patient giving chosen options from the
medicines pathway and additional tests, reviews and services to be provided.





Homecare team — multidisciplinary and cross-organisational team involved in the management and delivery of a
homecare service.

Homecare organisation — any organisation providing homecare services e.g. company or legal entity providing
homecare service, pharmaceutical manufacturers, NHS Foundation Trust, Health Board, nursing agency, social
enterprise, NHS England, Clinical Commissioning Group (CCG), other clinical commissioner and equivalents in
devolved nations.

The Chief Pharmacist or equivalent - for the purposes of these standards this term is used to describe the senior
pharmacist responsible for the provision of professional pharmacy services within the homecare organisation for
example the Chief Pharmacist of an NHS Foundation Trust, or the Superintendent Pharmacist in a third party
homecare service provider, or the lead Pharmacist in a commissioning organisation.

Homecare pharmacist is a pharmacist with appropriate competence in provision and administration of homecare
services.

Off label use is where a licensed medicinal product is prescribed, dispensed or administered not in accordance
with the Summary of Product Characteristics.

Unlicensed product is a medicinal product that does not hold a valid licence for supply to the UK market.
c¢GDP — current Good Distribution Practice guidelines issued by MHRA.

cGMP — current Good Manufacturing Practice guidelines issued by MHRA.

Definitions of homecare service types

Homecare services can be divided into low tech, mid tech or high tech. The complexity of services and therefore
the associated competencies required to provide the services increase from low to mid to high tech. The most
complex service type definition applies to the overall service. For example: an individual service defined as mid
tech may include low tech service elements but not vice versa. Elements of complex homecare may be provided
alongside low, mid or high tech homecare services to which this standard refers. Professional standards for
provision of complex homecare are outside the scope of this standard.

Low tech homecare service
Activities include

e self-administration of oral therapy or medicinal products for external use only excluding oral oncology

e products are licensed medicines or uncomplicated medical devices

e product storage conditions are 15-25°C and/or 2 -8°C suitable for storage in the patient’s own fridge

e self-administration of medicines is usually in accordance with the Summary of Product Characteristics,
occasional off-label use

® homecare team members are expected to identify and report obvious misuse of medicines and non-
compliance

Mid tech homecare service
Activities include
® products that are unlicensed medicines
e therapy that requires significant clinical support or diagnostic testing such as blood level monitoring as
part of the homecare service e.g. oral oncology
® patient training and competency assessment relating to self-administration

e self-administration needing basic aseptic technique and standard ancillaries e.g. pre filled syringes





® medications with special storage requirements
e provision of refrigeration equipment

e compliance and/or concordance programmes including specified interventions

High tech homecare service
Activities include

® intravenous infusion

e self-administration needing advanced aseptic technique and / or portable equipment / specialist
ancillaries

® products that are compounded aseptic medicines
® administration by healthcare professional

e clinical decisions taken within approved clinical protocol with escalation of out-of-limit findings to the
clinically responsible person

Complex homecare service
Activities include

e provision of bespoke homecare solutions for individual patients not covered by national standards
® permanent or semi-permanent adaptation of the home environment required as part of the service
® permanent or semi-permanent installation of equipment in the home

e clinical responsibility delegated to a third party

e clinical trials including homecare services





Box I:

Putting the standards into practice

The ten standards are linked, so there may be overlap between the different sections. To ensure that
the standards are used to fully reflect a quality homecare service, we recommend that all ten
standards are reviewed.

The overarching standards are relevant to the breadth of homecare organisations, however, some of
the underpinning dimensions and statements may be more relevant to some services than others.
You should expect to spend some time thinking about how the standards apply to the context of
your service.

Similarly, there may be variation in the evidence used to assure the delivery of the standards, and the
processes used to measure the achievement of the standards, in different organisations.

Use the Homecare Standards Implementation Handbook (currently under development, expected
publication late 2013) to support implementation of these standards in practice.
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Figure | Ten standards for homecare pharmacy services
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STANDARD | PATIENT ENGAGEMENT

Patients (and/or carers) are supported in their decision-making about homecare medicines.

[.] Informed choice

Communication and the involvement of patients and carers is an integral component of effective homecare

services.

1.1
[.1.2

[.1.3

[.1.4

[.1.5

[.1.6

[.1.7

Homecare services provided for NHS patients comply with the NHS Homecare Patient Charter™.
Patients are informed about their medicines pathway including expected outcomes, potential risks and
the role homecare service plays in the medicines pathway.

Criteria for suitability of patient cohorts for homecare services are defined and approved and patients
participate wherever possible in the assessment of their suitability for the homecare service.

Patients and their carers are treated with dignity and respect at all times and patient confidentiality is
maintained by members of the homecare team.

The views of patients and carers are actively sought to inform the development and delivery of
homecare services.

Patients are provided with clear information about how their personal information will be shared with
and between homecare organisations and the homecare service and there is no delivery of a homecare
service without the informed consent of the patient.

Patients understand their responsibilities to comply with their medicines pathway and provisions of their
homecare service and particularly the need to immediately report any adverse clinical events.

|.2 Information about homecare services

Patients (and/or carers) have access to information and support in order to make informed choices and consent to
the use of homecare services.

[.2.1

122

The Chief Pharmacist or equivalent, with support of other members of the homecare team, provides

leadership, systems support and expertise to enable the homecare organisation to:

e Provide patients with information about medicines and their unwanted effects, in a form that they can
understand.

e Give patients the opportunity to discuss medicines with an appropriate healthcare professional.

e Provide patients with information about the benefits and risks of the homecare service in a form they
understand.

e Ensure patients who believe they have received an unsatisfactory or unsafe service, know how to
complain and ensure that each complaint receives a considered response.

e Ensure patients understand how their personal data will be shared and used to provide the homecare
service.

e Ensure patients have given informed consent to receive the homecare service and this consent is
updated if there are significant changes to the service.

e Ensure patients understand their right to withdraw consent to homecare at any time, and understand
how to do this.*

Members of the homecare team support the provision of clear, understandable information about the

homecare service across the organisations.

' Publication expected in 2013





1.2.3

.24

Patients (and/or carers) can ask to see a homecare team member or call a help line to discuss their
homecare service at times which are appropriate to the homecare service.

Patients are given clear information about who to contact for each type of query. All specified patient
contact points are able to signpost the patient to the appropriate contact if they are unable to answer
the query or resolve the issue raised themselves.

*When patients lack capacity, information about homecare is provided to a carer/next of kin to enable them to
contribute to decisions about care following approved local safeguarding procedures.

|.3  Adherence to medicines pathway

Systems are in place to identify patients who may need support adhering to their medicine pathway and/or
individual care plan, or to allow patients to request additional support.

[.3.1

[.3.2

1.3.3

[.3.4

Patients’ motivation and ability to comply with the provisions of the homecare services and to adhere to
their medicines pathway is routinely assessed by healthcare professionals. VWhere difficulties are identified
further specialist input is provided by the homecare team at the earliest available opportunity or in
accordance with the patient’s individual care plan.

Medicines pathways and homecare services are simplified as far as possible and/or appropriate aids,
reminders and charts are made available to support patients.

Patients and/or carers are trained and assessed by a healthcare professional as being competent to self
administer their medication including use of any equipment or ancillaries provided as part of the
homecare service unless suitable alternative arrangements have been made to support delivery of the
medicine pathway to the patient in their home or other appropriate community setting.

Liaison with other healthcare professions or agencies is undertaken where ongoing support or help to
comply with the homecare medicines pathway is needed and multi-disciplinary team care plans put in
place as required.

|.4 Patient needs and responsibilities

Systems are in place to identify cohorts of patients who may be suitable for the homecare service.

[.4.1

1.4.2

4.3

.44

Patients are counseled by an appropriate healthcare professional to ensure they understand their
responsibilities for adhering to the medicine pathway and provisions of the homecare service e.g.
attending clinic appointments; taking required diagnostic tests; being available to receive deliveries and/or
visits as scheduled; following medicines storage instructions; reporting adverse clinical events and
agreeing to reasonable requests from the relevant homecare organisation to ensure continuity of their
treatment if for any reason the normal service cannot be provided.

Patients understand that errors can happen and if they have any concerns about their treatment or the
service, the patient should raise these at the earliest opportunity so that any issues can be resolved
efficiently and treatment continuity and patient safety are maintained.

Systems are in place to ensure that each patient’s suitability for the service is assessed against agreed
criteria under the responsibility of the patients lead clinician.

The Chief Pharmacist or equivalent takes the lead in ensuring the homecare teams have the skills and
experience necessary to make suitability assessments and provide an escalation mechanism for resolution
of issues.

10





STANDARD 2 EPISODE OF CARE

Patients’ medicines requirements are regularly assessed and responded to in order to optimise
outcomes from homecare services.

2.1 On referral to homecare services

Patients have their medicines history and proposed medicines pathway reviewed by a homecare pharmacist and,
where appropriate, a specialist clinical pharmacist to ensure that homecare services are appropriate, and to
optimise patient outcomes from the medicines pathway.

2.1.1

212

2,13

2.14

2.1.5

Patients referred for homecare services have their needs assessed and documented in a referral form
and/or individual care plan which forms part of the patient record. Needs assessments include an
individual risk assessment and identification of risk mitigation measures to be implemented within or
alongside the homecare service.

Clinical assessment includes a check of compliance with the medicines pathway including clinic
attendances and clinical and diagnostic test results.

Patients receive appropriate medicines counselling and are competent to self-administer their medicines
in accordance with the medicines pathway unless other suitable arrangements have been made.
Members of the homecare team have timely access to pharmacy expertise and support from the
homecare pharmacist when needed.

The patient's General Practitioner is provided with appropriate information about their patients including
the medicines pathway, individual care plan and homecare services.

2.2 Ongoing care of homecare patients

Patients who are receiving medicines through a homecare service have continuity of treatment in accordance with
the medicines pathway and their individual care plan.

2.2.1

222

223

224

225

2.2.6

227

Patients have their clinical status and suitability for the homecare service reviewed on a regular basis at
appropriate intervals in accordance with their medicines pathway and/or care plan.

Any changes to dosage, medication or service are planned to ensure continuity of care and maintain
patient safety, whilst minimising medicines wastage and minimising the impact of the change on the
patient.

Systems are in place to receive, record and follow up, in a timely manner, reports of changes in patient
circumstances which may impact on their suitability for the homecare service.

Communications processes are in place to ensure all relevant members of the homecare team and other
healthcare professionals involved in the care of the patient are informed of any changes in the patient’s
treatment or condition in a timely manner.

Contingency plans are in place and regularly reviewed to ensure individual patients receiving homecare
services have continuity of treatment and ensure patient safety issues do not arise from service failures
whatever the cause.

Systems are in place to ensure administration and other clinical records are shared in a timely

manner with relevant healthcare professionals involved with the patient’s care to ensure

continuity of care and patients safety.

If administration is withheld or any other clinically significant observations are made, a report is made
without delay in accordance with the homecare service protocol

1"





2.3 Monitoring patients’ outcomes

Patients’ outcomes from and experiences of treatment with homecare services are documented, monitored and
reviewed.

2.5.1

252
253

254

255

As part of a homecare service, homecare team members monitor:

e Patients' responses to their medicines

e Compliance with the medicines pathway

e Unwanted effects of medicines

e  Complaints

Appropriate action is taken where problems (potential and actual) are identified.

The homecare team documents any patient safety, information governance or safeguarding incident and
reports it to the service commissioner and external agencies where appropriate.

Wherever possible, the homecare team uses their experience to add to the body of published evidence
to show the costs and benefits of homecare services.

Regular patient satisfaction surveys are performed to monitor and guide improvement in homecare
services.
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STANDARD 3 INTEGRATED CARE

3.1 Effective communication and continuity of professional duty of care

Good information processes drive strong integrated care

3.1

312

3.1.3

314
3.15

3.1.6

3.1.7

3.18

Responsibilities are clearly defined for each aspect of the service and for handovers between people and
organisations to ensure there are no gaps.

All members of the homecare team are able to access necessary information to be able to discharge
their duty of care.

Homecare services are regularly reviewed to ensure robust communication processes are in place and
working effectively.

Clinical and service notes are complete, accurate and up-to-date.

Information is shared to ensure continuity of service and robust transfer of duty of care whilst maintaining
patient confidentiality.

Procedures and systems are in place to ensure appropriate reporting, follow-up and escalation where
necessary, of actual or suspected harm from medication and other errors.

Risk assessments include handover of care and are regularly reviewed. All relevant members of the
homecare team are able to access risk assessments and are able to implement agreed risk mitigation
actions.

Safeguarding escalation procedures are in place to manage incidents of actual or suspected patient harm.

3.2 Working with other professions

Homecare services are provided by multi-disciplinary teams who understand and respect each other’s professional
standards and work within their competence.

3.2.1

322

In NHS organisations, The Medical Director and Nursing Director are involved with the Chief Pharmacist
in setting homecare strategy and risk assessment of services.

There is a robust complaints and incidents reporting system ensuring that all relevant professionals are
involved, at the earliest opportunity, in the investigation and root cause analysis.

3.3 Working within multiple regulatory frameworks

33.1

The Chief Pharmacist or equivalent maintains a working knowledge of all current regulations and
standards applicable to homecare services. Regional differences between England, Scotland, Wales,
Northern Ireland, Channel Islands and Isle of Man are considered in the design of any services that cross
borders.
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STANDARD 4 EFFECTIVE USE OF HOMECARE MEDICINES

Homecare services are chosen to maximise safety, effectiveness and adherence to treatment.

4.1 Homecare policy

The homecare team support an integrated approach to the choice of safe and clinically effective homecare
services for patients.

4.1.1

4.12

4.1.3

4.1.4

4.1.5

4.1.6

4.1.7

4.1.8

4.1.9

4.1.10

41,11

4.1.12

A multidisciplinary medicines management group provides a focal point for the development of
medicines policy, procedures and guidance within the organisation, within appropriate resources.

A specialist homecare pharmacist is appointed to oversee the administration of homecare services within
each homecare organisation.

The homecare pharmacist leads processes that ensure homecare prescribing has patient safety at its
heart and is evidence-based, consistent with commissioning arrangements, and linked to treatment
guidelines, protocols and local patient pathways.

The homecare policy identifies a strategy for supporting optimisation of the outcome of treatment with
the homecare medicines.

Regular review of a documented homecare strategy agreed by a multidisciplinary medicines management
group takes place to enable early discussions with clinicians, local partners and commissioners/purchasers
about the financial and service implications of the introduction of new medicines, or new therapeutic
practices.

Regular risk assessments are an integral part of the review of homecare service and additional risk
assessments are made to support the introduction of new services and changes to existing homecare
services for example, change of homecare services provider or introduction of new medicines or
additional clinical services.

The homecare team works with healthcare professionals throughout the local heath economy to provide
seamless homecare service for patients.

Opportunities for collaboration and sharing best practice across healthcare organisations are identified
and exploited, for example through joint posts for regional activities or meetings between senior
homecare team members in different organisations.

Pharmacists within the homecare team work closely with patients and other health professionals to reach
a joint decision on which treatment option best suits an individual patient’s needs. This is based on the
risks and benefits of each option and supported by high quality information that includes the licensed
status of the chosen treatment.

Governance arrangements are in place for management of all medicines, including licensed medicines,
off-label use of licensed medicines, unlicensed medicines and Investigational Medicinal Products (IMPs,
Clinical Trial medicines) and are consistent with the MHRA position on unlicensed medicines.

Medicines are used in accordance with their marketing authorisations wherever possible. Selection
between different licensed options for individual patients is guided by considerations of safe use,
effectiveness, tolerability and value.

If individual clinical need cannot be addressed safely or appropriately by a licensed option, the off label
use of a licensed medicine is chosen in preference to use of an unlicensed medicine. Unlicensed
medicines are used only where licensed or off-label medicines are inappropriate for an individual patient’s
needs.
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4.2 Homecare services procurement

Homecare service procurement is managed by pharmacy in a transparent and professional way and overseen by
the Chief Pharmacist or equivalent. Quality assured homecare services are procured through robust and
appropriate processes.

4.2.1

422

423

424

4.2.5

4.2.6

427

4.2.8

Procurement decisions are informed by clinical practice and formulary systems to ensure that homecare
services meet the needs of patients and the members of the homecare team.

Homecare procurement takes into account nationally, regionally or locally negotiated contracts and the
quality and safety of the products.

Commissioners and providers take appropriate steps to ensure availability of product supplies and
contract prices via the proposed homecare service routes.

Contingency plans are included within the service specification to manage product recalls, service
interruptions and shortages of medicines.

Homecare organisations ensure that medicines are procured and manufactured to the same
specifications and quality standards when manufacture, packing or supply is sub-contracted.

The contract between the service commissioner and the homecare provider ensures explicit
arrangements are in place to ensure continuity of supply and consistent quality of care.

Organisations that provide homecare services ensure the responsibilities of any sub-contractors are
clearly defined and understood by all relevant parties.

Organisations that provide homecare services regularly audit and performance manage their sub-
contracted services to ensure consistency of service against technical agreements.

4.3 Sourcing and purchasing of homecare medicines

Homecare medicines procurement is managed by pharmacy in a transparent and professional way. Quality
assured medicines are procured through robust and appropriate processes.

4.3.1

432

4.3.3

434

Homecare organisations work in partnership with manufacturers of medicines to ensure continuity of
supplies for homecare patients.

Commissioners and providers take appropriate steps to ensure availability of product supplies via the
proposed homecare service routes before initiating the homecare service for a patient. Full account is
taken of the provisions of any applicable patient access scheme.

Commissioners and providers take appropriate steps to ensure availability of product supplies and
contract prices via the proposed homecare service routes.

Homecare organisations do not act or fail to act in any way that might compromise of continuity of
supply of medicines for UK patients.

4.4 Custom-made homecare medicines

Any medicines custom-made by, or for, the homecare organisation are quality assured and appropriate for their
intended use.

44.1

442
443

444

Use of compounded, extemporaneously prepared, aseptically prepared, repacked and over-labelled
medicines is consistent with the principles of risk reduction and using licensed medicines wherever
possible.

Aseptic preparation facilities (internal or outsourced) are subject to routine internal and external audit.
Robust operator and patient safety systems are in place for the production of high risk medicines, for
example, chemotherapy, radiopharmaceuticals, parenteral nutrition.

Appropriate quality assurance and control systems support selection, management and use of all custom-
made medicines whether produced internally or outsourced.
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4.5 Imported unlicensed homecare medicines

Robust risk management arrangements are in place for the use of imported unlicensed medicines in line with

MHRA guidance.

4.5.1 Imported unlicensed medicines are only used where there is no licensed alternative.

452  The use of all unlicensed imported medicines is approved by the pharmacist responsible for the
homecare service.

453  Unlicensed imported medicines are risk assessed for quality and medication error potential prior to

supply and are fit for the intended purpose.

4.6 Equipment and ancillaries

Equipment and ancillaries provided are suitable for their intended purpose

4.6.1

4.6.2

4.6.3

4.6.4

4.6.5

Equipment and ancillaries are designed to suit the intended purpose in terms of function, accuracy, safety,
cleanliness and ease of use for patients and/or carers and inspection and maintenance processes are
implemented as needed.

Appropriate risk assessments are in place and regularly reviewed to ensure equipment and ancillaries are
suitable for use in the home environment.

Instructions and training are provided for patients and/or carers in the use of all equipment and ancillaries
in the home.

Patients and carers know what action to take to obtain further supplies of ancillaries or in the event of
equipment failure.

Equipment for use by members of the homecare team is maintained and operated only by appropriately
trained and competent people.
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STANDARD 5 HOMECARE MEDICINES EXPERTISE

Members of the homecare team provide expertise and advice to support the safe and effective
use of homecare services by patients.

5.1 Expertise and competence of the homecare team

The homecare team have relevant, up-to-date, evidence-based information and expertise available to them.

5.0.1

5.12
513

5.1.4

5.1.5

The pharmacy team provide support to ensure other healthcare professionals prescribing, administering
and monitoring the effects of medicines have relevant, up-to-date, evidence-based information and
pharmaceutical expertise available to them at the point of care

® The pharmacy team supports induction, and ongoing training and education in the best practice use
of medicines for relevant clinical and support staff across their organisation.

e Pharmacists are accessible in (or to) clinical areas to provide advice for other healthcare professionals
on the choice and use of medicines.

e A pharmacist-led medicines information and query-answering service is available to healthcare teams,
working to national standards for medicine information.

® The pharmacy team works to ensure that prescribers are supported in their everyday activities by
readily-accessible information and guidance e.g. the British National Formulary, electronic guidance to
support formulary choices and decision making, prescribing guidelines and medicines treatment
pathways.

Al staff involved in the provision of the homecare services are appropriately trained and competent.

Members of the homecare team work within their capabilities and engage in continuous professional
development to expand their knowledge of homecare.

Members of the homecare team who work remotely with patients in the community receive specific
training related to their safety and security and that of other members of the homecare team and
patients.

Members of the homecare team, including specialist homecare delivery drivers, are subject to
safeguarding controls e.g. DBS check in accordance with the prevailing regulations.

5.2 Expertise for patient care

Homecare services are provided by multi-disciplinary teams who each play their part in ensuring a seamless and
high quality service is provided to patients.

5.2.1

522

523

Each member of the homecare team understands and works within their level of competence and
experience and is able to refer to more senior colleagues or seek appropriate advice from external
experts as required.

Each member of the homecare team recognises and respects the professional duties and responsibilities
of other members of the homecare team and ensures they are consulted and informed as appropriate.
Change control processes are in place to ensure changes that impact on the area of professional
responsibility of other members of the homecare team are appropriately reviewed and approved.
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STANDARD 6 SAFE USE OF HOMECARE MEDICINES

The homecare team ensures that safe medication practices are embedded in the homecare

service.

6.1 Safe systems

The Chief Pharmacist or equivalent, in liaison with the nursing and medical director, leads on ensuring that all
aspects of the homecare service are safe. Homecare services are subject to regular risk assessment and
appropriate actions put in place to mitigate identified risks.

6.1.1

6.12

6.1.3

6.14

6.1.5

6.1.6

6.1.7

6.1.8

Homecare pharmacists are involved in the design and updating of prescription and other homecare
service documentation and systems (paper or electronic).

Homecare pharmacists record when they have seen a prescription and assessed it as clinically
appropriate for the patient and ensure that record is available to the dispensing pharmacist.

The homecare pharmacist supports the implementation of relevant national therapeutic guidance and
national patient safety alerts related to medicines.

Processes are in place within the homecare organisation to ensure appropriate responses to MHRA and
supplier led defective medicines and device alerts and recalls including communication to all relevant
stakeholders.

Robust operator and patient safety systems are in place for the manipulation, administration and disposal
of high hazard medicines (e.g. chemotherapy) in the patient’'s home.

Robust complaints and incidents processes are in place which ensures that information about untoward
events and near misses are captured, investigation and root cause analysis is undertaken. Particular care
is taken to ensure processes cover all relevant homecare organisations and sub-contractors. Corrective
and preventive actions are identified and implemented as appropriate.

Lessons learned from investigation of complaints and incidents are shared widely to improve patient
safety.

Robust reporting mechanisms are in place using nationally recognised systems where appropriate.

6.2 Safety culture

The Chief Pharmacist or equivalent leads on promoting a “just” culture in which medication safety has a high
profile across organisations.

6.2.1

6.2.2

6.23

6.2.4

6.2.5

6.2.6

6.27

The Chief Pharmacist or equivalent has representation on all high level medicines safety and governance
groups in the organisation.

The Chief Pharmacist or equivalent leads on management of Patient Safety Incidents (PSls) involving
medicines.

Patient safety, information governance and safeguarding incidents are identified, recorded, monitored,
reported and investigated.

Learning from patient safety incidents in homecare services and systems failures related to medicines is
shared with the multidisciplinary team and the whole organisation if appropriate, and acted upon to
improve practice.

Shared learning is reviewed and reported at board level on a regular basis across organisations and at
national level.

Whistle-blowing processes are in place to ensure reports of poor practice are managed robustly and
without adverse consequences for the reporter.

A culture of continuous learning and professional development is embedded in the homecare
organisation.
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6.3 Clinical governance

The Chief Pharmacist or equivalent leads on ensuring assurance of high clinical governance standards for homecare
services.

6.3.1 The Chief Pharmacist or equivalent ensures engagement with appropriate specialists to ensure
governance and safeguarding standards are implemented within the homecare service.

632  Clinical risk assessment is integrated into the development of all homecare services and appropriate
measures are implemented to mitigate identified risks.

6.3.3 Homecare services are subject to regular clinical audit of expected vs. actual outcome and patient safety
incidents

634  Evidence of good clinical practices are maintained and available for clinical audit including hand-over of
duty of care between members of the homecare team, and between homecare organisations.

6.3.5  Assurance of the quality of services and evidence of maintenance of good clinical governance is

maintained where any homecare services or part thereof is sub-contracted to another homecare
organisation.
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STANDARD 7 SUPPLY AND USE OF HOMECARE MEDICINES

Homecare medicines are stored, dispensed, distributed, administered and if necessary disposed
of in a legal, safe and timely way.

7.1 Patient services

Suitable resources are in place to administer and co-ordinate the homecare services. There is a central team
which co-ordinates the homecare service and is available to support patients, prescribers and other members of
the homecare team.

7.1.1 A help line or other support mechanism is available to members of the homecare team, healthcare
professionals and patients at times when homecare services are actively provided.

7.1.2  The patient help line is able to deal with queries and/or signpost patients to appropriate sources of
information.

7.2 Clinical checking of homecare prescriptions

Each homecare prescription is independently checked to ensure it is legally valid, in accordance with the patient’s
care plan and is clinically appropriate.

7.2.1 A clinical checking procedure is in place within the organisation that prescribes the medication and has
clinical responsibility for the patient’s treatment unless otherwise agreed by both the prescribing, checking
and dispensing organisations.

722  Homecare prescriptions are reviewed for clinical appropriateness by a pharmacist with the appropriate
skills and access to the patient record. The clinical check is recorded as part of the patient record.

723 Roles and responsibilities for performing the clinical check are clearly documented.

724  The person performing the clinical check on the homecare prescription takes reasonable steps to check
that it is clinically and pharmaceutically appropriate in the context of other prescribed treatment and
other medicines or supplements the patient is taking e.g. G.P. prescribed medicines, OTC medicines.

725 Records of clinical checks are clearly documented and communicated.

7.3 Dispensing

Homecare medicines are dispensed or prepared accurately, and delivered in accordance with the agreed service
levels.

7.3.1 Before dispensing or preparation, prescriptions are reviewed by a pharmacist to ensure they are legally
valid and unambiguous.

732  Systems are in place to ensure that any doubt as to the prescriber’s intention is clarified before
dispensing.

733 Systems are in place to prioritise dispensing in order to minimise the risks of omitted and delayed doses
of critical homecare medicines or of delayed discharge.

734  Dispensing processes make appropriate use of technology, efficient ways of working and skill mix, for
example, automated systems, near patient dispensing, accredited checking pharmacy technicians.

7.3.5  Systems are in place to identify, record and review dispensing errors and near misses along with their
causes, to minimise the future risk of them recurring.
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74 Labelling and patient information

Homecare medicines dispensed or prepared are labelled for safety in line with legal requirements.

74.1
742

743

Dispensaries have standards for labelling that ensure consistency and safe labelling practice.

Labelling takes into account the diversity of patients accessing homecare medicines, for example, age and
disability.

Patient information leaflets are provided with each homecare delivery.

7.5 Distribution and storage

Dispensed homecare medicines are safely and securely distributed from a pharmacy and stored in a secure and
suitable environment

7.5.1

7.5.2
7.5.3

7.54

755

7.5.6

7.5.7

Storage, packaging and delivery processes are subject to risk assessment and risk mitigation measures
where appropriate to ensure

e medicines and their associated ancillaries and equipment are suitable for use in a homecare

setting

e medicines and other items are protected from damage by normal handling

e  patient are safeguarded and patient confidentiality is maintained

e the health and safety of homecare staff, delivery drivers and patients is considered.
Supply systems ensure that patients have timely access to homecare medicines needed routinely.
Audit trails and governance processes are in place to underpin the supply, storage and distribution of
homecare medicines and ensure product quality and integrity up to the point of administration.
Patients and/or carers are informed of the correct storage conditions for their medicines and where
appropriate additional storage facilities/equipment is provided to patients as part of the service.
Where homecare medicines are delivered to patients via a community pharmacy, G.P. Surgery or clinic,
procedures are in place to ensure healthcare professionals who handle the consignment are able to fulfil
their professional obligations and discharge their duty of care to the patient.
Procedures are in place to ensure the appropriate management of waste disposal of ancillaries and
returned homecare medicines.
Where pharmacists or healthcare professional(s) other than the dispensing pharmacist are involved in the
onward supply or administration of the homecare medicine to the patient, each is fully aware of their
professional responsibilities.

7.6 Medicines administration and compliance services

Provisions are made within the homecare service for medicines to be self-administered or administered by an
appropriately trained and competent person.

7.6.1

7.6.2

7.6.3

7.6.4

Patients and/or carers are trained and assessed by a healthcare professional as being competent to self
administer their medication including use of any equipment or ancillaries provided as part of the
homecare service unless suitable alternative arrangements have been made to support delivery of the
medicine pathway to the patient in their home or other appropriate community setting.

Processes are in place to perform initial and continued assessment of patients who are self-administering,
recognising and acting upon changes which may impact the safety of the patient and others.

Where the homecare service includes administration of the homecare medicines by member(s) of the
homecare team, they follow approved protocols, have a copy of the prescription and/or follow the clear
dosage and administration directions provided on the dispensing label and keep appropriate records.
When administering or supervising the administration of the homecare medicine, the member of the
homecare team exercises their professional responsibility and accountability in the best interest of the
patient.

22





DOMAIN 3

GOVERNANCE OF HOMECARE SERVICES

STANDARD 8
Leadership

STANDARD 9
Governance and Financial

Management

STANDARD 10
Workforce

8.1 Strategic Leadership

8.2 Operational Leadership

8.3 Clinical Leadership

9.1 Homecare Systems Governance

9.2 Financial Governance

9.3 Quality Risk Management

10.1 Workforce Planning

10.2 Workforce Development

10.3 Education and Training

23





STANDARD 8 LEADERSHIP

Pharmacy has strong leadership, a clear strategic vision and the governance and controls
assurance necessary to ensure patients get the best from their homecare services.

8.1 Strategic leadership

The Chief Pharmacist or equivalent ensures that the organisation maintains a clear vision for homecare services,
optimal use of homecare medicines and sharing best practices across homecare organisations.

8.1.1 The Chief Pharmacist or equivalent is responsible for ensuring that the homecare organisation has a
homecare policy in place. This policy provides strategic direction for provision of homecare services and
is compliant with the RPS Professional Standards for Homecare Services.

8.1.2  The Chief Pharmacist or equivalent is accountable for the quality of medicines used and the standard of
homecare services across the organisation irrespective of whether they are sub-contracted or managed
in-house.

8.1.3  Where the service or elements of the service are sub-contracted agreements are in place to define the
responsibilities and the sub-contractor is subject to regular audit to ensure compliance with agreed
standards.

8.1.4  The Chief Pharmacist or equivalent reports to a designated Executive Board member.

8..5  The Chief Pharmacist or equivalent provides, on a regular basis, assurance to the Board about the safe
and secure handling of medicines within the organisation with robust financial governance and compliance
with these professional standards.

8.1.6  The homecare policy identifies a strategy for supporting optimisation of the outcome of treatment with
the homecare medicines.

8.1.7  The Chief Pharmacist or equivalent encourages improvement and innovation in the delivery of homecare
services to better meet patients’ needs, including the adoption of national initiatives and guidance.

8.2 Operational leadership
Homecare services are patient centred and aligned with stakeholder priorities.

8.2.1 The type and level of resources required to deliver safe and effective homecare services and to support
the safe and secure handling of medicines are identified and available to the Chief Pharmacist or
equivalent . The homecare organisation makes available sufficient resources to enable homecare services
to be delivered safely and efficiently.

822  Agreed key performance indicators (KPIs) are in place to enable internal and external assessment of the
operational and financial performance of homecare services.

8.2.3 Homecare services are performance managed through Service Level Agreements (SLA) and/or contract
quality monitoring.

824  Professional and organisational responsibilities of all parties are clearly defined and regularly reviewed.

8.2.5 Feedback from patients, service users and colleagues inform the development of homecare services.

8.2.6  Operational performance is benchmarked against other relevant organisations.

8.2.7  Any changes to service provision or medicines specifications are subject to good systems of change
management.

8.28  Systems are in place to ensure all sub-contracted services are quality assured and controlled including
® assessing the suitability and competence of sub-contractors to carry out the activity

® a3 written agreement between contract giver and acceptor defining the responsibilities and
communication processes for quality related activities of the involved parties
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e monitoring and review of the performance of the contract acceptor and identification and
implementation of any required improvements

8.3 Clinical leadership
The pharmacy team is recognised as leading on medicines issues in the homecare organisation.

8.3.1 The pharmacy team provides leadership, advice, support and education to other clinicians and support
staff about homecare medicines usage.

832  The Chief Pharmacist or equivalent leads the establishment and ongoing monitoring of all homecare
services.

8.3.3 Homecare pharmacists support the development of integrated care pathways which involve medicines as
a treatment option.

8.34  Members of the homecare team participate in relevant research and clinical audit activities within the
organisation.
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STANDARD 9 GOVERNANCE AND FINANCIAL MANAGEMENT

Safe systems of work are established and homecare services have sound financial management.

9.1 Homecare systems governance

Systems of work are established that are safe, productive, support continuous quality improvement, are regularly
audited and comply with relevant regulations.

9.1.1

9.1.2
9.1.3
9.1.4
9.1.5
9.1.6
9.1.7

9.1.8

9.19

Homecare service specifications include provisions for continuity of patient treatment in case of
foreseeable service delays or minor stock shortages and management structures for planning and
mitigation of unforeseen or prolonged service disruption.

Documented and approved processes and procedures are in place for the delivery of all homecare
medicines management and homecare services across the organisations.

Processes and procedures are controlled, regularly reviewed and updated.

A programme of audit informs the continuous improvement and development of systems.

Care contributions are documented and audited to demonstrate the impact of the homecare service on
patient outcomes and to help target resources.

Controlled Drugs are managed in line with the requirements of the Misuse of Drugs legislation and
governance requirements.

Information governance processes in line with legislation are in place to safeguard patient identifiable
information used to provide the homecare services.

Homecare working environments are subject to risk assessment in line with Health and Safety and CQC
requirements, GPhC and other relevant professional best practice standards. Appropriate steps are taken
to mitigate identified risks and specifically to protect lone and remote workers.

Technical and Information systems capabilities are progressive and fit for purpose.

9.2 Financial governance

Robust business planning, financial planning and reporting are undertaken.

9.2.1

9.22

9.2.3

9.24

9.25

9.2.6

9.2.7

A business plan for homecare services, incorporating finance, service and workforce plans, linked to both
organisations corporate plans is devised, implemented and monitored through agreed KPIs.

National, regional and local initiatives and guidance relating to homecare medicines and services are
incorporated into business and financial planning activities including, where appropriate, adherence to
NHS Standing Financial Instructions (SFls)

Medicines utilisation reports are produced that support budget management and monitoring of homecare
services. Members of the homecare team discuss these with other clinicians and managers to maintain or
improve homecare outcomes.

Homecare pharmacists work collaboratively with commissioners/purchasers and primary care clinicians to
ensure prescribing delivers value from the investment in medicines across the health community.

The Chief Pharmacist or equivalent assures themselves that any sub-contractor is financially stable and
that any payments due to that contractor under the homecare service are not unreasonably withheld or
delayed.

The Chief Pharmacist or equivalent ensures that within any sub-contract relationship product access and
contract pricing is in accordance with their service specification.

The Chief Pharmacist or equivalent represents accurately and honestly their capability to deliver a
homecare service or their authority to commission a homecare service.
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9.3 Quality risk management

A risk management approach is taken to safeguarding the quality and provision of services to patients
incorporating the principles of quality risk management into all aspects of homecare services in accordance with
Quality Risk Management (ICH Q9).

9.3.1

9.32

9.33

9.34
9.35
9.3.6

9.37

A risk assessment is performed for each service and for each patient prior to initiating a homecare

service, including the identification, analysis and evaluation of risks.

There is a process for the identification of risk reduction and control measures and for acceptance or

rejection of risks by all relevant homecare organisations and, where relevant, by patient groups or

individual patients.

Risk control measures are appropriate to the type of homecare service. It can be expected that the level

of risk will increase for high tech services compared to mid tech and low tech services. Any element of

complex care is considered high risk and therefore subject to a high degree of risk management.

There is a robust communication of risks and risk control measures to all stakeholders.

There is regular review of the effectiveness of risk control measures.

Systems are in place to ensure all sub-contracted services are quality assured and controlled. This will

include:

e assessing the suitability and competence of sub-contractors to carry out the activity (e.g. by audit,
material evaluation, qualification).

e defining the responsibilities and communication processes for quality related activities of the involved
parties. (This is included in written agreement between contract giver and acceptor).

e monitoring and review of the performance of the contract acceptor and identification and
implementation of any required improvements.

The Chief Pharmacist or equivalent ensures that a risk register is maintained for each homecare service

in conjunction with relevant stakeholders.
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STANDARD |10 WORKFORCE

The homecare team have the right skill mix and the capability and capacity to develop and
provide quality homecare services to patients.

10.1 Workforce planning

The homecare workforce is planned and appropriately resourced in order to support homecare service quality,
productivity and safety.

[0.1.1

10.1.2
10.1.3

10.1.4

10.1.5
10.1.6

10.1.7

There is a plan for reviewing, developing and funding a homecare workforce that optimises skill mix and
meets the changing needs of the homecare service.

Where deficiencies or shortfalls in the homecare workforce are identified a corrective plan is put in place.
Contingency plans for the homecare service include provisions to ensure continuity of treatment for
homecare patients if key members of the homecare team are not available.

Succession planning arrangements are in place and are linked to homecare workforce training and
personal development plans.

The homecare service benchmarks its workforce and skill mix against other relevant organisations.

The Chief Pharmacist or equivalent engages with workforce planners and education commissioners at an
appropriate level.

Members of the homecare team, including specialist homecare delivery drivers, are subject to
safeguarding controls in accordance with the relevant regulations.

10.2 Workforce development

Homecare organisations have an effective performance management and personal development planning process
linked to workforce planning.

10.2.1

10.2.2

10.2.3

1024

10.2.5

Members of the homecare team have roles and responsibilities clearly defined in job descriptions and are
performance managed through appraisal and other regular means of engagement.

All members of the homecare team are aware of their own level of competency and see how they can
develop in their roles and careers. Processes are in place to identify and manage team members who falil
to reach minimum competency or performance standards.

Where they exist, recognised development frameworks and assessment tools are used for all grades of
staff.

Planning is in place to ensure that competency is maintained and developed to meet changing service
needs, patient expectations and the introduction of new healthcare medicines and technologies.

The transfer of skills and experience within cross-organisational teams is encouraged by job exchanges,
secondments or other appropriate means to facilitate the gaining of experience within other organisations
involved in providing the homecare service.

10.3 Education and training

Induction and ongoing learning and development are provided for all members of the homecare team.

10.3.1

10.3.2

All training programmes used are reviewed regularly and adapted to ensure that they remain fit for
purpose.

Training records are maintained for mandatory and role related training. Regular competency assessment

is in place, revalidation and refresher training provided if necessary.
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10.3.3

10.3.4

Trainees receive support, facilitation and supervision from appropriate educational and practice
SUpervisors.

The homecare team has the opportunity to undertake further learning and development that delivers
improvements in patient care.
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FOREWORD

Homecare services improve choice for patient care by
providing specialist medicines and, where necessary, their
associated care to patients in their homes or another
community based setting. Homecare services are today
provided to over 200,000 patients in the UK representing
£1.5 billion of the £4 billion spent on hospital medicines.
The sector has grown rapidly and continues to develop
and expand to meet patient demands and NHS cost
containment targets.

The increasing importance of the homecare sector led
to the Chief Pharmaceutical Officer at the Department
of Health asking me to undertake a review of the
homecare medicines supply and associated services in
England. The results of this review were published in late
2011 — "Homecare Medicines — Towards a Vision for the
Future' (Hackett Report). Following that publication, | was
asked to form a Homecare Strategy Board to implement
the key recommendations of my report. | am very
pleased to be able to introduce this handbook and the
Royal Pharmaceutical Society Professional Standards for
Homecare Services that it supports as cornerstones of
that implementation.

Homecare services give patients additional choice
enabling them to be treated at home where it is possible
to do so safely. They encompass the provision of specialist
medicines and their associated services to patients in their
homes or another community based setting. Homecare
services range from 'low tech' delivery of specialist oral
medicines for self-administration through to 'high tech'
with nurse visits for intravenous infusions or training

and monitoring of 'expert patients' who manage their
own infusion pumps.

Whilst other healthcare professions are involved in
homecare, my original report clearly put pharmacy

in the driving seat and identifies the NHS Trust Chief
Pharmacist as the Responsible Officer for homecare.
The DH Homecare Strategy Board was delighted that
the Royal Pharmaceutical Society agreed to work with us
and in September 2013 the RPS Professional Standards
for Homecare Services in England were launched at the
British Pharmaceutical Conference and published on the
RPS website www.rpharms.com.

The Homecare Strategy Board Standards Workgroup
continued to work with the RPS to develop further
guidance to support the implementation of the new
Professional Standards for Homecare Services and
high quality patient centred homecare services. This
first edition of the Handbook for Homecare Services
in England is the culmination of those efforts. It has
been written to support organisations involved in the
provision of medicines through homecare services

in England to comply with the Royal Pharmaceutical
Society's Professional Standards for Homecare Services
and supports the implementation of the other key
recommendations of the Hackett report and outputs
of the DH Homecare Strategy Board Workgroups.

FOREWORD

The Hackett report recommendations were based on

a coherent set of principles and approaches which, when
taken together, focus attention on the need to influence
change which results in better services for patients.
Homecare services designed and delivered in accordance
with the RPS Standards for Homecare Services, using
the best practices outlined in this handbook will enhance
benefits to patients and improve outcomes. In many
cases, homecare services also represent a cost effective
option for the NHS avoiding costly hospital admissions
and reducing the number of outpatient appointments.

| would like to thank everyone who has contributed to
the development of the RPS Professional Standards for
Homecare Services and this handbook and thank the
RPS for embracing the DH Homecare Strategy Board's
vision for professional governance of homecare services
in England and establishing a process for ongoing review
and updating of the documents to ensure they continue
to reflect best practices in the provision of homecare
medicines services.

MARK HACKETT

Chief Executive,
University Hospital of North Staffordshire NHS Trust
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PURPOSE OF THE HANDBOOK
FOR HOMECARE SERVICES

The purpose of this handbook is to aid implementation
of the Royal Pharmaceutical Society’s (RPS) Professional
Standards for Homecare Services.

The Royal Pharmaceutical Society Professional Standards
for Homecare Services in England aims to ensure that
patients experience a consistent quality of homecare
services that will protect them from incidences of
avoidable harm and help them to get the best outcomes
from their medicines. Homecare services have particular
challenges and are, almost by definition, shared care
services in which multiple different agencies must work
together seamlessly to provide integrated patient care

in accordance with a defined medicine pathway.

Homecare teams may already have effective local systems
in place. The aim of this handbook is not to replace

those existing arrangements but to share and promote
best practice and facilitate shared care by promoting
standardisation of working practices. The handbook

will be updated at intervals and homecare teams are
encouraged to use professional networks and share

their practices to enable the continual improvement

of homecare services.

A RPS Homecare Steering Group will be established by
the RPS to oversee the ongoing review, development and
updating of the RPS Professional Standards for Homecare
Services and the Handbook for Homecare Services.

The steering group will co-ordinate with nationally
recognised bodies related to homecare including the
National Homecare Medicines Committee (NHMC),

the National Clinical Homecare Association (NCHA)

and other stakeholders to develop further homecare
guidance and promote best practice and will be the focal
point for ongoing development of this handbook.
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SCOPE OF THE HANDBOOK
FOR HOMECARE SERVICES

The scope of the handbook is limited to the
implementation of the RPS Professional Standards for
Homecare Services however, it signposts to the other
'Hackett' workgroup outputs where appropriate.

The main target audience are NHS Chief Pharmacists and
NHS pharmacy staff involved in the delivery of homecare
in England, but will also be essential reading for NHS
Commissioners, other professions involved in the delivery
of homecare, and other stakeholder groups. Although
this handbook does not contain specific guidance for
commercial homecare providers, it is likely to be of
interest to all organisations providing homecare services
to patients and the term Chief Pharmacist should

also be read as meaning the pharmacist responsible

for the homecare services within the organisation

(e.g. the Superintendent Pharmacist within the homecare
service provider).

SCOPE OF THE HANDBOOK FOR HOMECARE SERVICES
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STRUCTURE OF THE HANDBOOK FOR

HOMECARE SERVICES

The handbook is structured in alignment with the
RPS Professional Standards for Homecare Services.
It identifies currently available resources and good
practice examples which may be used by homecare
teams in the development of robust arrangements
for compliance with the three domains identified in
the RPS standards:

I. The patient experience.

2. Implementation and delivery of safe and effective
homecare services.

3. Governance of homecare services.

Each section of the handbook contains information and
guidance and signposts and identifies key documents that
will help homecare teams manage homecare services
within a clinical and financial governance framework

as set out in the RPS standards. For each document

the Homecare Standards Workgroup have identified
documents as follows:

# &k Documents approved for national use by
multidisciplinary bodies after wide consultation.

sk Examples from existing homecare services which

are consistent with the best practices described in the

RPS Professional Standards for Homecare Services and
this handbook.

* Example documents developed and used locally by
homecare teams. Considered to be useful, but need to be
reviewed carefully and adapted before use. They are likely
to have been prepared prior to the publication of the RPS
Professional Standards.

Throughout the handbook we have included links to
these example documents and templates as well as
further resources wherever appropriate. It is expected
that nationally approved documents (marked ) will
be used wherever they are appropriate to the homecare
service being provided. The remaining documents have
been shared with the permission of the originating
organisation or NHS Trusts as useful examples and
templates for you to adapt to support your own
homecare services.
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DEVELOPMENT OF THE HANDBOOK

The need for a compendium of best practice for the
delivery of homecare services was identified in 2011

and a Homecare Toolkit (version |) was developed.

The Homecare Toolkit was a compendium of best
practice documents, collated by the National Homecare
Medicines Committee (NHMC) with the aim of
harmonising and promoting best practice. The Toolkit
was distributed to interested parties and to people
known to be involved in the provision of homecare
services. In 2011 the Department of Health commissioned
the report Homecare Medicines — Towards a Vision for
the Future (also known as the 'Hackett Report'), led

by Mark Hackett, formerly Chief Executive University
Hospital Southampton NHS Foundation Trust. The
report made a list of recommendations to improve the
financial and clinical governance arrangements for patients
receiving medicines via the homecare route.

In April 2012 the Department of Health established

a Homecare Medicines Strategy Board, chaired by
Mark Hackett, to oversee national implementation

of the recommendations. The DH Homecare Strategy
Board established a number of workgroups to take
forward the recommendations in the Hackett report.
These workgroups were:

procurement
gain sharing
governance
patients’ charter

standards and implementation handbook

I.T. systems.

The Homecare Standards Workgroup first task was

to develop national standards for homecare, these
were published as the RPS Professional Standards for
Homecare Services (September 2013). The Homecare
Standards Workgroup then updated and expanded the
Homecare Toolkit in order to align with and support
the implementation of the RPS Professional Standards,
to form the handbook.

The Handbook for Homecare Services has been
produced in parallel with the other 'Hackett' workgroups
to ensure consistency. Where appropriate the outputs
of the other workgroups are included in this handbook,
or signposted from this handbook.
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DEFINITIONS

Abbreviations

ABPI — Association of the British

Pharmaceutical Industry

BGMA — British Generic Manufacturers Association
CCG  —Clinical Commissioning Group
CMU - Department of Health Commercial
Medicines Unit
CRG - NHS England Clinical Reference Group
DH — Department of Health
MHRA  — Medicines and Healthcare Products Regulatory

Agency
NCHA — National Clinical Homecare Association
NHMC - National Homecare Medicines Committee

NHS  — National Health Service

NPSA  — National Patient Safety Agency
RPS — Royal Pharmaceutical Society
Definitions

Adverse Drug Reaction — is a response to a medicinal
product that is noxious and unintended effects resulting
not only from the authorised use of a medicinal product
at normal doses, but also from medication errors and
uses outside the terms of the marketing authorisation,
including the misuse, off-label use and abuse of the
medicinal product. The definition of Adverse Drug
Reaction would also normally include incidents of
noxious and unintended effects arising from unlicensed
use, misuse and abuse of medicines.

c¢GDP — current Good Distribution Practice guidelines
issued by MHRA.

c¢GMP — current Good Manufacturing Practice guidelines
issued by MHRA.

Chief Pharmacist or equivalent — for the purposes of
this handbook this term is used to describe the senior
pharmacist responsible for the provision of professional
pharmacy services within the homecare organisation

for example the Chief Pharmacist of an NHS Foundation

Trust, or the Superintendent Pharmacist in a third party
homecare service provider, or the lead Pharmacist in
a commissioning organisation.

Clinical Outcome — an objective measure of the
health, wellbeing or quality of life of a patient following
a clinical intervention.

Clinical Responsibility — responsibility for a particular
aspect of a patient's healthcare.

DEFINITIONS

Clinical Service Protocol — the Clinical Service Protocol
indicates the actions to be undertaken and the records
to be kept during the provision of a clinical service and

is equivalent to a Standard Operating Procedure for that
clinical element of the service.

Clinically Screened — screening using clinical knowledge
and professional judgement, for the purposes of this
handbook the term is also used to indicate the provision
of a 'second pair of eyes check' by a suitably qualified
healthcare professional who has access to the patients
clinical record.

Complaint — formal complaint with reference
number raised and managed within the organisations
complaints system.

Contractor — the primary contractor who enters into
an agreement with the purchasing authority to supply
goods and/or services.

Homecare organisation or provider — any organisation
providing homecare services e.g. company or legal
entity providing homecare service, pharmaceutical
manufacturers, NHS Foundation Trust, Health Board,
nursing agency, social enterprise, NHS England,

Clinical Commissioning Group (CCG), other

clinical commissioners.

Homecare pharmacist — a pharmacist with appropriate
competence in provision and administration of
homecare services.

Homecare service — a homecare medicine delivery
service can be described as being a service that delivers
ongoing medicine supplies and, where necessary,
associated care, initiated by the hospital prescriber, direct
to the patient's home with their consent. The purpose

of the homecare medicines service is to improve patient
care and choice of their clinical treatment.
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Homecare team — multidisciplinary and cross-
organisational team involved in the management
and delivery of a homecare service.

Individual care plan — the medicines pathway defined

for a specific individual patient giving chosen options from
the medicines pathway and additional tests, reviews and
services to be provided and any risk control measures

or special instructions to be implemented due to the
patient's individual circumstances.

Marketing Authorisation — medicines which meet the
standards of safety, quality and efficacy are granted a
marketing authorisation (previously a product licence),
which is normally necessary before they can be prescribed
or sold. This authorisation covers all the main activities
associated with the marketing of a medicinal product.

Medication Errors — any Patient Safety Incident where
there has been an error in the process of prescribing,
preparing, dispensing, administering, monitoring or
providing advice on medicines. These Patient Safety
Incidents can be divided into two categories; errors of
commission or errors of omission. The former include,
for example, wrong medicine or wrong dose. The latter
include, for example, omitted dose or a failure to monitor,
such as international normalised ratio for anticoagulant
therapy. The definition of medication errors would also
normally include Patient Safety Incidents arising from
unlicensed use, misuse and abuse of medicines.

Medicines pathway — the expected treatment to be
provided within the homecare service including diagnosis,
referral, dosage routes and frequencies, routine tests,
decision points, treatment end points and interventions
and service options available at the different stages of
the medicines pathway.

National Clinical Homecare Association (NCHA)

— represents and promotes the patient-led interests of
specific organisations whose primary activity is to provide
medical supplies, support and clinical services to patients
in the community.

National Reporting and Learning System (NRLS)

— central database of patient safety information held by
the NHS Commissioning Board Special Health Authority
(the NRLS was previously developed by the National
Patient Safety Agency or NPSA).

Non-clinical Home Visit Protocol — is the set of
instructions describing a non-clinical activity involving
entry into the patient's home equivalent to a standard
operating procedure for that activity.

Off label use — use of medicines outside the terms
of the licence.

Patient Safety Incidents — NRLS defines Patient Safety
Incidents as any unintended or unexpected incident which
could have, or did, lead to harm for one or more patients
receiving NHS-funded healthcare. For the purposes

of this handbook, this definition is extended to also

cover non-NHS funded healthcare received as part

of homecare services in England.

Patient’s home — patient's home or other community
location where the patient has requested delivery
of the service.

DEFINITIONS

Purchasing Authority — the Trust or other organisation
that is purchasing the homecare service for its patients.

Serious Adverse Drug Reaction — an adverse drug
reaction that is fatal, life-threatening, disabling,
incapacitating, result in congenital abnormalities;
and results in or prolong hospitalisation.

Service Level Agreement — document defining the
services and service levels a contractor has agreed to
provide for a purchasing authority. This document forms
part of the contractual relationship between the parties.

Service Level Summary — document outlining the services
and service levels a contractor has agreed to provide for
a purchasing authority during a formal tender process.
This document is for information only and does not form
part of the contractual relationship between the parties.

Shared Care — for the purposes of this handbook this
term is used to describe the joint participation of multiple
organisations in the planned delivery of care for patients
informed by an enhanced information exchange over
and above routine discharge and referral letters. The
lead HCP with clinical responsibility for the patient is
defined, normally within the Individual Patient Care Plan,
and understood by each HCP involved in the provision
of the shared care. Each healthcare professional involved
in delivering the care has a professional duty of care

to the patient. This involves taking responsibility for

their own actions, ensuring relevant information arising
from their actions is shared with other healthcare
professionals involved in the patient's care, and ensuring
they have access to relevant clinical information shared
by other HCPs and using that information to inform their
professional decisions about the patient’s care.
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Unlicensed product — is a medicinal product that does
not hold a valid marketing authorisation or licence for
supply to the UK market.

Definitions of homecare
services type

Homecare services can be divided into low tech, mid tech
or high tech. The complexity of services and therefore
the associated competencies required to provide the
services increase from low to mid to high tech. The most
complex service type definition applies to the overall
service. For example: an individual service defined as mid
tech may include low tech service elements but not vice
versa. Elements of complex homecare may be provided
alongside low, mid or high tech homecare services to
which this standard refers. Professional standards for
provision of complex homecare are outside the scope

of the RPS standards.

LOW TECH HOMECARE
Activities include:

m  self-administration of oral therapy or medicinal
products for external use only excluding oral oncology

m  products are licensed medicines or uncomplicated
medical devices

m  product storage conditions are 15-25°C and/or
2-8°C suitable for storage in the patient’s own fridge

m  self-administration of medicines is usually in
accordance with the Summary of Product
Characteristics

m  occasional off-label use

m  homecare team members are expected to
identify and report obvious misuse of medicines
and noncompliance.

MID TECH HOMECARE

Activities include:

products that are unlicensed medicines

therapy that requires significant clinical support
or diagnostic testing such as blood level monitoring
as part of the homecare service e.g. oral oncology

patient training and competency assessment relating
to self-administration

self-administration needing basic aseptic technique
and standard ancillaries e.g. pre-filled syringes

medications with special storage requirements

DEFINITIONS

provision of refrigeration equipment

compliance and/or concordance programmes including
specified interventions.

HIGH TECH HOMECARE

Activities include:

intravenous infusion

self-administration needing advanced aseptic technique
and/or portable equipment/specialist ancillaries

products that are compounded aseptic medicines
administration by healthcare professional

clinical decisions taken within approved clinical
protocol with escalation of out-of-limit findings
to the clinically responsible person.

COMPLEX CARE SERVICE

Activities include:

provision of bespoke homecare solutions for individual
patients not covered by national standards

permanent or semi-permanent adaptation of the
home environment required as part of the service

permanent or semi-permanent installation
of equipment in the home

clinical responsibility delegated to a third party

clinical trials including homecare services.
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DOMAIN I: THE PATIENT EXPERIENCE

Domain | of the RPS Professional Standards for
Homecare Services supports teams involved in
homecare services with ensuring that individual patients
are informed and supported in their choice to use a
homecare medicines service. The standards ensure that
each patient’s individual circumstances are considered
when defining their Individual Care Plan and that all
relevant healthcare professionals are engaged and
informed about the homecare service for each individual
patient. The following section gives guidance and identifies
documents that will help homecare teams support
patients in making informed choices in relation

to homecare services.

PATIENTS' CHARTER

A national NHS Homecare Patients' Charter is a targeted
output of the Homecare Patient Engagement Workgroup.

Useful example

m  Appendix | National Homecare Patients’
Charter (Draft) * *.

This NHS Homecare Patient Charter has been
delivered by the Patient Charter Workgroup of the
Homecare Strategy Board and is recommended for
approval by NHS England. When formally adopted
this will supercede local patient charters for NHS
Homecare Patients in England. In the meantime each
organisation involved with provision of medicines

via homecare should ensure that it has a relevant
patients’ charter in place.

This may be the overarching patients’ charter of an
NHS Trust or be a specific patients’ charter issued
only to homecare patients and carers, but it should
be aligned to the principles in the NHS Constitution.

HOMECARE SERVICE INFORMATION
FOR PATIENTS AND CARERS

It is important that patients are supported in their
decision making about homecare medicines service
and there are robust systems in place to provide
comprehensive information to patients allow
informed choice.

General homecare service information for patients
and carers should include:

how to contact the homecare team (service provider
and clinical team) within normal working hours
and out of hours

m  how to seek advice and report concerns relating
to their treatment

m  how the patient’s confidentiality will be protected

®  how the patient’s data will be handled including
signposting to the relevant organisation(s) Data
Protection or Privacy Policy

®m  how to complain about the homecare service

m the need for patient informed consent to homecare
treatment and the patient’s right to withdraw their
consent at any time during the service

m  the options available should the patient wish to switch
to an alternative route of care e.g. GP led, inpatient
or outpatient hospital care if their clinical or personal
circumstances change so the homecare service
is no longer the most appropriate for them. The
alternatives available will depend on the medicines
pathway, individual care plan, and local commissioning
arrangements that are in place with the funder
of the service e.g. the patient's CCG.

[t is recommended that further information is included
about the treatment to be provided via the homecare
services and the way the homecare services operates

for example:

m  patients' rights and responsibilities and/or copy
of the relevant patient charter

®  asummary of the benefits and risks
of homecare services

m  the treatment and expected outcomes

®  the medicines and any potential unwanted effects
including adverse drug reactions (side effects)
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m  details of the specific medicine pathway, diagnostic
tests, reviews by the clinical team and the patient's
responsibility to comply with the provisions of the
medicines pathway, including what will happen if the
patient does not comply e.g. does not attend their
clinic appointment

m  the process for delivery and storage of medicines

m  the process for removal of waste medicines
and clinical waste

u  how nursing visits will be arranged

®  what training in self-administration the patient
or carer will receive, and how their competence
to self-administer will be monitored

m  how the patient’s GP, nominated community
pharmacy or other relevant healthcare
professional will be informed about the
homecare services provided

m  how the patient's experiences of the homecare
service will be monitored and how to feed back
their comments

m  arrangements for travel and holiday services
and how to request them.

Patients will receive a copy of the manufacturer's
approved Patient Information Leaflet (PIL) with each
supply of licensed medicines, however, due consideration
should be given as to whether additional or summary
written information specific to the homecare service
would be useful for patients. This is particularly important
as the patient will not receive counselling at the point

of dispensing as they would if collecting the medicine

in person from the dispensing pharmacy.

Useful examples

m  Appendix 2 is an example of a patient leaflet *
for Homecare Medicines Services which has been
shared with kind permission of Leeds Teaching
Hospitals NHS Trust

®  Appendix 3 is an example of a patient leaflet
% which has been shared with kind permission
of BUPA Home Healthcare and Bristol-Myers
Squibb Pharmaceuticals.

Additional specialist patient information may also be
needed when supplying unlicensed medicines or to
explain use and care of equipment and ancillaries including
refrigerators, temperature monitors and infusion pumps
in accordance with Standard 4.6 (see Section 2.2).

All information given to the patient must be suitable for
their needs and written in clear language without jargon.
Provision of information in other languages or in large
type may be beneficial for some patients.

REGISTRATION AND CONSENT
FOR NEW PATIENTS

A template combined registration and consent form
approved by the NHMC is available at Appendix 4. It may
be edited for a specific homecare service, or homecare
teams may choose to use a form of their own design, but
it is strongly recommended that all the components of
the template form are retained as a minimum to ensure
consistency of approach to registration of patients on
homecare services.

The consent statement must be considered carefully as
it will have change control implications for future transfer
between providers. If the patient gives consent to the
purchasing authority for the homecare services chosen
by the purchasing authority, (which may vary from time
to time) this may be transferable between providers.

If the consent statement is specific to a homecare
provider, any change of provider will trigger an
administrative process to re-consent existing patients.
In exceptional cases it may be possible to infer implied
consent for a change of provider from existing patients
so that administrative processes do not delay patient
treatments or otherwise impact patient safety.

In all cases, the key element is to ensure the patient has
given informed consent to the service being provided
and specifically that they understand who will hold
their personal data and how that data will be used.
The patient must also be informed of any change and
must understand that they can, at any time, withdraw
consent they have given previously. In cases of implied
consent, it is important that patients are giving clear
information about the change and have clear guidance
on what to do if they are not happy with the change.
If the Chief Pharmacist has any doubt over the process
for gaining informed consent the matter should be
referred to the relevant Caldicott Guardian(s).

If an individual patient is not competent to make their
own decisions, any actions must comply with safeguarding
vulnerable adults or child protection regulations. If the
Chief Pharmacist has any doubt over the process for
assessing the competence of an individual patient the
matter should be referred to the relevant Safeguarding
Lead(s) and/or Child Protection Officer(s).

HANDBOOK FOR HOMECARE SERVICES IN ENGLAND

DOMAIN |: THE PATIENT EXPERIENCE




http://www.rpharms.com/homecare-appendices/2-homecare-medicines-services---example-patient-leaflet-leeds.doc

http://www.rpharms.com/homecare-appendices/2-homecare-medicines-services---example-patient-leaflet-leeds.doc

http://www.rpharms.com/homecare-appendices/2-homecare-medicines-services---example-patient-leaflet-leeds.doc

http://www.rpharms.com/homecare-appendices/2-homecare-medicines-services---example-patient-leaflet-leeds.doc

http://www.rpharms.com/homecare-appendices/3-information-for-patients-receiving-sc-abatacept-bupa.pdf

http://www.rpharms.com/homecare-appendices/3-information-for-patients-receiving-sc-abatacept-bupa.pdf

http://www.rpharms.com/homecare-appendices/3-information-for-patients-receiving-sc-abatacept-bupa.pdf

http://www.rpharms.com/homecare-appendices/3-information-for-patients-receiving-sc-abatacept-bupa.pdf



The combined registration and consent form is most
useful where the form is completed by the referring
healthcare professional in the clinic with the patient
present. In some instances it may be appropriate to have
two separate forms for consent and registration. In this
case, it is important to ensure that both forms contain
appropriate identification for the patient.

NHMC template

®  Appendix 4 Homecare Service — patient
registration and consent form %

PATIENT SATISFACTION QUESTIONNAIRE

A template homecare patient satisfaction questionnaire
which has been approved by the NHMC can be found
in Appendix 5 Using these standard questions will allow
benchmarking between organisations and homecare
services. Further specific questions may be added, but
it is strongly recommended that the questions in the
approved document are retained.

Useful example

m  Appendix 5 is a % % & nationally
approved template homecare patient
satisfaction questionnaire.

MEDICINES PATHWAY

A medicines pathway should be defined for each
homecare medicines service. This may be prepared

by the relevant Clinical Reference Group, specialist
Commissioner; Trust or by the homecare provider.
There are also examples of medicines pathways being
developed by medical charities and pharmaceutical
companies. In any case, the medicine pathway must

be appropriate for the intended cohort of patients and
include the key elements of the medicine homecare
service. The medicine pathway must be jointly agreed
by all organisations involved in the shared care of patients.

The Medicines Pathway shows the expected course of
treatment, diagnostic tests, clinical reviews and other
interventions for a patient group. It may be exclusively
delivered via homecare, or homecare may be one of

a number of options available. The Medicines Pathway
should clearly state whether the options are available

to all patients or only to those meeting specified criteria.

Useful examples

m  Appendix 6 is an example patient pathway for
outpatient parenteral antimicrobial therapy * *
which has been shared with kind permission
of BUPA Home Healthcare

m  NICE pathway for nutrition support in adults
https://pathways.nice.org.uk/pathways/nutrition-
support-in-adults

m  The British Lung Foundation COPD pathway
http://copdpathway.blf.org.uk * .

INDIVIDUAL CARE PLAN

In some cases, patients may require an individual care plan
covering deviations from the standard medicines pathway
where the patient has special needs or circumstances.

A Trust's own standard nursing care plan could be used,
although the special requirements may extend beyond
the scope of the nursing care.

Examples of individual needs could include:
m  special instructions related to deliveries
m  assistance with unpacking and stock rotation

m  keyholding (N.B. unaccompanied access to the
patient’s premises must only be considered in
exceptional circumstances — see section on key
holding for further information)

m  different methods of communication for people
with visual or hearing impairment.

®  arrangements needed to ensure a patient with
limited manual dexterity can remove medicines
from the packaging

m  different review frequency or additional diagnostic
tests because of co-existing medical conditions

® need for communication with a lead carer rather than
directly with the patient (N.B. if the patient is not
competent to make their own decisions, any actions
must comply with safeguarding vulnerable adults
or child protection regulations).

HANDBOOK FOR HOMECARE SERVICES IN ENGLAND

DOMAIN |: THE PATIENT EXPERIENCE




http://www.rpharms.com/homecare-appendices/4-nhmc-patient-registration-and-consent-form.pdf

http://www.rpharms.com/homecare-appendices/4-nhmc-patient-registration-and-consent-form.pdf

http://www.rpharms.com/homecare-appendices/5-patient-satisfaction-questionnaire.doc

http://www.rpharms.com/homecare-appendices/5-patient-satisfaction-questionnaire.doc

http://www.rpharms.com/homecare-appendices/5-patient-satisfaction-questionnaire.doc

http://www.rpharms.com/homecare-appendices/6-opat-patient-pathway-bupa.docx

http://www.rpharms.com/homecare-appendices/6-opat-patient-pathway-bupa.docx

http://www.rpharms.com/homecare-appendices/6-opat-patient-pathway-bupa.docx

http://www.rpharms.com/homecare-appendices/6-opat-patient-pathway-bupa.docx



SUITABILITY AND NEEDS ASSESSMENT m  risks to patients and carers introduced by homecare

FOR INDIVIDUAL PATIENTS services equipment and ancillaries: e.g. needing

The assessment of whether homecare treatment is to carry up and down stairs

suitable for an individual patient will take into account m safeguarding: cultural sensitivity, disability,

the following: other occupants

Patient needs m  patient confidentiality: privacy, clinical records.

m  the patient’s clinical condition Making a suitability and needs assessment

m  the patient’s willingness and ability to consent Assessments of suitability must be recorded and identified
to receive treatment at home risks and control measures must be shared with other

®  availability of suitable contact details in case of issue relevant healthcare professionals involved in the shared
or medicine recall e.g. mobile phone care of the patient.

m  the patient's competence to self-administer the medicine

in accordance with the prescriber's instructions Useful examples

m  Appendix 7 is a home suitability and needs
assessment checklist * % has been prepared by
the NHMC for 'high tech' homecare.

This identifies many possible hazards, and for
many homecare services this level of detail
will not be required

® in the case of vulnerable adults or children, whether
an appropriate additional care package is robust
and in place

m the patient’s (or carer’s) ability to understand their
responsibilities with regard to the treatment e.g.

— attending appointments

DOMAIN |: THE PATIENT EXPERIENCE

m  Appendix 8 is an example of a simplified

~ taking required tests 'Homecare Suitability and Needs

— adhering to the treatment Assessment' #* k.

— reporting any adverse reactions or side effects

Regardless of how it is documented, it is important
that any member of staff carrying out an assessment is
competent, undertakes a thoughtful identification and

— ensuring contact details are given to the clinical team evaluation of potential risks and patient needs.
and homecare provider and are kept up-to-date.

— storing the medicines appropriately

— being available to receive deliveries

The responsibility for performing, recording, sharing

Suitability of home suitability and needs assessments should be documented
After determining that homecare is suitable for each in the Technical Agreement between the organisations
patient, the suitability of their home (or other location providing shared care. It may be appropriate to make

in which the patient wishes to receive treatment) will the suitability and needs assessment over the telephone
need to be assessed to ensure it is appropriate for for low tech homecare services. For homecare services
Homecare provision. that include home visits, the findings of any suitability

and needs assessment performed remotely, should

Risk factors to be considered may include, but are not -
be confirmed at the first visit.

limited to:
Where suitability issues and/or additional needs are
identified, the homecare service may still be suitable
for the patient with the implementation of specific
control measures (see Box | on the next page).
These specific measures may be outside the contracted
= access for delivery and nursing staff. steps, parking, service requirements and therefore subject to separate
street lighting agreement with the homecare provider.
m  workplace health and safety for delivery and nursing
staff: slips and trips, electrical, smoking, pets

m  medicines: e.g. safe storage, storage temperature,
cross contamination

m  clinical: e.g. infection prevention, appropriate
ancillaries, competent use of equipment
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Where specific needs are identified these should

be communicated in such a way that promotes their
implementation. For example, an Individual Care Plan
could contain the agreed actions and responsibilities,
then shared to ensure everyone involved in the shared
care of the patient is aware of identified needs and
agreed control measures.

There should also be periodic review to ensure that

the control measures put into place have successfully met
the patient’s needs and controlled any risks, and

to identify whether there are any new needs or risks.

BOX |

Examples of circumstances which may require
additional control measures may include:

m if the patient is under |6 years of age
and registered for an adult service

m if the patient is cognitively impaired or disabled

m if the patient is receiving deliveries at their
family home, but the other family members
are not aware of the patient's condition

m patients living in shared houses
m  patients with no fixed abode

m f the patient is receiving deliveries at work
and their colleagues are not aware of the
patient's condition

m f deliveries are made to secure workplaces
(e.g. police stations, airports, schools) as
parcels are likely to be opened by unauthorised
persons to maintain security

m the patient lives in a remote geographical area
or area prone to transport disruption

m f there is to be unaccompanied access
to the patient's home.

CLINICAL RECORDS

In order to meet their professional requirements for
maintaining records of clinical interventions, records are
kept by all healthcare professionals who provide clinical
care. The complete patient record containing all the key
elements of the patient’s treatment should be kept by
the person/organisation with clinical responsibility for
the patient.

Patient clinical records may be paper based or electronic.
Due consideration must be given to how the records will
be stored and shared to ensure all relevant healthcare
professionals are informed and a complete patient
record is maintained, whilst complying with information
governance requirements. See section 3 Governance

of Homecare Services.

In homecare, where interventions and medicines are
often provided by multiple organisations, it is important
to consider which clinical records will be maintained

by each party and how the key elements will be shared
to ensure patient safety. Whilst it may be appropriate
to consolidate routine reports on a periodic basis

(e.g. weekly or monthly) there must be provisions

for sharing exception reports and escalating clinical
concerns immediately.

There will be defined reporting structures for planned
interventions (see Clinical Service Protocols and Reports
and Non-Clinical Home Visit Protocols and Reports),
however, due consideration must be given to recording
and sharing of reports relating to unplanned events,

e.g. a patient phoning the help-line with a clinical query.

CLINICAL SERVICE PROTOCOLS AND REPORTS

The Clinical Service Protocol is equivalent to the
Standard Operating Procedure for that clinical element
of the service. If the Clinical Service Protocol is written
in the form of a checklist where staff initial to indicate
compliance and spaces for patient details and comments,
a completed copy may also serve as the relevant Clinical
Service Report.

A Clinical Service Protocol should be in place for each
discrete clinical element specific to the homecare service
e.g. Home Herceptin Administration, Patient/Carer Self-
Administration Training, Patient/Carer Self-administration
Competency Assessment. Each Clinical Service Protocol
should include escalation criteria and processes and

may include details of the competencies needed by staff
undertaking the actions.

Where the Clinical Service includes administration of

a medicine by the healthcare professional, a copy of the
relevant prescription or clear and complete instructions
on the dispensing label must be available to the healthcare
professional at the point of administration.
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[t is expected that a Clinical Service Report will contain
as minimum:

m  patient name and identifiers

m |ocation/mode of service provision e.g. clinical home
visit, telephone intervention, outpatient clinic

names and contact details of care staff present
date, start/arrival time

confirmation of patient consent

m  details of any patient suitability or needs issues
or risks that have been newly identified, changed
or are no longer relevant and any changes to special
control measures

m  details of any medicine administration with check
initials of healthcare professional for each medicine

details of interventions made
post-treatment observations

adverse drug reactions, if applicable

any other clinically relevant information that needs
to be recorded and shared

m  medicines and ancillaries stock and storage issues,
if applicable

m  details of any written information left with the patient

®  date of next visit and whether it is confirmed
or planned, if applicable

m finish/departure time
m  signature of patient as proof of service/treatment

m signature of lead Health Care Professional delivering

the service to approve the completed record as being

complete and accurate.

NON-CLINICAL HOME VISIT PROTOCOLS

AND REPORTS

This section only applies to non-clinical home visits e.g.
delivery and installation of equipment, delivery of high
volume dialysis fluids into the patient home with stock
rotation. Where a home visit includes provision of a
clinical service by a healthcare professional, the details
of the home visit should be included in the relevant
Clinical Service Protocol and reported as above.

confirmation that special control measures as detailed
in the Individual Patient Care Plan are still appropriate

The Non-Clinical Home Visit Protocol is equivalent to
the Standard Operating Procedure for that element of
the homecare service. If the Non-Clinical Home Visit
Protocol is written in the form of a checklist where staff

initial to indicate compliance and spaces for patient details

and comments, a completed copy may also serve as the
relevant Non-Clinical Home Visit Report.

It is expected that a Non-Clinical Home Visit Report
will contain as minimum:

m  patient name and patient identifiers

m  |ocation of visit

m  names and contact details of homecare staff present
m  date, arrival time

m  confirmation of patient consent to the service

m Confirmation that special control measures
are appropriate

m  details of any patient suitability or needs issues
or risks that have been newly identified, changed
or are no longer relevant and any changes to special
control measures

m  confirmation that service was delivered as expected
or clear description of issues and actions taken

m  details of any escalation of issues encountered

m  details of any written information left with the patient

®  departure time
®  signature of recipient as proof of installation/receipt
of documentation/service

m signature of lead member of staff delivering the
service to approve the completed record as being
complete and accurate.
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DOMAIN 2: IMPLEMENTATION AND
DELIVERY OF SAFE AND EFFECTIVE

HOMECARE SERVICES

Domain 2 of the RPS Professional Standards for
Homecare Services describes standards for the design,
setting up and delivery of a homecare service for a
cohort of patients. This section of the handbook is
divided into 2 sections. Section 2.1 describes the
contractual framework required to set up and to manage
a homecare service on an ongoing basis. Section 2.2
contains operational guidance on delivery of services

by homecare teams.

The schematic overview of the process for home delivery
is provided in the Homecare Process Map * % % in Fig. |
on the next page.

Homecare services must be provided under the
framework of a homecare policy and strategy, see
Domain 3: Governance of Homecare Services for further
information on this. Domain 3 also gives guidance on
assessment of risks associated with the homecare service
which will be needed to inform the development of the
service specification.
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FIG. | HOMECARE MEDICINES PROCESS MAP (INDIVIDUAL PATIENTS)
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2.1 Contractual framework required

for a homecare service

When setting up a homecare service, there is a key suite
of contractual documents which taken together fully
describe all aspects of the homecare service. Preparing
these documents supports the design and specification
and tendering of the service, and so it is essential to
secure the engagement of all stakeholders including
commissioners, clinical teams and patient groups.

Each of the documents builds on the one before, so
they should be developed in the order shown, but at
each stage it may be necessary to circle back and to
review and revise the previous stage if significant new
information is uncovered. It is therefore recommended
that each document undergoes stakeholder review as
it is developed but, wherever time permits, the suite
of documents pass through the organisation’s formal
approval processes together when they are all finalised

m  Medicine Pathway
m Homecare Service Aims and Rationale
m  The Homecare Service Specification
m  Tender or Proposal Documentation
— expression of interest
— pre-Qualification Questionnaire

— tender Response request and adjudication criteria
(Public Tender)

— request for Proposal (RFP) and adjudication criteria
(Commercial Tender)
— tender or proposal feedback
m  Service level agreement or service level specification
m  Key Performance Indicators (KPI)
m  Technical Agreement.
The use of these template documents in accordance
with this guidance will ensure all parties involved in the
service are clear as to their responsibilities, whilst ensuring
consistency of service provision in compliance with the
RPS Professional Standards for Homecare Services:
m the purchasing authority will specify clearly the
requested service in the tender or RFP
m the providers will be clear about the criteria they are
being assessed against both in adjudication of tender

or RFP submissions and in the Key Performance
Indicators for ongoing monitoring of service delivery.

The consistent use of this suite of documents will also
avoid duplication, and therefore the risk that documents
contradict each other. In turn, this will simplify the
implementation process and ensure patient safety.

HOMECARE SERVICE AIMS AND RATIONALE

The Homecare Service Aims and rationale, when
completed and approved, becomes the 'Aims and
objectives' of the Service Specification. The aims and
rationale for each service must be in line with the
organisation's Homecare Policy and Homecare Strategy.
This document explains the scope of the homecare
service and explains why the homecare service is being
implemented. The Homecare Service Aims and Rationale
can be developed as part of the Service Specification;
however it may be used earlier as a stand-alone
document to support approval to move to the next
stage of defining the services specification.
Example aims are:
m  extend homecare services to improve patient choice
m  meet QIPP targets [specify]
®  reduce costs by [x%]
m  cap cost increases at [x%]
m  give access to medicines to [x] more patients
®  reduce number of outpatient appointments by [y%]
m  reduce the number of hospital acquired
infections by [x%]
B manage increasing patient numbers
with the same staffing level
®  reduce number of unplanned admissions in target
patient group by [z%]
m  centralise administration of homecare services

realise planned cost savings [£x] from [T
infrastructure investment.
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HOMECARE SERVICE SPECIFICATION

Development of the output based service specification
should be the first step when considering a new
homecare service. The Service Specification is output
based and describes the service that is requested by
the purchasing authority. Care should be taken to avoid
over-specifying elements that do not significantly impact
clinical outcomes, patient satisfaction or would increase
the cost of administering and/or delivering the service.

Homecare Service Specifications should:

®  include 'what' elements are required to deliver the
overall aims of the homecare service but not 'how'
those elements should be delivered. This approach
aims to promote innovation and a culture of
innovation and continuous improvement

m  detail the minimum acceptable standard or minimum
requirement and indicate where offers of improved
services would be advantageous to the patient
or to the purchasing authority

m  detail where an enhanced service for a specific
element would be advantageous. If it is intended
to give different weighting to service levels e.g. where
'minimum" and 'expected' and/or 'preferred service'
levels are specified, there must be an equivalent
adjudication question

m  be easy to read and understand e.g. where specify higher
levels of service are specified for different circumstance;
consider splitting into separate specification elements
rather than one complicated element

®  make reference to how the service will be
performance managed. It should make reference to
the National Homecare KPIs. Additional KPIs should
be included only where they are necessary to support
the Homecare Service Aims and Rationale

m refer to NHS Standard Terms and Conditions
for purchasing goods and supply of services
(if the service is to be provided to NHS patients).

A standard homecare service specification and tender
template is being developed by the NHMC with the
support of DH's Commercial Medicines Unit (CMU) and
NCHA to ensure compliance with the RPS Professional
Standards for Homecare Services. This work supersedes
older versions. The new template is in Excel format with
worksheets relating to key parts of the homecare service.
Most worksheets are to be used as standard and some
are optional if those elements of service are not included
in the specification e.g. cold chain, compounded products.

The template is designed to meet the needs of

formal public tendering process, may also be used

by pharmaceutical companies when tendering for
pharmaceutical manufacturer funded homecare services
for NHS patients.

Within the homecare service specification and tender
template, each line item is classified as either Compliance,
Specification or Adjudication Question. Line items
categorised as Compliance or Specification make up the
Homecare Service Specification. The role of Adjudication
Questions is considered below in the following section
on Tender or Request for Proposal (RFP) and
Adjudication Criteria.

Compliance — These are statements of requirements.
If a potential contractor is unable or unwilling to comply
with the compliance elements, they are unsuitable and
therefore cannot be asked to provide the services and/
or are not eligible for inclusion in the next stage of the
tender/proposal process. If there is a pre-qualification
stage, evidence of compliance should be requested at
this stage and should not be duplicated in later stages
of the same tender process.

Specification — These are statement of minimum
requirements. No response is needed from potential
contractor unless they are unable or unwilling to
provide the service meeting that minimum specification.
Statements from potential contractors relating to
provision of higher standards or extended or more
flexible services in relation to specification line items
are not relevant (see adjudication questions).

It is expected that therapy-specific homecare
specifications using the nationally agreed template will

be developed by the specialised commissioners, based

on medicines pathways developed by the relevant Clinical
Reference Group (CRQ). It is therefore advisable to check
what is already available with NHS England Regional
Commissioners before preparing any local specifications.

The homecare service specification and tender template,
described above, provides the service specification

and also takes the next step to allow it to be used as

a tender document and allow the purchasing authority
to differentiate between responses from potential
contractors as discussed below.

The homecare service specification and tender template
is also designed so that Compliance and Specification

line items will go on to form the basis of the Service Level
Summary or Service Level Agreement.
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TENDER OR REQUEST FOR PROPOSAL (RFP)
AND ADJUDICATION CRITERIA

Homecare services for NHS patients are commissioned
directly by an NHS organisation or are provided by the
pharmaceutical company to support the distribution

of their product.

Public procurement law regulates the purchasing of
contracts for goods, works or services by public sector
bodies like the NHS. All homecare services will be of
sufficiently high value (at | January 2014 the threshold was
£111,676 — http://www.ojec.com/Threshholds.aspx) to
require a formal public tender as required by the European
Public Contracts Directive (2004/18/EC). If a public sector
organisation knows they are likely to need particular goods
or services, but are unsure about exactly what they'll need
or when, they may decide to set up a group of approved
suppliers that they can use when necessary. This is called

a ‘framework agreement’. Potential contractors are invited
to put themselves forward for the framework via a tender
process and the purchasing authority appoints contractors
to the framework. Once the framework is set up,
individual contracts are made throughout the period

of the agreement with one or more of the contractors
appointed onto the framework. If there is more than one
possible contractor on the framework, a ‘mini-competition’
may be held to decide who gets the contract. Each
homecare organisation is likely to have its own purchasing
policy and procedures which should be followed.

If a purchasing authority is delegating the tender function
to another organisation or opting in under a framework
tender the purchasing authority is responsible for ensuring
that the tender process is/was in alignment with the RPS
Professional Standards for Homecare Services.

In the case of pharmaceutical company funding, the
pharmaceutical company chooses the service provider(s)
and the level of service to be provided and the homecare
service is included within the purchase price of the
medicinal product. The definition of the service and

the service levels to be provided to patients are included
in the Service Level Agreement (see on next page).

General principles for homecare tenders are:

u  the adjudication criteria should give a weighting to
indicate which elements of the service specification
are important to the overall service delivery. This
means adjudication questions should be included
for specification line items assigned 'critical' or
'important' to the service.

As a minimum, the adjudication question should
request specific detailed evidence to show compliance.

m the adjudication criteria should cover elements of the
service specification where enhanced service levels
over the minimum specified would be advantageous
and therefore attract a higher score in the adjudication
process. The adjudication questions should begin with
a statement of the benefits of the potential enhanced
service and ask how the respondent could meet that
need and/or propose additional service enhancements
and the benefits they are anticipated to bring to the
patient and/or purchasing authority

m care should be taken to ensure that new providers
will not be unintentionally excluded

m if additional adjudication questions/criteria are
necessary above those generated by review of the
service specification this should lead to a review of
the Service Specification and inclusion of additional
compliance or specification element(s) against which
the adjudication criteria can be assigned

m the overall adjudication assessment procedure should
be reviewed to ensure it delivers the outcomes
anticipated in the Homecare Service Aims and
Rationale. Adjudication criteria that have no relevance
to the Homecare Service Aims and Rationale should
be removed and the Homecare Service Specification
reviewed to remove the over-specification of
related elements.

The homecare service specification and tender template
described above. In addition to Compliance and
Specification line items there are line items categorised as
Adjudication Questions which meet the general principles
for homecare tenders outlined above. Further refinement
of the template is planned so it also calculates the overall
score for each key part worksheet based on the pre-
determined importance weightings for each Adjudication
Question allowing responses from different potential
contractors to be compared as follows.

Each Adjudication Question line item
m is weighted for importance to the overall service

m requires a level of evidence from the respondent
(minimum = statement of intent to comply, maximum
= provision of evidence of best practice and
continuous improvement)

u  allows responses to be objectively scored against
the level of evidence requested.
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SERVICE LEVEL SUMMARY (SLS) OR SERVICE LEVEL
AGREEMENT (SLA)

There should be no material difference between the
contents of the Service Level Summary (SLS) or Service
Level Agreement (SLA). They are produced individually,
one for each successful provider, including amendments
according to the tender submission of that provider.

This ensures significant service enhancements that were
offered and were material to the adjudication are included
in the contract and performance management processes.

The difference between an SLS and an SLA is one of legal
statuses: an SLS is for information only; an SLA forms part
of the contract between the parties. Examples of whether
an SLS or SLA is appropriate are given below. If there is
any doubt, the organisation’s purchasing specialist should
be consulted. Further information and guidance may

also be obtained from CMU or NHS England Regional
Specialist Commissioners.

m  During the public tender process submissions are
binding on the provider and further contractual
documentation is not needed. However, tender
submissions are often difficult to navigate and it
is useful for the parties to agree a Service Level
Summary (SLS) to acts as the working document
against which service reviews are completed. The
SLS must exactly mirror the tender specification; any
changes may invalidate the tender processes. Whilst
the SLS does not form part of the contract between
the parties it is wise to include a statement that if
there is any conflict between the terms and conditions
set out in the SLS and its tender then the terms and
conditions set out in the Contract shall prevail the
tender shall prevail

®  during commercial tendering Request for Proposal
(RFP) responses are often submitted on a 'subject
to contract' basis. In these cases a Service Level
Agreement (SLA) is produced as part of the
commercial and contractual agreement between
the provider and Purchasing Authority.

As the main target audience for this handbook is NHS
Chief Pharmacists and NHS pharmacy staff, we will use
the term Service Level Summary for the remainder of this
section, however, in this context the terms SLS and SLA
are interchangeable.

The Service Level Summary should:

m refer to orinclude a copy of the Service Specification
(Note: if using the homecare service specification
and tender template — this means a copy of the line
items classified as Compliance or Specification)

m  specify exceptions where elements of the Service
Specification are not to be provided as accepted
within the tender and adjudication process

m  specify enhanced elements offered by the provider
in the Tender submission which were material in the
Tender adjudication process

m  define national KPI measurement criteria e.g. for KP!
patient referrals processed on time, the SLS or SLA
must specify the actual timings against which 'on-time'
is measured.

See Box 2 below for an example.

BOX 2

Example of how an element will be managed through
process and documentation:

Service Specification: Customer Services Staff
available to answer patient calls between
09.00-17.00 weekdays.

Tender RFP and Adjudication Criteria: Extended
hours of availability for customer services would
be advantageous.

Potential Contractor’s Response: Our customer
service hours are 08:00-18:00 Weekdays and
09:00-12:00 Saturdays.

Service Level Summary or Agreement:
Customer Services staff available to answer
patient calls between 08:00-18:00 Weekdays
and 09:00-12:00 Saturdays.

KPI: No specific measure required as will be
captured by review of complaints.

If part of the shared care service is delivered by a third
party with whom the purchasing authority has a working
relationship but no contractual agreement (e.g. the
homecare service provider contracted to a manufacturer
to provide a wrap-around service for their product
which is included in the purchase price to the purchasing
authority) it is particularly important that the purchasing
authority understands the specification of the service they
are indirectly commissioning. There are plans for Service
Level Agreements for pharmaceutical manufacturer
funded homecare services to be made available to

NHS purchasing authorities via the DH's Commercial
Medicines Unit.

HANDBOOK FOR HOMECARE SERVICES IN ENGLAND

23

DOMAIN 2: IMPLEMENTATION AND DELIVERY OF SAFE AND EFFECTIVE HOMECARE SERVICES






TEMPLATE TECHNICAL AGREEMENT

The technical agreement defines all parties’ professional
responsibilities with regard to delivery of the service.

[t does not contain commercial terms, which should be
defined separately in the tender or commercial contract.
Caution is advised where there is any element of joint
responsibility — it may be better to split the activities
being descried into their component parts so that
responsibility can be assigned to one or other of the
parties to the technical agreement to avoid confusion.

If part of the shared care service is delivered by a third
party with whom the purchasing authority has a working
relationship but no contractual relationship it is particularly
important that a technical agreement is put in place to
ensure patient safety by specifying the responsibilities of

each party in the delivery of services to homecare patients.

The technical agreement should be approved by the Chief
Pharmacist or equivalent in each organisation involved in
the shared care provision. Where appropriate the Technical
Agreement may also be approved and countersigned by
the Chief Nursing Officers of the appropriate organisations.

Useful example

m  Appendix 9 an example of a technical agreement
% has been shared with kind permission of
by the North East Pharmacy Procurement Group.

KPls

The NHMC has agreed high level KPIs be used for all
homecare services to monitor the performance of the
entire service (see Fig 2. below).

KPIs will indicate areas of concern that impact patient
safety or patient satisfaction or compliance with the
SLS/SLA, irrespective of where or when they occur.
The individual KPIs are linked to the critical steps in
the homecare process especially at interfaces between
the purchasing authority, Homecare Organisation(s)
and patients. It is planned that the NHMC will collect
KPI results for at least 6 months to allow resolution
of reporting anomalies and inconsistencies before
establishing the KPI target levels that represent good
service levels for homecare services.

Review of KPIs results will allow early detection of
adverse trends and assist performance management

of homecare services. As the KPIs monitor performance
and integration of all parties providing the homecare
service, the KPI results should be transparent to all parties
that are collecting data or being monitored by data
collected by other parties.

FIG. 2
REF KPI
Kl Number of correctly completed registration documents received as % of total number of new registration

documents received

K2 Number of compliant prescriptions as % of total prescriptions received

K3 Number of prescriptions received with a purchase order number included as % of total prescriptions received

K4 Number of prescriptions the Trust requests that require processing quicker than required in the Specification
or SLA terms as % of total number of prescriptions received

K5 Number of medicines and ancillaries deliveries not on time as % of total number of deliveries

Ké Number of medicines and ancillaries deliveries not in full as % of total number of deliveries

K7 Number of failed deliveries as % of total number of deliveries

K8 Total number of invoices remaining overdue for payment and unpaid at month end as a % of number

of invoices issued

K9 Number of Credit or Debit notes as % of number of invoices issued

KI0  Number of medicines errors as a % of dispensed items

K11 Number of service failures as % of number of deliveries
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Useful example

m  Appendix |10 The national KPI data collection
template * * * has been produced by the
DH's Commercial Medicines Unit and adopted
by the NHMC as a national standard for
homecare services.

Where appropriate, additional KPIs may be added to the
National framework KPIs — however, any additional KPIs
must not be onerous to monitor and must be justified
as meaningful in terms of the Homecare Service Aims
and Rationale.

Using the national KPI framework and definitions

(without local amendment) will also facilitate meaningful
benchmarking of performance of provider Trusts and
homecare providers. Robust benchmark data will improve
the overall performance of procurement and delivery

of homecare services by highlighting poor performance
for further investigation and allowing the identification
and sharing of best practices.

Where a KPI result is below the expected level it may be
appropriate to collect more detailed data to understand
the root cause of the underperformance of that specific
KPI. However, additional measures should be for a limited
time and once the issue is corrected and overall KPIs
return to expected levels, the additional data collection
and monitoring should be discontinued.

The KPI report for all aspects of the service will be shared
with all the parties involved on a monthly basis and
reviewed during the regular Homecare Service Review
Meetings. All parties will work together in good faith to
identify root causes and implement appropriate corrective
and preventative actions can be agreed to ensure services
meet the expected standards.
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2.2 Operational Guidance for Running

a Homecare Service

Robust systems and supporting documentation need to
be in place to support the operational implementation and
delivery of the homecare service. The schematic overview
of the process for home delivery is provided in the
Homecare Process Map #* * % in Fig. | on Page 19.

This will involve:

m  ensuring homecare is suitable for the patient.
This is discussed in detail in Domain | of this handbook

m financial approval to proceed with patient registration

m  clinical review and communication of orders and
prescriptions to the homecare provider

m  delivery of medicines and services to the patient

®  appropriate storage of medicines in patients' homes
m  systems for invoicing and payment

B managing complaints

B service review.

PRESCRIPTIONS

All homecare prescriptions must be legally valid. Particular
attention is needed in the design of prescriptions intended
to be dispensed by a third party homecare provider as
standard hospital prescriptions intended for 'internal’ use
may not contain all the necessary information needed by
an external homecare pharmacy. The patient’s address
must be stated on the prescription if being dispensed

by a third party. It should be noted that many hospital
outpatient prescriptions do not have the patient address,
therefore would not be appropriate homecare use.

Prescription formats are legal documents issued by

the prescribing organisation, so homecare prescription
formats and/or templates should be approved by

the prescribing organisation’'s normal processes. The
formats and/or templates must also be acceptable to the
dispensing organisation. Sufficient time and priority should
be allowed during the setting up of a homecare service,
or transfer to a new homecare provider; to ensure
prescription formats are both appropriate and approved
by prescribing and dispensing organisations.

In addition, the following will support robust homecare
service delivery and reduce the risk of medication errors:

m  where a medicine is specified in the tender
specification, it is prescribed using its description from
the tender specification

®  whilst hospital prescriptions are routinely written
generically, where it is important for clinical or
contractual reasons that the patient receives a specific
manufacturer’s product or presentation this must
be clearly indicated on each prescription. Within a
hospital pharmacy, there may be clear rules on which
manufacturer’s product and/or presentation is to be
used, however, an external homecare pharmacy will
be dealing with prescriptions from many different
Trusts with many different rules, so the manufacturer
and/or presentation must be stated on each and every
prescription to minimise the potential for patient
safety incidents

m  prescriptions must consider that the patient will
not receive counselling at the point of dispensing.
Where it is important that specific wording is used
on the dispensing label (e.g. instructions for use) the
words must be reproduced in full on each and every
prescription. Where patient counselling related to
a specific prescription is performed, this should be
recorded on the prescription and in the patient’s
clinical record. If patient counselling is not performed
in relation to a specific prescription, processes should
be in place to ensure the patient receives appropriate
information and/or counselling as part of the
homecare service

m if a specialist product is to be dispensed for self-
administration and incorrect administration could
impact patient safety — consider how the dispensing
pharmacist is able to discharge their professional duty
to confirm that the patient has been appropriately
assessed as being 'competent’ to self-administer
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m if a specific manufacturer’s product is to be dispensed
for contract pricing reasons, this must be stated on
the prescription. It may be acceptable to specify the
manufacturer’s product to be supplied for contract
pricing purposes on an associated purchase order,
however it is the purchasing authority’s responsibility
to ensure that procedures are in place to allow
the dispensing pharmacist to have access to this
information at the point of dispensing

m if the manufacturer’s product or presentation
dispensed is different to that intended by the
prescriber but the dispensing pharmacist has
dispensed in accordance with the actual prescription
presented, this should be recorded as a prescribing
error as the prescription was either not clear
or not specific

m there may be additional requirements for specialist
prescribing e.g. clinical checking and validation of
prescriptions for systemic anti-cancer treatments
(SACT) must be done in accordance with the British
Oncology Pharmacy Association (BOPA) Prescription
Verification and Prescription Management Standards.
The design of the prescription should consider how
the dispensing pharmacist will be able to review
the approved treatment protocol

m  the prescription indicates whether the treatment
is new, continuing or changed — this provides useful
information for the dispensing pharmacist

m formats of prescriptions for specials and
compounded products must be agreed by the
prescribing authority, the homecare service provider
and specials manufacturer

m  prescriptions for unlicensed products or for off-label
use of medicines must clearly indicate to the
dispensing pharmacist that the prescriber is aware
that the medicine in unlicensed and the patient
has given informed consent to be treated with
the unlicensed product

m the name, qualifications and signature of the clinical
checker and date of the check is recorded on the

prescription form. Clarifications (e.g. addition of brand/
presentation information) are clearly indicated as being

the work of the clinical checker. Any material changes
to the prescription made during clinical checking
are countersigned by the prescriber.

GUIDE TO TEMPERATURE CONTROLLED STORAGE

In most cases, homecare medicines will be suitable for
storage at normal room temperature or in a patient's
own domestic refrigerator as is the case for medicines
dispensed by a community pharmacy to a patient for use
at home in accordance with prevailing guidelines from
GPhC and RPS. However, some homecare medicines may
be particularly unstable or present a higher than normal
risk that requires additional storage control measures.

During 2011, NCHA and NHMC have recognised

the disparity between tenders with regard to the
management of cold chain medicines. There is therefore
the need for national guidance for maintaining the cold
chain within patients’ homes, to ensure integrity of
medicines requiring storage at 2-8°C, whilst also ensuring
that costs are proportionate to the risks to patient safety.

The NHMC is currently producing this guidance
which will take a risk-based approach, considering
factors such as:

m risk and impact of storage at higher temperatures
than detailed in the Summary of Product
Characteristics e.g. room temperature

m risk and impact of storage at lower temperatures than
detailed in the Summary of Product Characteristics
e.g. freezing

m  risk and impact of other instability of the medicinal
product which is known or can reasonably be inferred

m  cost, ease and speed of providing a replacement
product in the event of medicines being unfit for use

m  the risk to patient of missing one or more doses
particularly during the time needed for replacement
products to be provided

® intended frequency of deliveries and therefore the
length of time medicine will be stored in the home
m  quantity, physical volume and value of affected
medicinal products likely to be stored in the home
m safety of patients, carers and other people
in the home.
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CUSTOM MADE MEDICINES, AND IMPORTED
MEDICINES LICENSED IN THEIR COUNTRY

OF ORIGIN

Where the medicine being supplied to the patient is an
unlicensed medicine (e.g. a compounded special or an
imported medicine licensed in its country of origin),

the purchasing authority and dispensing organisation
need to be satisfied that the medicine is of an appropriate
quality and meets the special needs of the patient(s).
This is especially important in the case of homecare
medicines, as the medicine may not be seen by the
purchasing authority before it is provided to the patient.

The tendering processes should include an assessment
of the suitability of suppliers of unlicensed medicines
and a quality assessment of the products to be supplied.
This will include an assessment of:

the safety information available on the medicine
GMP history and compliance
quality system processes

technical capability

supply chain security
m  product specifications including stability.

A product specification for all custom-made and
imported unlicensed medicines should be agreed
between the purchasing authority, dispensing organisation
and, where appropriate the manufacturer. Any changes
to the specification must be agreed between the parties
before implementation.

Guidance to prescribers and purchasers of unlicensed
medicines is available from the RPS and additional
guidance is available from the National Prescribing Centre.
The NHS Pharmaceutical QA Committee is also currently
updating its guidance on the purchase and supply of
unlicensed medicines in line with the RPS’s Professional
Standards for Hospital Pharmacy Services.

Useful example

m  Appendix || an example of a product quality
assessment for an unlicensed compounded
antibiotic shared by kind permission of Quality
Control North West .

KEY HOLDING GUIDELINE

The key holding guideline covers occasions when
homecare staff are asked to enter the patient’s home

(or other community location) without supervision of the
patient, carer and/or premises owner — for example to
deliver medicines to the patient’s home whilst the patient
is at work.

= The NCHA Keyholding Service Guideline % % % is
approved by the NHMC and should be considered
as nationally approved best practice. It can be found
on the NCHA website: http://www.clinicalhomecare.
co.uk/about-the-ncha/association-documents

Unaccompanied access to private premises by any
member of the homecare team is problematic in
terms of:

®  maintaining security and safety of the staff member
B maintaining security and safety of the premises

®  risk and liability of any loss or damage that may
be associated with that access.

Purchasing authorities should note that if they include
a requirement for such services within their service
specification, they take at least partial responsibility
for any loss or damage that may occur as a result

of that service.

ADVERSE WEATHER GUIDELINE

The adverse weather guideline contains useful pointers
for identifying and managing the risk associated with
delivery delays and its contents should be considered
when designing a homecare service. It also gives practical
guidance for contingency planning, anticipating and
managing adverse weather situations that are commonly
encountered within the UK.

m The NCHA Adverse Weather Guidelines #* % %,
is approved by the NHMC and should be considered
as nationally approved best practice. It can be found
on the NCHA website: http://www.clinicalhomecare.
co.uk/about-the-ncha/association-documents
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HOMECARE SERVICE REVIEW MEETING AGENDA

Formal homecare service review meetings must be held
regularly. These will be local, but may also be regional
and/or national, depending on the service specification.

[t is recommended that meetings are held on a monthly
basis during implementation phases. Quarterly ongoing
reviews will be adequate for most established
homecare services.

One meeting each year must include an annual review
of trends and overall contract performance in addition
to reviewing the results from the last period. Meetings
should be scheduled well in advance of the meeting date
to allow attendees to organise their diaries.

The agenda will include:

m  apologies for absence

m review and approval of minutes of the last meeting
matters arising from last minutes

items for Any Other Business

review of KPI results from last period

review of complaints from last period

review of patient safety incidents from the last period

review of patient satisfaction questionnaires from
the last period

activity planning for next period

m review change requests and future
service developments

®  annual review of trends and contract performance
(if appropriate)
u  any other business

m  future meeting schedule.

TRANSFERRING PATIENTS BETWEEN
HOMECARE PROVIDERS

Where there are plans to transfer patients between
homecare providers (e.g. after retendering of an existing
homecare service), the purchasing authority must
ensure arrangements are in place for seamless transition
between homecare service providers to ensure patients
experience no interruption in their care and that their
preferences are taken into account.

Useful example

m  Appendix |2 Leeds Teaching Hospitals NHS
Trust has developed a procedure for transferring
patients between homecare services * *
and this has been adopted by the NHMC
as national guidance.

This guideline has been in place for some years and has
been used successfully to manage an orderly transfer

of patients between services providers following tenders.
[t is now being updated by NHMC to incorporate
learning from its use, however it still provides good
practice example and has therefore been included

in this handbook.
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DOMAIN 3: GOVERNANCE
OF HOMECARE SERVICES

Domain 3 of the RPS Professional Standards includes
standards for leadership, governance and financial
management and workforce planning and development.
The standards, require that a named individual pharmacist
is responsible and accountable for oversight of the
homecare services provided by their organisation.

The standards further outline the planning and high level
control processes that should be in place to ensure safe
and effective, patient centred homecare services are
consistently delivered.

To underpin this, the patient’s journey and the interface
with other stakeholders should be considered.

HOMECARE STRATEGY

The homecare strategy for the organisation will state
the high level strategic aims for the homecare services
they provide. For an NHS purchasing authority, this may
include elements such as:

m  improve/optimise treatment outcomes

m  extend patient choice or to allow patients to choose
to be treated at home if it is safe to do so

m  encourage patient independence and/or engagement
with their treatment

B improve patient experience

B increase standardisation and consistency
of homecare services

® improve governance
m improve range of homecare services offered
u  improve take-up of homecare services offered

m  realise time and economic savings for NHS
and its patients

m financial advantages.

Each homecare service should have specific service
aims and rationale that lists the expected outcomes and
benefits of that specific homecare service. These could
be combined and used as a basis for the organisations
overall homecare strategy (see Section 2.1).

Normally the homecare strategy will include the 5-6 most
important strategic aims of the organisation that are used
to guide decision making and allocation of resources.

The homecare policy will normally describe the internal
decision making processes that enable those strategic
aims to be realised. However, each homecare organisation
will have its own procedures for defining strategy and
policy and these should be followed. The list of medicines
pathways and/or medicines for which homecare services
are provided by the organisation may be included in
either the homecare strategy or the homecare policy.

Organisations' forward planning should take account of
provision of homecare services to patients, and homecare
should be included in annual budget planning. Homecare
objectives should be included in the personal targets

of the Chief Pharmacist (or equivalent) and relevant
members of the homecare team.

HOMECARE POLICY

All NHS Trusts that provide homecare services to

patients will need to prepare a policy for homecare.

A Homecare Policy statement will include, or refer to the

key homecare processes and clearly state responsibilities

of all internal parties and ensure technical agreements are

in place for external parties involved in shared care. The

Homecare Policy should also consider arrangements for:

m  contracting and commissioning, including
procurement and responsibility for managing
sub-contracted services

® initiation of homecare service and professional
responsibilities

®m  maintenance of homecare treatment including
management of change

®  financial management

m  information governance

m  clinical governance

m  quality management including feedback,
complaints and performance management

®  risk management including contingency planning
and business continuity.
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Useful example

Appendix |3 University College London Hospitals
NHS Trust has provided its Homecare Policy *.

This is a comprehensive policy: individual Trusts may wish
to incorporate a Homecare policy statement into the
Trust's Medicines Management Policy to avoid the need
for a separate Homecare Policy.

PATIENT CONFIDENTIALITY, INFORMATION
SHARING AND DATA PROTECTION

The Data Protection Act makes provision for the
regulation of the processing of information relating

to individuals, including the obtaining, holding, use or
disclosure of such information. Patient data relating

to an individual's physical or mental health is considered
to be sensitive personal data.

Organisations registered with the Information
Commissioner’s Office (ICO) under the Data Protection
Act should already have a 'Data Protection' or 'Privacy’
Policy that is available to all. Chief Pharmacists should
check that the existing approved policy adequately covers
the homecare services provided by that organisation.
The Data Protection or Privacy Policy of each
organisation that must be freely available or published

in the public domain and homecare patients must be
provided with a copy or clearly signposted to that Policy.

Under the Data Protection Act, each organisation
undertakes the activities of data handler or data
controller. In the provision of homecare services,
organisations involved in clinical care will both be data
controllers and therefore a Data Sharing Agreement
is normally needed that includes a map of data flows
and defining the responsibilities for record keeping.

Specific guidance as to the handling and of individual
patient data was considered in the Caldicott Reviews
1997 and 2013 (see box 3 on the next page). The 1997
review gave priority to discouraging the uploading of
personal information on to information technology
systems outside clinical control. The issue of whether
professionals shared information effectively and safely
was not regarded as a problem at the time, but became
more relevant during the intervening years. The 2013
review's overarching aim has been to ensure that there
is an appropriate balance between the protection of the
patient or user’s information, and the use and sharing of
such information to improve care. The burden of explicit
consent is reduced under the 2013 Caldicott report.
Provided the patient is informed that their information
will be shared with other healthcare professionals directly
involved in their care and they do not object, they are
considered to have given implied consent.

m  The Caldicott Report on the review of patient-
identifiable information. http://webarchive.
nationalarchives.gov.uk/+/www.dh.gov.uk/
en/Publicationsandstatistics/Publications/
PublicationspolicyandGuidance/DH_4068403
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BOX 3: REVISED CALDICOTT PRINCIPLES

The Caldicott Report set out a number of general principles that health and social care organisations should use
when reviewing its use of client information and these are set out below:

m justify the purpose(s). Every proposed use or
transfer of personal confidential data within or
from an organisation should be clearly defined,
scrutinised and documented, with continuing uses
regularly reviewed, by an appropriate guardian

m  don't use personal confidential data unless it is
absolutely necessary. Personal confidential data
items should not be included unless it is essential
for the specified purpose(s) of that flow. The need
for patients to be identified should be considered
at each stage of satisfying the purpose(s)

m  use the minimum necessary personal confidential
data. Where use of personal confidential data is
considered to be essential, the inclusion of each
individual item of data should be considered and
justified so that the minimum amount of personal
confidential data is transferred or accessible as is
necessary for a given function to be carried out

B access to personal confidential data should be on
a strict need-to-know basis. Only those individuals
who need access to personal confidential data
should have access to it, and they should only have
access to the data items that they need to see.
This may mean introducing access controls or
splitting data flows where one data flow is used
for several purposes

KEY RECOMMENDATIONS FROM DH HOMECARE
STRATEGY BOARD IT WORKGROUP

The IT Workgroup of the DH Homecare Strategy Board
also identified some general principles and examples of
good practice in the use of existing pharmacy IT systems.

Useful example

m  Appendix 14 Use of pharmacy IT systems
to support homecare services * .

Homecare organisations will need to ensure that future
development of their IT infrastructure supports the
homecare service to co-ordinate communication and
streamline administration. The Homecare IT workgroup
has produced an Output Based Specification and

m  everyone with access to personal confidential
data should be aware of their responsibilities.
Action should be taken to ensure that those
handling personal confidential data — both clinical
and non-clinical staff — are made fully aware
of their responsibilities and obligations to respect
patient confidentiality

m  comply with the law. Every use of personal
confidential data must be lawful. Someone in
each organisation handling personal confidential
data should be responsible for ensuring that the
organisation complies with legal requirements

® the duty to share information can be as important
as the duty to protect patient confidentiality.
Health and social care professionals should have
the confidence to share information in the best
interests of their patients within the framework
set out by these principles. They should be
supported by the policies of their employers,
regulators and professional bodies.

Reference information: To Share Or Not To Share?
The Information Governance Review
https://www.gov.uk/government/publications/
the-information-governance-review

Technical Specification for homecare systems which
identifies the ideal arrangements for use in the future
development of homecare systems.

Useful example

m  Appendix |5a Output Based Specification:
System-wide Delivery of Medicines in Homecare

m  Appendix [5b Technical Specification:
System-wide Delivery of Medicines in Homecare.

MANAGING COMPLAINTS

Complaints should be recorded, logged and managed

in line with the organisation’s standard complaints
procedures. NHS organisations will have local procedures
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that are in line with national NHS guidance.
(http://www.nhs.uk/choiceintheNHS/Rightsandpledges/
complaints/Pages/NHScomplaints.aspx)

Homecare service providers will have their own internal
complaints systems which manage complaints in line
with ISO 9001 quality standard or equivalent.

As homecare is often a shared care arrangement
involving multiple organisations, complaints processes
which allow the sharing of complaints and co-operation
in the investigation of root causes and implementation
of preventative actions should be in place and integrated
between the parties involved in providing the homecare
services as far as possible. Complaints processes should
to ensure complaints are received, recorded, investigated,
acted upon and reviewed, and these processes
documented in the Technical Agreement between

the parties.

Any formal response to the complainant is the
responsibility of the organisation receiving the complaint,
unless otherwise agreed between the parties on a case
by case basis.

Whilst the definitions and therefore categorisation

of Complaints and Patient Safety Incidents varies
slightly between organisations, the following principles
should apply:

m individual events should be recorded and reported
once to avoid multiple reports from different
organisations and overstatement of reported error
rates which cause a high administrative burden
without benefit to patient safety. This generally means
that ADRs. Medication Errors and Patient Safety
Incidents that are reported through other national
reporting systems as described in the following section
should not also be reported as complaints

m  service failure events that are anticipated in the
service specification, i.e. where there is a Key
Performance Indicator (KPI) target which is less than
100% compliance, should not normally be recorded
as complaints. Where service failure events are
logged as complaints due to aggravating factors,
it is the aggravating factor(s) that should be logged
and investigated as the complaint. The underlying
service failure is managed via KPI and performance
management processes

PRACTICE EXAMPLE

As an example, a patient complains about a late
delivery. The complaint is recorded, however, late
deliveries are anticipated in agreed service levels,
so to determine if this is a justified complaint
further investigation is needed to find out why the
patient felt the need to complain and therefore if
there were aggravating factors that would justify
or validate the complaint. There could have been
lack of communication from patient services or

it could be the 3rd delivery failure in a row or it
could be that the patient was not aware of the
delivery processes. If there are no aggravating
factors, whilst a complaint response (and apology)
should still be sent to the patient, the complaint
can be marked as 'unjustified' or 'not validated'.

m if the reporter of an incident or error requires
a formal response and/or the issue to be formally
recorded and subject to root cause analysis and
implementation of preventative actions, the incident
should be recorded as a complaint unless this would
duplicate reporting e.g. in NRLS.

PATIENT SAFETY INCIDENTS AND ADVERSE DRUG
REACTIONS (ADR) — REPORTING AND LEARNING

The main aim of ADR and patient safety reporting is

to enhance patient safety by sharing learning for serious
incidents and to identify signals and trends in events which
viewed together indicate an enhanced risk to patient
safety which can then be addressed. Whilst individual
organisations have used existing systems to monitor
patient safety incidents at local level, there has been a lack
of a co-ordinated approach to patient safety reporting
across homecare services and this is now being addressed.

Recently issued guidance from MHRA and NHS

England sought to clarify the definitions and reporting
requirements for patient safety incidents to ensure

the health system as a whole is able to learn from and
minimise the risk of recurrence of patient safety incidents
and to enable early detection of trends which might
indicate a risk to patient safety and therefore require
further investigation.
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m Patient Safety Alerts were issued by MHRA and
NHS England (http://www.mhra.gov.uk/NewsCentre/
CON395245) in March 2014 entitled:

— improving medication error incident reporting
and learning (NHS/PSA/D/2014/005) and
supporting information

— improving medical device incident reporting
and learning (NHS/PSA/D/2014/006) and
supporting information.

The implementation of these Patient Safety Alerts
as related to homecare is discussed below.

The Patient Safety Alert requires each homecare
organisation to appoint a Medication Safety Officer and
Medical Device Safety Officer to take the lead in the
reporting of patient safety incidents. Where appropriate,
they may be the same person. NHS Homecare
organisations and large homecare provider organisations
are required to participate directly in NRLS reporting
and the National Medication Safety Network to share
learning from NRLS reports.

See the definitions section of this handbook for the
definitions for 'patient safety incident' and 'medication
error'. The definition of Adverse Drug Reaction was
reframed to include ADRs resulting from Medication

USEFUL DEFINITIONS & GUIDANCE ON CLASSIFYING EVENTS

Errors including unlicensed use, misuse and abuse in an
EU directive issued in July 2012. Since that time, there has
been much debate about the need for robust reporting
which ensures that ADRs meeting the extended
definition are reported and learned from but that reports
are not duplicated. The MHRA is developing NRLS to be
integrated into the pharmacovigilance system to monitor
Medication Error incidents in England. Medication Errors
should be reported via NRLS. Other types of suspected
ADR reports which are not the result of a medication
error continue to be collected by the MHRA through
the Yellow Card Scheme or by reporting direct to the
marketing authorisation holder, where appropriate.
Whilst the clear identification of a causal relationship
between the medication and the ADR is not necessary,
there should be a reasonable suspicion of a link to trigger
an ADR report.

Reporting of Patient Safety Incidents under NRLS is
primarily the responsibility of the organisation holding
clinical responsibility for the patient, however, in
accordance with the guidance, any organisation may
report a Patient Safety Incident. Where the organisation
reporting is not the organisation holding clinical
responsibility for the patient, they should take reasonable
steps to prevent duplicate reporting of the same event.

Scenario: A homecare patient tells the homecare provider patient services team that they felt dizzy, fell over

and has been injured.

Patient safety is the first concern — has the patient already consulted their GP or other HCP, is any other

immediate escalation needed e.g. call an ambulance.

The fall happened yesterday and the GP has been called and will be making a house call to see the patient later

today, so no immediate escalation is needed.

This is a clinically significant incident which must be reported by the homecare provider to the HCP with clinical
responsibility for the homecare patient, but is it any more than that?

Could the 'event' reasonably be associated with the medicines the patient was taking? If yes, reporting should
be of any Adverse Drug Reaction, not the event itself i.e. was the fall caused by dizziness or muscle weakness?
Was the injury exacerbated due to decreased bone density? If this is not clear to the non-medical staff taking
the report, the potential adverse drug 'event' should be handed over for further investigation to a relevant HCP
who will then take on the responsibility for any ADR reporting — in this case the GP.

Unfortunately, the patient was found to have broken their hip and after treatment suffered complications and died.

The adverse drug reaction, if there is one, is the dizziness or muscle weakness or decreased bone density that is
reasonably suspected to have been caused by the medication. The fall is an 'event' which the homecare provider
refers on to the healthcare professional for further investigation and is not at this stage an ADR, it could just be
an unfortunate accident. The broken hip and the subsequent death are 'outcomes', not ADRs.
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Where Homecare Service Providers are acting as a
commercial agent of the marketing authorisation (MA)
holder/manufacturer, the Homecare Service Provider
may have an additional duty to report any ADRs and/or
patient safety incidents to the MA holder/manufacturer
as detailed in the Technical Agreement between the
parties. Where the Homecare Service Provider is not

a commercial agent of the MA holder, ADR reports from
homecare providers to the MA holder/manufacturer are
defined under the regulations as spontaneous reports
from the marketplace and should be reported direct

to the MHRA via the Yellow Card Scheme. Care should
be taken not to duplicate ADR reports via MA holder/
manufacturer and Yellow Card Scheme as they do not
enhance patient safety and increase the risk of false
positive reports in the reporting systems.

Homecare Service Providers may also be involved in the
delivery of 'Patient Support Programmes' which detail
additional clinical interventions and controls that are an
integral part of the 'safe' route to market approved by
the MHRA. In these cases, there may be specific risk
minimisation measures detailed in the risk management
plan which requires specified clinical interventions and/
or additional reporting to be specified in the Patient
support Programme. Such Patient Support Programmes
and risk controls identified in the Risk Management Plan
will normally be related to pharmaceutical company
funded homecare schemes and detailed in the Technical
Agreement between the Homecare Service Provider
and the MA holder/manufacturer.

At the time of writing, the National Clinical Homecare
Association is working in conjunction with the MHRA
pharmacovigilance team and National Homecare
Medicines Committee to prepare further nationally
approved training programmes for homecare staff relating
to ADR and patient safety reporting in homecare.

The responsibilities of all parties regarding reporting of
patient safety incidents and adverse drug reactions should
be made clear in the technical agreement (see Section
2.1) between the parties. There should be processes
agreed to ensure all such events are received, recorded,
investigated, acted upon and reviewed, processes should
be integrated and learning shared between the parties

as far as possible.

QUALITY ASSURANCE AND RISK MANAGEMENT

Systems should be in place to ensure that the homecare
service is quality assured and controlled, and underpinned
by the principles of quality risk management, to optimise
patient outcomes.

Risk assessments should be performed on all homecare
services including shared care arrangements across
homecare organisations. Needs and suitability
assessments should be performed for individual patients.
Risk management processes must ensure that all identified
risks are managed. This will involve:

®m identification of hazards
®  assessment and evaluation of risks
= control of risks

m  acceptance of residual risks by the homecare team
and by patients

m registration of inadequately controlled risks onto the
organisation’s Risk Register

®m communication with relevant parties and stakeholders,
including patients

B on-going review.

AUDIT OF COMPLIANCE WITH
THE RPS PROFESSIONAL STANDARDS
FOR HOMECARE SERVICES

Homecare organisations should ensure that their services
are compliant with the RPS Professional Standards for
Homecare Services by establishing a programme of
quality review and audit. This programme should include
all sub-contractors and contingency partners. A self-audit
template is available on the RPS website for teams to use
for a self assessment review of their services against the
standards. http://www.rpharms.com/unsecure-support-
resources/professional-standards-for-homecare-services.asp
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CLINICAL TRIALS

The homecare route is sometimes utilised within the
context of Clinical Trials. Relevant stakeholders including
Clinical Trials Pharmacist, Chief Investigators, research and
development departments, study sponsors, pharmacy
homecare teams and homecare providers should be

fully engaged in the governance aspects of provision of
homecare services for all relevant clinical trials. National
guidance relating to homecare should be followed and
there should be clear accountability within all stakeholder
organisations. All Clinical Trial activities contracted out by
NHS Trusts/Sponsors to third parties including homecare
providers should be described in detail in a technical
agreement. This should define responsibilities, standards
of service and record keeping/retention'.

Clinical Trials are regulated by the Medicines for Human
Use (Clinical Trials) Regulations 2004 and subsequent
amendments*® and must be conducted according to
principles of GCP. These are outlined in articles 2 to 5
in the EU Directive 2005/28/EC*

For advice on any aspect of Clinical Trials involving
medicines contact local stakeholders including Chief
Pharmacist and Research and Development Lead.

Useful links:

m National Institute of Health Clinical Research Network
— including access to GCP on line training for teams
involved in setting up and delivering clinical research
studies http://www.crncc.nihrac.uk/

m  National Pharmacy Clinical Trials Advisory Group
http://www.rpharms.com/clinical-and-pharmacy-
practice/clinical-trials-network---npctag.asp

m  National Research Ethics Service.
www.nres.nhs.uk

" Good Clinical Practice Guide (MHRA) 14 Sep 2012

WORKFORCE PLANNING AND DEVELOPMENT

The RPS Professional Standards for Homecare Services
states that homecare teams will have the right skill mix
and the capability and capacity to develop and provide
quality homecare services to patients. To ensure this,

it will be necessary to:

m  secure resources and develop contingency
and capacity plans

m  develop the workforce and manage performance

m  provide ongoing education and training.

JOB DESCRIPTIONS

Responsibility for homecare services should be clearly
defined in job descriptions. The Chief Pharmacist’s job
description should be aligned with the Homecare Policy
and will include:

m their overall responsibility for homecare services

m  responsibility for liaison with Nursing Director
and Medical Director as appropriate

m  responsibility for ensuring policies, risk management
and document approval procedures are implemented
with respect to homecare services.

Useful examples

m  Appendix |6 An example job description
for a Homecare Pharmacist * * which has
been shared with kind permission of Royal
Wolverhampton Hospitals Foundation Trust.
This was compiled in 2013 and takes into
account the RPS Professional Standards for
Homecare Services.

m  Appendix |7 An example job description for
a Homecare Pharmacy Technician * which has
been shared by kind permission of the Leeds
Teaching Hospital NHS Trust. This pre-dates the
publication of the Homecare RPS Professional
Standards for Homecare Services.

m  Appendix 18 An example job description for a
Homecare Medicines Administrator * which has
been shared by kind permission of Chelsea and
Westminster Healthcare NHS Foundation Trust.

2The Medicines for Human Use (Clinical Trials) Regulations 2004. Statutory Instrument SI 2004/1031

* The Medicines for Human Use (Clinical Trials) Amendment Regulations. Statutory Instrument SI 2006/1928, SI 2006/2984 and SI 2008/941

*The Commission of the European Communities (2005) Directive 2005/28/EU
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REGULATION AND EXTERNAL
ACCREDITATION

The following is a list of the regulation, legislation,
standards and guidance that might apply to a given
circumstance, please note this list is not exhaustive.

REGULATORY FRAMEWORK

Good Manufacturing Practice for Medicinal Products
for Human use (2003/94/EC), and updating

EU Directive 2001/83/EC relating to medicinal
products for human use as amended by 2004/27/EC,
and updating

EU Directive 93/42/EEC relating to medical devices,
and updating

EU Directive 2001/20/EC relating to clinical trials,
and updating

Guidelines on Good Distribution Practice of Medicinal
Products for Human Use (94/C 63/03), and updating

Home Office Misuse of Drugs Act 971
and amendments

The Human Medicines Regulations 2012

The Medicines Act 1968 and Regulations made
under the Act

Safeguarding Vulnerable Adults Act 2006
Children Act 1989 updated 2004

The Children (Northern Ireland) Order 1995
The Children (Scotland) Act 1995

The Human Rights Act (1998)

UN Convention on the Rights of the Child
Data Protection Act 1998

Freedom of Information Act 2000

Bribery Act 2010

Competition Act 1998

Access to Medical Reports Act 1988
Access to Health Records Act 1990

Health and Safety (Sharp Instruments in Healthcare)
Regulations 2013.

STANDARDS AND CODES OF PRACTICE

Royal Pharmaceutical Society Professional Standards
for Homecare

National Clinical Homecare Association Code
of Practice for Homecare Providers

Nursing and Midwifery Council Code of Conduct
General Medical Council Code of Conduct
Medicines Ethics and Practice

General Pharmaceutical Council Standards.

REGISTRATION, AUDIT AND MONITORING

General Pharmaceutical Council registration
of pharmacy premises and pharmacists and
pharmacy technicians

Medicines and Healthcare products Regulatory

Agency registration of manufacturers, wholesalers and
distributors of medicinal products and medical devices

Care Quality Commission registration of NHS Trusts
and nursing agencies

The Department of Health / NHS Connecting for
Health Information Governance Toolkit registration
of organisations managing NHS patient data
Information Commissioner’s Office registration under
the Data Protection Act

UKAS accredited bodies for certifying compliance
with 1SO 9001:2008, ISO 14000.
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APPENDICES

APPENDIX |

APPENDIX 2

APPENDIX 3

APPENDIX 4

APPENDIX 5

APPENDIX 6

APPENDIX 7

National Homecare Patients’ Charter
http://www.rpharms.com/homecare-
appendices/|-homecare-medicines-
charter-draft-3b-april-2013.docx

Example patient leaflet for Homecare
Medicines Services

(Leeds Teaching Hospitals NHS Trust)
http://www.rpharms.com/homecare-
appendices/2-homecare-medicines-
services---example-patient-leaflet-
leeds.doc

Example therapy-specific patient
leaflet (BUPA Home Healthcare and
Bristol-Myers Squibb Pharmaceuticals)
http://www.rpharms.com/homecare-
appendices/3-information-for-patients-
receiving-sc-abatacept-bupa.pdf

Patient registration and consent form
(NHMCQO)
http://www.rpharms.com/homecare-
appendices/4-nhmc-patient-registration-
and-consent-form.pdf

Template homecare patient
satisfaction questionnaire

(NHMC)
http://www.rpharms.com/homecare-
appendices/5-patient-satisfaction-
questionnaire.doc

Example patient pathway for outpatient
parenteral antimicrobial therapy
(BUPA Home Healthcare)
http://www.rpharms.com/homecare-
appendices/6-opat-patient-pathway-
bupa.docx

Home suitability and needs
assessment checklist

(NHMCQO)
http://www.rpharms.com/homecare-
appendices/7-home-suitability-and-
needs-assessment-checklist-nhmc.doc

APPENDIX 8

APPENDIX 9

APPENDIX 10

APPENDIX 11

APPENDIX 12

APPENDIX 13

APPENDIX 14

Example of a simplified "Homecare
Suitability and Needs Assessment
(NHMC)
http://www.rpharms.com/homecare-
appendices/8-homecare-suitability-and-
needs-assessment-form.doc

Example technical agreement

(North East Pharmacy

Procurement Group)
http://www.rpharms.com/homecare-
appendices/9-technical-agreement-for-
oral-chemo-neppg.docx

APPENDICES

National KPI data collection template
(DH Commercial Medicines Unit)
http://www.rpharms.com/homecare-
appendices/10-kpi-data-collection-
template---2013.xIsx

Example product quality assessment for
an unlicensed compounded antibiotic
(Quality Control North West)
http://www.rpharms.com/homecare-
appendices/||-baxter-flucloxacillin-in-
intermate.pdf

Procedure for transferring patients
between homecare services

(Leeds Teaching Hospitals NHS Trust)
http://www.rpharms.com/homecare-
appendices/|2-transferring-patients-
between-homecare-providers.pdf

Homecare Policy

(University College London
Hospitals NHS Trust)
http://www.rpharms.com/homecare-
appendices/|3-homecare-policy-
example-uclh.doc

Use of pharmacy IT systems

to support homecare services

(DH Homecare Strategy Board)
http://www.rpharms.com/homecare-
appendices/|4-use-of-pharmacy-
it-systems-to-support-homecare-
prescribing.docx
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APPENDIX I5a Output Based Specification:

System-wide Delivery of Medicines

in Homecare

(DH Homecare Strategy Board)
http://www.rpharms.com/homecare-
appendices/|5-obs-homecare-v8-post-
consultation.docx

APPENDIX I5b Technical Specification: System-wide

APPENDIX 16

APPENDIX I7

APPENDIX 18

Delivery of Medicines in Homecare
(DH Homecare Strategy Board)
http://www.rpharms.com/homecare-
appendices/|5b-homecare-technical-
specification.docx

Example job description

Homecare Pharmacist

(Royal Wolverhampton Hospitals
Foundation Trust)
http://www.rpharms.com/homecare-
appendices/|6-job-description-
homecare-pharmacist.docx

Example job description Homecare
Pharmacy Technician

(Leeds Teaching Hospital NHS Trust)
http://www.rpharms.com/homecare-
appendices/|7-job-description-
homecare-pharmacy-technician.docx

Example job description Homecare
Medicines Administrator

(Chelsea and Westminster Healthcare
NHS Foundation Trust)
http://www.rpharms.com/homecare-
appendices/|8-job-description-
homecare-administrator.docx
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Homecare: a good practice guide for pharmaceutical manufacturers

Introduction

When homecare is chosen as an appropriate means for medicines distribution, it

is key that the supply of the services is well thought out in advance, that all parties
understand what is required of them and that contingency arrangements are in
place. Pharmaceutical companies take the provision of homecare services seriously,
and although practice will vary between companies, in what is a commercial arena,
there are a number of principles and legislative requirements which can be distilled
into a good practice guide.

This guide attempts to pull together these principles via a series of issues to be considered by
companies. Although it focuses on the needs and actions for the manufacturer, it may also be of
interest to a range of stakeholders involved in homecare services, including clinicians, pharmacy,
NHS Finance, NHS Procurement Governance, homecare providers, the Commercial Medicines
Unit, commissioners, members of the National Homecare Medicines Committee and patients.

However, this guide is not intended as a definitive or comprehensive manual for how homecare
arrangements are designed, contracted or managed by the pharmaceutical industry, as such
arrangements need to be decided unilaterally by manufacturers on a case-by-case basis.

This guide is structured to align with the Royal Pharmaceutical Society’s (RPS) Professional
Standards for Homecare Services and their Handbooks for Homecare Services (see Annex

1 - Useful links) and is to be seen as a living document, recognising the need for future useful
documentation to be added and referenced.






Homecare: a good practice guide for pharmaceutical manufacturers

The patient experience

Patients remain at the heart of any homecare service. This section aims to
highlight the key areas for manufacturers to consider in relation to patients when
considering the design and establishment of a homecare service.

Whether it is appropriate for individual patients to receive their medicine and/or additional
services, or care, at home must be determined by a healthcare professional in consultation with
the patient.

Patients may need to be transferred to, or from, a homecare service, or between homecare
providers, at any time during the course of their treatment, and services must be designed to allow
this to happen with minimum impact on the patient.

Patients will be asked by their Trust to sign an initiation document which indicates their consent
to receiving a homecare service and their acknowledgement that they have received appropriate
information. More information regarding service initiation is available in the RPS Handbooks for
Homecare Services (see Annex 1 — Useful links).

Patient choice

Under the NHS Constitution (see Annex 1 — Useful links) patients in England have the right to a
certain amount of choice in their care. Patient choice includes whether the patient wants to opt in
or out of an available homecare service, and to some extent, at what date, time and location their
medicines and or services will be delivered.

Where a patient receives more than one medicine from multiple manufacturers, every reasonable
attempt should be made by the manufacturer to enable the homecare provider to consolidate
deliveries.

It is the responsibility of Trusts that patients should be made fully aware of their rights, ideally by
providing them with a copy of the Homecare Medicines Patient Charter which can be found in the
RPS Handbooks for Homecare Services.

Manufacturers may also wish to assure themselves that the patient is made aware of how

the homecare service is likely to operate, provided with appropriate information about their
medicines (e.g. patient information leaflets), understands the patient’s own responsibilities, and is
given details of how they can opt out or make complaints.

Patient group engagement

Manufacturer engagement with relevant patient groups or third-sector organisations should be
considered on an ongoing basis, to ensure any homecare service is fit for purpose.

Manufacturers may seek assurances that patients receiving a homecare service are regularly
consulted via surveys from the homecare provider to ensure the quality and consistency of any
service.
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Implementation and delivery of safe and
effective homecare services

Contractual framework for a homecare service

Before developing a contractual framework with homecare providers, it may be useful for
manufacturers to consider early engagement and consultation with the National Homecare
Medicines Committee regarding innovative homecare service initiatives. The questions below
may provide a useful, if not comprehensive, aide memoire.

Product selection

Why are these products suited to homecare? Has this been discussed with patients, clinicians
and commissioners?

Type of service

What type of service is to be provided?
Examples include:
 dispense and deliver only

 delivery with nurse administration
» more complex additional services such as infusion at home.

Who is the customer?
Trust/Commissioner/Primary care/Health board/Other health organisations

At what level will the service be provided?
Trust/Regional /National

Who will pay for the service?

Sometimes manufacturers pay, but other funding models are available - for example, the costs
could be shared between a Trust and a manufacturer.

Is there already a service provided by the NHS?

Is there an existing homecare service in place?

Is the intention to replace an already available service or does the existing service not meet
requirements?

Provider identification

Which providers have the capability to deliver the service?

Which provider(s) should be used? Is a sole or multiple provider service preferable?

A sole provider may be preferred because demand is likely to be relatively low, or to avoid a
fragmented supply chain to ensure robust availability. Alternatively, a multiple supplier option
may be preferable if high volume and/or continuity of supply are significant factors.

How many potential providers will be invited to participate in the selection process?

Companies are encouraged to invite a reasonable number (at least two or three) of potential
providers to take part in the selection process. However, there is a risk of overcomplicating
matters if companies invite too many providers to participate, and this should be taken into
account.
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Provider selection

Are you satisfied that the required level and quality of operational capability will be delivered?
For example:

* capacity to service patient population

» geographic coverage

e appropriate necessary professional qualifications and licences

* maintaining integrity of the supply chain

» understanding where legal recourse sits.

Homecare providers may vary in standards and it is recommended that capability audits

are conducted, with tenders being issued for specific services and quality commitments.
Manufacturers should satisfy themselves that the homecare provider can deliver the service that
the company requires.

Have you conducted appropriate financial viability assessment?

For example, the risks will be considerable unless due diligence is completed before appointing a
homecare provider.

Manufacturers should consider their position if there are reasonable grounds to question
continuity of supply.

Have you selected the optimal quality thresholds to aid patient compliance and clinical
outcomes?

For example:

» frequency of delivery

¢ nurse support

 patient education/training,
Assessment of proposals

Do you need to establish a cross-functional team to ensure appropriate consideration and inputs
from various parts of the organisation?

For example: Commercial /Legal /Marketing/Procurement/Supply Chain/Quality Control/
Regulatory/Pharmacovigilance - all departments may have views to offer regarding each potential
supplier’s capability to deliver.

Award of the contract

Have the timelines been clearly communicated?

Will the homecare provider obtain supplies on a wholesale basis or direct from the
manufacturer?

If contract prices are already in place, has the rebate process been detailed in the contract with
the homecare provider?

Visibility of arrangements

Does your contract with the homecare provider ensure that a service level agreement (SLA) is
shared between the provider and the relevant NHS organisation?

Have you given consideration to sharing your homecare scheme SLAs via the proposed
dedicated NHS portal, when available, or with members of the National Homecare Medicines
Committee?

Other agreements

Is there need for an additional confidentiality agreement between the manufacturer and the

Trust?
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Core service specification

The following core services are recommended to be specified in the manufacturer’s overarching
homecare agreement with providers:

» patient registration and confidentiality

* compliance/concordance monitoring and active feedback to hospitals to support patients’
treatments

» dispensing and delivery

* administration of the product

* adetailed description of the services required for that product included in individual product
agreements

* the right to audit homecare providers’ adherence to service specifications, including any other
manufacturer-specific audit requirements

* the mechanism by which pharmacovigilance and safety data must be communicated to the
trust and the manufacturer

* management of complaints.

The Department of Health’s Commercial Medicines Unit and a subgroup of the National
Homecare Medicines Committee have developed a suite of service specifications for NHS
purchasing authorities to adopt and utilise depending on the service contracted. Manufacturers
may choose to adopt a similar approach, referencing the Homecare Medicines and Services
Template Specifications listed in the RPS Handbooks for Homecare Services.

Homecare performance management service reviews

It is suggested that manufacturers assign appropriate resource to the management of contracted
homecare providers, to ensure performance against contracts is optimally managed. It is suggested
that manufacturers should hold regular service meetings with their contracted homecare provider
to review performance against key performance indicators (KPIs), tracking trends and following
any issues through to resolution. The timing of these reviews would be on a case-by-case basis;
however, a timescale of at least quarterly would be recommended.

Manufacturers may consider the benefits of requiring homecare providers to issue patients with
a questionnaire to survey their views on the quality of the service. Advice on health literacy may
be available from appropriate patient organisations. After anonymisation, patient testimonials can
then also be discussed at service reviews.

Core KPIs

KPIs are recommended to be included in any contracts that manufacturers have with homecare
providers. These may include, but are not limited to aspects of:

 patient registration and service, e.g.
* registration
 dispensing overview
* prescription overview
 delivery overview

» safety and adverse event reporting, e.g.
» complaints overview
» adverse drug reaction overview
» pharmacovigilance and safety training record management

» datareporting, e.g.
o quality
e timelines
e financials.
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The Department of Health’s Commercial Medicines Unit and a subgroup of the National
Homecare Medicines Committee have developed a core suite of KPIs for purchasing authorities
to adopt and utilise depending on the service contracted. Manufacturers may choose to adopt a
similar approach, referencing the suite of NHS KPIs listed in the RPS Handbooks for Homecare
Services.

Risk management

There are a number of potential risks that manufacturers should be aware of, and aim to mitigate,
when homecare services are put in place.

Where the NHS has tendered for homecare provision of a particular medicine, the manufacturer
should expect to be contacted by the homecare provider(s) before they submit to the tender,

in order to validate that tender requirements in relation to supply can be met. Subsequent
distribution agreements are likely to include any terms relating to the provision of anonymised
data to allow the manufacturer to effectively manage their supply chain. The manufacturer may
also need to discuss expected usage volumes and increases to ensure accurate forecasting and
supply chain integrity.

When manufacturers are supplying medicines to homecare providers for contracts they have
successfully won from the NHS, they are encouraged to ensure that the homecare provider they
are supplying to is adhering to the Professional Standards. See Accreditation (page 11).

Before entering into a trading agreement with any third party homecare provider, it is suggested
that the manufacturer confirm the provider’s financial viability by undertaking credit checks. A
decision on whether to open a credit account or require the third party to pay upfront on a ‘pro-
forma’ basis is at the discretion of the individual manufacturer.

When manufacturers are contracting homecare services they are advised to include in the
contractual terms that the homecare provider must adhere to the Professional Standards for
Homecare. See Accreditation (page 11).

Where a contract is being developed for a service between the manufacturer and homecare
provider, consideration should also be given to the requirements of a technical agreement if the
product is to be in any way altered, e.g. infusion services.

Where a hospital contract, discount price or Patient Access Scheme applies, the implementation
and sharing of information need to be agreed between all parties, with any applicable non-
disclosure agreements signed.

If a manufacturer encounters a shortage of supply, they should make the homecare provider(s)
aware of the situation at the earliest opportunity. The NHS, manufacturers and providers should
work together to ensure patients and clinicians are kept informed of the situation.

Where there are plans to transfer patients between homecare providers, consideration should

be given to ensure that arrangements are in place for a seamless transition between homecare
providers, to ensure patients experience no interruption in their care and their preferences are
taken into account. It is likely that supporting communications will be needed between the NHS,
homecare providers, manufacturers and patients. It should also be recognised that the planned
transition needs to take place at a speed that allows appropriate governance to be set up and
patient safety assured. It is recognised that on occasions, due to pharmacovigilance or contractual
concerns, an urgent change in homecare provider is required. In such circumstances the
commissioner of the service, i.e. either the manufacturer or the NHS, is encouraged to develop and
implement a proactive and comprehensive stakeholder communications plan.

A risk management approach will safeguard the quality and provision of services to patients, and
manufacturers may benefit from incorporating the principles of quality risk management into all
aspects of homecare services in accordance with Quality Risk Management (ICH Q9).






Homecare: a good practice guide for pharmaceutical manufacturers

Manufacturers are likely to require homecare providers to have robust business continuity
management programmes and systems in place to the appropriate ISO standard, i.e. ISO
22301:2012.

Manufacturers should consider requiring that homecare providers operate and maintain a robust
quality assurance procedure and methodology to ISO: 9001:2008, including a regular robust self-

audit activity. It may be appropriate for manufacturers to request visibility of the self-audit plans

and activity.

Manufacturers should ensure contracts clearly outline the homecare provider’s responsibility

in detailing with complaints. This may include contracted commitments that homecare

providers deal with and respond to incidents in a timeframe that supports the NHS to respond

to complaints within required timelines and compliance with any relevant Good Distribution
Practice Responsible Person requirements. (For example, the Good Distribution Practice
legislation was updated to 2013/C 343/01 in November 2013 to better describe the responsibilities
of the Responsible Person named on the WDA. Section 6.2 of 2013/C 343/01 states: ‘Any product
distribution complaint should be thoroughly investigated to identify the origin of or reason for the
complaint.’)

If elements (e.g. nurse educator provision direct to the patient) of a homecare service falls under
the definition of a Patient Support Programme (PSP), manufacturers should ensure adherence
to the necessary regulatory requirements: http://www.abpi.org.uk /our-work/library/guidelines/
Pages/patient-safety-pharmacovigilance-.aspx.

Manufacturer business and workforce planning

It is recommended that manufacturers assign appropriate resource to the management of
contracted homecare providers, to ensure performance against contracts is optimally managed.
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Governance of homecare services

Royal Pharmaceutical Society (RPS) - Handbooks for Homecare Services

In 2011 the Department of Health commissioned the report Homecare Medicines - Towards a
Vision for the Future (also known as the Hackett Report), led by Mark Hackett, formerly Chief
Executive, University Hospital, Southampton NHS Foundation Trust. The report identified
the Chief Pharmacist as the accountable officer for ensuring the safe and effective provision of
homecare medicine services and made a list of recommendations to improve the financial and
clinical governance arrangements for patients receiving medicines via the homecare route.

The implementation of this report included the development of national standards for homecare

- RPS Professional Standards for Homecare Services and subsequently the Handbooks for
Homecare Services. Manufacturers are strongly encouraged to consider the recommendations and
examples of good practice captured in the Handbooks. These documents can be found at:
http://www.rpharms.com/unsecure-support-resources/professional-standards-for-homecare-
services.asp

Regulation and accreditation

Obligations under EU Law

Homecare is often selected as the route to fulfil product administration and monitoring obligations
from the time when a medicine first becomes available for patients. The conditions of licensing

a medicine require continued surveillance and data collection to ensure patient safety. In such
instances the homecare provider may be selected by the manufacturer with a specific service
specification in mind. A manufacturer could have its marketing authorisation revoked if they do
not fulfil their post-marketing commitments (see Annex 2). In such circumstances, certain aspects
of patient monitoring are not an additional service, but a legal obligation undertaken at a cost to
the company.

Manufacturers are also required under Articles 23a and 81 of Directive 2001/83/EC (as amended)
- within the limits of their responsibilities — to maintain appropriate and continued supplies of
their products, and to notify the licensing authority if a product is not going to be available, either
temporarily or permanently. The legislation requires two months’ notice in all but exceptional
circumstances. In addition to this requirement, manufacturers should ensure that the Department
of Health is notified as soon as possible of any potential shortages that are likely to have an impact
on patient care.

Pharmaceutical companies are also bound by competition law in their tendering and contractual
activities within the NHS. Companies must decide their commercial practices unilaterally. This
may result in companies requiring that pricing information, costs or any confidential information
is not disclosed, in order that competition is not limited or distorted in any way.

Accreditation

Accreditation is not normally a formal process through a third party, but is more likely to refer to
self-accreditation by the homecare provider to confirm its adherence to the Professional Standards
for Homecare. The Professional Standards for Homecare include some definitions of homecare
services types:

¢ low tech
* mid tech

* high tech
* complex care.
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Homecare providers should be encouraged to self-accredit against each of these service types.
Professional standards for the provision of complex homecare are outside the scope of the
Standard.

Manufacturers are encouraged to ask for details of self-accreditation from the homecare providers
that they contract to or supply with products.

Nurse qualification

Where nursing services are included as a component of the homecare arrangement, the
manufacturer’s medical department may consider how best to approve the specification details,
including the appropriate qualification of the nurse undertaking the service.
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Annex 1 — Useful links

‘Managing homecare in the NHS: a collaborative approach’:
http://www.abpi.org.uk/our-work/library/industry/Pages/130614.aspx

‘Homecare Medicines — Towards a vision for the future’:
http://media.dh.gov.uk/network/121/files/2011/12/111201-Homecare-Medicines-Towards-a-
Vision-for-the-Future2.pdf

The NHS Constitution:
http://www.nhs.uk/choiceintheNHS/Rightsandpledges/NHSConstitution/Pages/Overview.aspx

RPS Professional Standards for Homecare:
http://www.rpharms.com/unsecure-support-resources/professional-standards-for-homecare-
services.asp

RPS Handbooks for Homecare Services:
http://www.rpharms.com/unsecure-support-resources/professional-standards-for-homecare-
services.asp

Gain Share Framework and Guidance:
http://www.england.nhs.uk/wp-content/uploads/2014 /01 /princ-shar-benefits.pdf

System-wide Delivery of Medicines in Homecare (Department of Health Homecare Strategy
Board):
http://www.rpharms.com/homecare-appendices/15b-homecare-technical-specification.docx

Technical System Specification: System-wide Delivery of Medicines in Homecare:
http://www.rpharms.com/homecare-appendices/15b-homecare-technical-specification.docx

Medicines Optimisation Clinical Reference Group:
http://www.england.nhs.uk/commissioning/spec-services/npc-crg/medicines-optimisation/

General Pharmaceutical Council Standards for Registered Pharmacies:
http://www.pharmacyregulation.org/standards/standards-registered-pharmacies

General Pharmaceutical Council Guidance for Registered Pharmacies Providing Pharmacy
Services at a Distance, including on the internet:
http://www.pharmacyregulation.org/sites/default/files /guidance_for_registered_pharmacies_on_
distance_and_internet_services_.pdf




http://www.pharmacyregulation.org/sites/default/files/guidance_for_registered_pharmacies_on_distance_and_internet_services_.pdf
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Annex 2 — EU Directive 2010/84
amending, as regards pharmacovigilance,
Directive 2001/83/EC

‘Article 116 A marketing authorisation may also be suspended, revoked or varied where the
particulars supporting the application as provided for in Articles 8, 10 or 11 are incorrect or have not
been amended in accordance with Article 23, or where any conditions referred to in Articles 21a, 22
or 22a have not been fulfilled or where the controls referred to in Article 112 have not been carried
out..

‘Article 21a In addition to the provisions laid down in Article 19, a marketing authorisation for a
medicinal product may be granted subject to one or more of the following conditions:

(@) to take certain measures for ensuring the safe use of the medicinal product to be included in the
risk management system;

(b) to conduct post-authorisation safety studies;

(¢) to comply with obligations on the recording or reporting of suspected adverse reactions which are
stricter than those referred to in Title IX;

(d) any other conditions or restrictions with regard to the safe and effective use of the medicinal
product;

(e) the existence of an adequate pharmacovigilance system;

(f) to conduct post-authorisation efficacy studies where concerns relating to some aspects of the
efficacy of the medicinal product are identified and can be resolved only after the medicinal
product has been marketed. Such an obligation to conduct such studies shall be based on the
delegated acts adopted pursuant to Article 22b while taking into account the scientific guidance
referred to in Article 108a.

The marketing authorisation shall lay down deadlines for the fulfilment of these conditions where
necessary.” .

Article 22a refers to similar conditions a competent authority may require after authorisation.











Association of the British Pharmaceutical Industry
7th Floor, Southside, 105 Victoria Street, London SWI1E 6QT
t +44 (0)870 890 4333 abpi@abpi.org.uk

WAL-0008-05/15






image6.emf
ABPI Homecare  Guidance


ABPI Homecare Guidance
y,
CHA $
abf)?

Bringing medicines to life

Managing homecare in the NHS
A collaborative approach

A joint meeting organised by the Department of Health’s Commercial

Medicines Unit, the Association of the British Pharmaceutical Industry
and the National Clinical Homecare Association

7 May 2014
The Royal Society of Medicine, London.
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Preface

In 2011, the Department of Health (DH) published the ‘Hackett Review’ (Homecare Medicines — Towards a
vision for the future), written by Mark Hackett, then CEO at Southampton University Hospitals Trust. The
Hackett Review described the current landscape of homecare medicines in the UK and made a series of
recommendations to enhance future development of the field.

In April 2012, the Chief Pharmaceutical Officer established a network to promote implementation of these
recommendations. To coincide with the publication of a report describing progress to date (Homecare
Medicines: Towards a vision for the future — Taking forward the recommendations), the DH’s Commercial
Medicines Unit, the Association of the British Pharmaceutical Industry (ABPI) and the National Clinical
Homecare Association (NCHA) organised a one day event to discuss practical issues in the implementation of
homecare medicines services and how they can be addressed.

Held at the Royal Society of Medicine on 7 May 2014, the event heard from leading individuals involved in
taking forward the recommendations from the Hackett Review, and stimulated considerable debate on how
this nascent field of healthcare is developing. We hope that this brief summary captures the essence of these
discussions and provides additional guidance for those involved in the development of homecare medicines
services.

Samantha Ogden, Director at the ABPI

Dr Keith Ridge, Chief Pharmaceutical Officer, Supporting NHS England, the Department of Health and
Health Education England

Dave Roberts, Chief Executive of the NHCA
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Executive summary

The homecare medicines field is large and growing, accounting for some 20% of the NHS medicines budget
and delivering services to more than 200,000 patients.

Since 2012, a network has been driving forward implementation of the recommendations of the 2011 Hackett
Review. A summary of the network’s work (Homecare Medicines: Towards a vision for the future - Taking
forward the recommendations) was published in May 2014.

A governance guide has been developed providing a set of principles to underpin the development of homecare
medicines services. This guide emphasises the key role of the Chief Pharmacist in providing oversight and
strategic leadership of homecare medicines services within an NHS trust.

To promote good practice in the development and implementation of homecare, a set of professional standards
has been developed by the Royal Pharmaceutical Society (RPS). An accompanying ‘Handbook for Homecare
Services in England’ provides practical guidance to those adopting the standards.

A patient charter has been produced outlining what patients can expect from homecare, as well as their rights
and responsibilities.

Some progress has been made in procurement discussions and moves towards increased transparency in
pricing. However, further discussions are required to achieve a mutually acceptable agreement on key issues
such as ‘unbundling’ of medicines and service delivery costs.

An ‘output-based specification’ and technical specification have been developed to support the development
of new IT systems to support the delivery of homecare services, alongside recommended approaches for
enhancing currently used systems.

Some progress has been made in ‘gain-sharing’ agreements, whereby commissioners and NHS trusts share cost
savings from implementation of homecare services, enabling trusts to invest in the development of appropriate
governance and operational systems. However, more work is needed to embed this approach more widely,
possibly through nationwide guidelines.

Although the homecare medicines marketplace is growing, it remains fragile, and mechanisms are needed to
ensure it develops into a stable, sustainable and innovative marketplace meeting the needs of patients and NHS
customers.
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Introduction

Homecare, the delivery of hospital prescribed medicines to patients in their own homes, has undergone rapid
growth in recent years. It is estimated that more than 230,000 patients now benefit from homecare medicines
services.

Homecare is popular with patients who have medicines delivered directly to them and receive associated
clinical care in the comfort of their own homes, rather than having to visit hospital or other pharmacy facilities.
There are also potential cost benefits to the NHS through reduced demand on hospital services and VAT
savings on drugs distributed in this manner.

Although the numbers of patients treated through homecare schemes is relatively small in comparison to the
total numbers of patients treated within the NHS every year, the medicines used are often expensive. Hence
the total costs of homecare associated medicines is high - estimated in the original Hackett Review as £800m
out of a total expenditure of £3.9bn, or more than 20% of total costs. Moreover, the field is developing rapidly,
with increasing numbers of hospitals implementing homecare services.

The rapid ‘bottom-up’ growth of homecare services prompted the DH to commission Mark Hackett, then
CEO of Southampton University Hospitals Trust, to carry out a rapid review of the field and to make
recommendations on how it might best be developed. The resulting Hackett Review, Homecare Medicines -
Towards a vision for the future, was published in November 2011.

The Hackett Review stressed the major patient benefits offered by homecare, and noted many examples

of good practice around the country, but it also identified a significant number of issues with current
arrangements, how schemes were being operated, and how the field as a whole was developing. The Hackett
Review made a series of recommendations to address these issues.

The following April a network was established, with representatives from key stakeholder groups, including
patients, the NHS, industry (including representation from both the pharmaceutical and homecare

provider associations) and the DH, to take forward implementation of these recommendations. Progress in
implementation to date has been captured in a new report, (Homecare Medicines: Towards a vision for the
future — Taking forward the recommendations), published in May 2014.

Implementation: An overview

Introducing the event, Mr Mark Hackett described the history of the project to date and summarised the
work of the implementation network. Task groups were established to address recommendations in six key
areas:

1. Governance and operations

2. Patient engagement

3. Standards and toolkit development
4. Procurement

5. Systems and technology

6. Gain share of savings

Emphasising the importance of a collaborative approach, each task group involved partnerships with an NHS
lead and a deputy industry lead.

Considerable progress has been made in many areas, with the publication of guidance on governance and
the key strategic role of the hospital Chief Pharmacist, the publication of professional standards by the
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RPS in September 2013, and the release of an initial Handbook for Homecare Services in England in May

2014. IT-oriented work has made great strides in identifying what systems are needed to support effective
homecare service delivery and how current systems can be adapted. Some progress has been made in tackling
procurement issues, particularly the need for greater transparency in costing of medicines and associated
clinical support, though Mr Hackett acknowledged that these were difficult issues and further discussions
were needed to achieve full agreement.

Mr Hackett also presented an update on the current state of play in the homecare medicines field. It was, he
suggested, still experiencing growing pains, with a fragile marketplace populated with companies of different
sizes but a remaining need for additional players. In addition, although good examples of ‘gain-share” have
been identified - where commissioners and NHS trusts agree how cost savings can be shared, enabling trusts
to make the necessary investments to deliver effective homecare services - this approach is not yet widespread.
To fully realise the benefits of homecare over the long term, he suggested trusts and commissioners needed to
engage in constructive dialogue driven by clear patient oriented objectives. Although this could be left to local
level discussions, there might also be a need for more centrally driven guidance.

Speaking from an NHS England (NHSE) perspective, Dr Keith Ridge, Chief Pharmaceutical Officer, described
how homecare services sat within the wider NHSE landscape. He drew attention to the NHSE Business

Plan, which outlines the characteristics intrinsic to a health service aiming to deliver ever higher quality of
care while facing considerable financial challenges. Implementation of the business plan will call for creative
and innovative solutions that place patients at the heart of service delivery, a shift away from traditional
infrastructure or discipline based approaches. Homecare, he suggested, was a good example of this new way of
thinking.

The new delivery model established by NHSE is captured within five year strategic plans and two year
operational plans. These provide the organisational context for implementation of homecare medicines
services.

Homecare could also be seen in the context of medicines optimisation, Dr Ridge suggested, further
emphasising the patient centred approach. Indeed, although the landscape is complex, with multiple
stakeholder groups, the patient centred approach is a valuable foundation for planning the development of
effective services.

Dr Ridge also summarised some of the ways in which NHSE was now aiming to optimise homecare services
and potentially support their expansion. Building on existing partnerships, these included helping to establish
appropriate governance frameworks (locally and perhaps nationally too) and promoting more standardised
approaches, where appropriate. Specialised commissioning Clinical Reference Groups were likely to have

an important role, supported in particular by the Medicines Optimisation Clinical Reference Group, which
provides a cross-sector forum for discussion of issues related to ‘specialised’ medicines. He also highlighted the
importance of NHSE’s relationship with both the DH’s Commercial Medicines Unit and the NHS’s Specialist
Pharmacy Services, the future of which has recently been secured.

Dr Ridge argued that the existing climate was suitable for the further development of homecare services, even
as implementation of the Hackett recommendations continues. As well as continuing to promote and provide
leadership for the homecare programme centrally, there was also a need to engage further with commissioners
and to potentially develop a commissioning toolkit to guide commissioning practice.

Standards and handbook

One of the key recommendations of the Hackett Review was that a set of professional standards should be
established covering governance and operation of homecare services, with a practical handbook developed to
support implementation of such standards. With the Chief Pharmacist identified as the key individual with
responsibility for hospital homecare medicines services within NHS trusts, the RPS was the natural body to
lead the development of the standards and handbook.
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Catherine Duggan, Director of Professional Development at the RPS, described how the development of
professional standards formed part of the RPS’s aim to establish and uphold good pharmacy practice across the
UK. The homecare standards have been designed to be consistent with and complement other RPS standards.
Their position in the ‘guidance hierarchy’, she suggested, was beneath legislation and formal regulation

and above locally developed procedures and practices, with the principal aim of supporting the sharing and
implementation of best practice.

The RPS has developed a set of 10 professional standards for hospital pharmacy services. The homecare
standards complement those hospital standards, which were developed after an extensive data collection
exercise involving 38 volunteer sites. They were first published in July 2012, and are currently being revised to
address issues such as the recommendations of the Francis Report into the Mid-Staffordshire NHS Foundation
Trust and other recent developments. The homecare standards were developed by a cross-sector Hackett task
group and were published in September 2013.

The Handbook for Homecare Services in England, published in May 2014, provides practical guidance on

the implementation of the RPS’s professional standards for homecare services. It includes information,
guidance and a range of practical tools for service development, and signposts users to other useful resources.
Its development was described by Carol McCall, a consultant in risk, compliance and governance, who
represented the NCHA on the task group.

The handbook has been published as a web document to promote linking to other useful resources and to
enable efficient updating. It is organised around three main domains, covering individual patients, homecare
services, and organisation wide governance and strategic issues.

Patient level information covers the practicalities of the medicines pathway and individual care plans. The
homecare services section covers key issues such as contractual frameworks and operational guidance. The
organisation level domain focuses primarily on the needs and concerns of Chief Pharmacists, covering a broad
range of issues from IT systems to complaints procedures.

Materials have been categorised according to a star system. Three star resources are recommended national
resources, two star resources are consistent with the homecare standard, and one star resources are potentially
useful with some adaption.

Professor Ray Fitzpatrick, Clinical Director Pharmacy at Wolverhampton Hospitals NHS Trust, who played
a key role in developing the handbook, described how it had helped him analyse and plan local services. He
suggested that Chief Pharmacists typically had very good oversight of medicines usage and procurement
within hospitals, and it was only natural that the same principles should apply to hospital prescribed medicines
used in patients’ homes. Furthermore, since most homecare associated medicines are excluded from the
Payment by Results tariff system, commissioners expect to receive financial information on their use.

Professor Fitzpatrick outlined how the handbook’s tools had enabled him to analyse current homecare
arrangements and to identify his objectives for further development of services. As is likely to be true of many
sites, Professor Fitzpatrick suggested that although good services were being offered in several areas, some
had ‘just happened’ without any strategic planning or input from pharmacy and could be enhanced. The likely
absorption of a new hospital into his Trust would also present additional practical challenges.

Using the self-audit tools in the handbook, Professor Fitzpatrick was thus able to develop a strategic plan
based on a review of key therapeutic areas, and to develop a pharmacy team geared towards management
of homecare medicines services. He has been able to establish service level agreements with suppliers, with
suitable key performance indicators, and develop risk management arrangements. Financial support has
been obtained through constructive gain-sharing dialogue with commissioners - although he acknowledged
this was often a difficult area, and relationships between commissioners and NHS trusts were not always
sufficiently strong to support open and fruitful negotiations.
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Procurement

Mr Howard Stokoe, Principal Pharmacist in the DH’s Commercial Medicines Unit, described the progress
made to date in procurement. He acknowledged that the area was complex and challenging, and that practical
issues involving key personnel in the task group had slowed progress. Although some agreement had been
reached, more discussions were still needed in several areas.

An additional complication is that some homecare arrangements are based on direct contracts with providers,
while others involve contracts with manufacturers which then manage the relationship with suppliers.

Procurement naturally raises difficult issues. The NHS has particular ways of working, and a desire to
minimise costs and achieve value for money; companies have clear commercial imperatives. Detailed
negotiations would be needed to address these differences. It was important, Mr Stokoe suggested, to view
this strand of work in the light of the original Hackett recommendations. While there was a need for more
transparency in costing between dispensing, delivery and care costs, to enable the NHS to make informed
choices and achieve value for money, a functioning marketplace was also in the NHS’s long term interests.
Some level of profit is essential to attract players to the market and to support companies’ investment in the
infrastructure needed to deliver effective homecare medicines services.

Progress had been made in a number of areas, said Mr Stokoe, including agreement and publication of non-
commercial service level agreements. Nevertheless, some key issues such as unbundling have not yet been
resolved. ‘Taking forward the recommendations’ summarises progress to date, areas in which agreement is
likely to be confirmed before the end of 2014, and areas in which further dialogue will be necessary. It would
be important, he suggested, for NHSE to maintain the momentum of these discussions begun by the Hackett
task group.

The patient perspective

Homecare has the potential to deliver patient benefits above and beyond those provided by their medication,
suggested Mr Martin Stephens, Chief Executive of the Wessex Academic Health Science Network and lead of
the public engagement Hackett task group. More convenient access to medicines can play a significant part in
enhancing the quality of life of patients and their families.

The original Hackett Review had promised a patient homecare ‘charter’, and Mr Stephens described how
this charter had been put together and the areas it covered. The key aim of the charter is to ensure that
patients understand their treatment plans and how homecare works, and are empowered to make the most
of homecare services. They need to be aware of their options and where they have choices, but also their
responsibilities.

The task group began by consulting widely with patient groups, industry, homecare providers and NHS
representatives. It first developed a set of key headings and then a draft charter, both of which were

tested before they were finalised. The discussions with patients also helped to identify some of their key
concerns, such as fears around continuity of supply and the need for privacy and discreet services. They also
demonstrated patients’ willingness to take responsibility in areas such as adherence and monitoring.

The charter itself explains what homecare medicines services are and the roles of the different groups involved
in their delivery. It outlines where patients have choices or options, and what they can expect in terms of
information and opportunities for communication. It also summarises their responsibilities, for example, to be
available for deliveries and to contribute to monitoring of service delivery. The charter is incorporated into the
RPS’s Handbook for Homecare Services in England.





Managing homecare in the NHS - A collaborative approach May 2014

The charter has been developed to sit within the wider context of the NHS constitution. Ideally, suggested
Mr Stephens, it provides a framework for the development of locally owned and tailored homecare oriented
patient engagement policy and practice.

The homecare provider industry perspective

Mr Dave Roberts, Chief Executive of the National Clinical Homecare Association, provided a homecare
provider industry perspective on the development of homecare services. Their key feature, he argued, was
that they were delivering what patients wanted - high quality medicines and care in the comfort of their own
homes. The majority of the 230,000 or so patients enrolled in homecare were happy with the services they
were receiving.

He acknowledged that recent months had seen problems, with the NHSE’s Chief Pharmacist issuing a patient
safety notice after some discontinuity of supplies following one of the NCHA member companies withdrawing
from the UK market. He suggested that the market was recovering from this setback, and that implementation
of the Hackett recommendations would help to ensure it was not repeated.

Mr Roberts argued that, at a national level, homecare should be seen as strategically important and resourced
and given the appropriate strategic leadership. This would depend on close collaboration between the NHS
and providers.

He also made his own recommendations to enhance the development of homecare services. First among these
was a shared clarity of purpose, with the focus squarely on patient benefits. Undue focus on cost savings, he
suggested, had the potential to divert attention from this core goal. Longevity of contract (and/or guaranteed
patient numbers) was an important issue for his organisation’s members, providing security to support
continued investment. More efficient information systems would also be beneficial. Over the longer term,
effective communication among key stakeholders — the NHS, providers and patients — was critical, as was the
transparency and openness needed to build an environment of trust and work towards common goals.

He acknowledged that there was a tension between the NHS’s desire to minimise costs and the homecare
provider industry’s need to generate a profit. He warned that an aggressive drive to minimise costs could

have detrimental long term consequences, forcing companies out of business or deterring newcomers from
entering the field. The NHS would benefit from a stable, thriving and potentially more diverse market, perhaps
encompassing not-for-profit organisations or social enterprises.

Mr Roberts also highlighted the need to manage expectations, and to be realistic about what could be provided.
Homecare services should be seen as a better way to meet patients’ needs, which would lead to cost control
through service redesign. Focusing solely on cutting costs had the potential to reduce the quality of care
delivered to patients.

Systems development

The systems task group was established to consider how IT and systems development could support the
implementation of the Hackett recommendations, and more generally enhance the cost effective delivery of
homecare services. Andrew Alldred, Clinical Director of Harrogate and District NHS Foundation Trust, and
Andrew Davies, Director Pharmacy at North Bristol NHS Trust, described progress to date.

Technology has the potential to support more efficient working practices and greater integration between
hospitals and service providers. The task group mapped out a high level patient journey to identify key
information flows through the current system - from prescription, through delivery of medicines, to invoicing
and payment - and to pinpoint ‘hotspots’ or labour intensive problem areas. More detailed patient journeys
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were developed to provide a higher resolution view of such hotspots and to identify the ‘owners’ of the
problematic processes.

Hotspots are typically points of manual data entry or time consuming processes such as scanning and
photocopying. Not only are they manual, slow and costly, they also have the potential to compromise patient
safety and data security. The goal of enhanced processes would be to promote single entry of data, to automate
processes as much as possible, and to maximise electronic data transfer.

The task group also identified three case studies where hospitals around the country had introduced systems
to enhance homecare medicines workflows. Notably, between them, the three approaches had addressed
almost all the hotspots in the detailed patient journeys, suggesting that there is great potential to introduce
enhanced ways of working even with existing systems.

Following extensive consultation, the task group has developed an ‘output-based specification’, detailing what
would be desired from a technological infrastructure, and an associated technical specification. Both have been
included as appendices in the RPS handbook.

The task group has also produced recommendations on how hospitals can adapt their current pharmacy
systems, such as JAC and Ascribe. The task group is continuing discussions to ensure that the needs of
homecare medicines delivery are factored into the development of future electronic prescribing systems.

Discussion

Discussion sessions at the event touched upon several key issues related to the planning and implementation of
homecare medicines services, as well as development of the field more generally.

Although the focus on governance was widely welcomed, concerns were raised of the potential for a
‘governance industry’ to develop, slowing implementation and increasing costs. While these risks were
acknowledged, it was felt that there was potential for processes to be streamlined, for organisations to

work together to standardise processes and achieve efficiencies, and for the potential to cut red tape to be
considered, while maintaining a focus on the objectives behind the governance recommendations, particularly
safe and effective use of medicines.

In a similar vein, questions were also raised relating to the potential for increased pharmacy workloads, and
the difficulties of securing gain-sharing to support investment in homecare oriented pharmacy services. Again,
this was recognised to be a real issue. Examples have been seen where gain-sharing has been achieved in
practice, and constructive negotiations between commissioners and NHS trusts are essential. There is also the
potential for enhanced IT systems to support improved workflows, to reduce workloads and realise efficiency
savings.

Questions were also raised about the sustainability of homecare services. It was suggested that outsourced
outpatient services could eliminate one of the major financial benefits of homecare. While the potential
value of such services was not disputed, and indeed a mixed economy could be envisaged that also included
community pharmacies, it was felt that the core driver of homecare services should be the needs of patients
and their families. Even so, homecare services should not be seen as a panacea nor imposed on all patients
(some patients on HIV medication, for example, might prefer to use community pharmacies).

The potential drawback of developing services on the back of gain-sharing agreements was also raised. In time,
there might be a temptation to go back on agreements, or for savings to be siphoned off for other uses. Indeed,
there is undeniably ongoing competition for resources within the NHS. Problems might also occur when

drugs fall off-patent. Such concerns again raise the importance of early and constructive engagement with
commissioners, and potentially for stronger nationwide steers on commissioning practice.





Managing homecare in the NHS - A collaborative approach May 2014

The nature of the homecare marketplace also drew comment. Issues with the relationship between
manufacturer and supplier can generate problems, and may require alternative mechanisms to be put in
place to ensure patients continue to gain access to medicines. The recent patient safety alert highlighted
shortcomings in the current system, though arguably a wider implementation of the Hackett Review
recommendations might have averted the issue.

In a market with a limited number of players, the value of service level agreements and key performance
indicators was also questioned — was there always an alternative to an underperforming service provider?
The consensus was that contracts should be enforced rigorously, and alternative suppliers sought if existing
companies were not meeting their commitments.

It was also widely agreed that a ‘stronger’ market would be good for all parties in the long term. As well as
providing more options for the NHS, competition would drive forward innovation and maintain pressure on
companies to deliver high quality services. It is undoubtedly true that there is currently limited spare capacity
in the system and a high bar to entry. Furthermore, overzealous procurement practices have the potential to
limit diversity further. Ways could be envisaged to stimulate the field, for example, through longer term and/or
volume based contracts, and it may even be necessary to consider agreed profit levels.

In a field that is still developing, there is potential for pharmacists to work together regionally to enhance their
systems to reduce administrative burdens, and to improve payment systems to help with cash flows. Greater
interactions between the sectors might also be beneficial to aid mutual understanding, for example, through
staff secondments or joint ventures. There might also be space in the marketplace for not-for-profit ventures or
social enterprises.

Conclusions

Homecare medicines services offer a number of benefits to all those involved. Most importantly, patients and
their families are the major beneficiaries, receiving a high quality service oriented around their daily lives. In
theory, at least, these enhanced services can be delivered without increasing the financial strains on a hard
pressed NHS. More than 200,000 patients already enjoy the benefits of medicines delivery to their homes, and
the numbers look set to rise still further.

On the other hand, it must be acknowledged that this rosy picture is not always being achieved in practice. At
the heart of the Hackett Review recommendations was a drive to create an environment in which homecare
medicines services were more deeply embedded and their reach could be expanded to ensure more patients
could benefit.

Nevertheless, these are early days and homecare is still a fledgling area of NHS activity. The Hackett Review
recommendations are yet to be fully implemented across England, and several important issues remain to

be resolved. In particular, there remains the need to reach agreement on procurement and to develop more
transparent and open financial reporting systems, particularly in unbundling. These important discussions are
continuing.

Commissioners remain an important part of the landscape, and more needs to be done to engage them in
discussions about financial models for supporting investment in homecare delivery systems. This is likely to
require both local and national dialogue and action.

Finally, the homecare medicines marketplace remains in its infancy, and more needs to be done to ensure it is
robust, sustainable and meets the needs of both patients and NHS customers. It is perhaps only to be expected
that a young, immature market has not reached the equilibrium of, say, the conventional medicines supply
industry. Imaginative mechanisms may be needed in these early days to establish a robust and responsive
marketplace that can deliver growing levels of homecare medicines services to increasing numbers of patients.
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Links

‘Homecare Medicines - Towards a vision for the future’:

http://media.dh.gov.uk/network/121/files/2011/12/111201-Homecare-Medicines-Towards-a-Vision-for-the-
Future2.pdf

‘Towards a vision for the future - Taking forward the recommendations’:
http://www.uhns.nhs.uk/AboutUs/NHSHomecareMedicinesinEngland.aspx

The NHS Constitution:
http://www.nhs.uk/choiceintheNHS/Rightsandpledges/NHSConstitution/Pages/Overview.aspx

RPS Professional Standards for Homecare:

http://www.rpharms.com/unsecure-support-resources/professional-standards-for-homecare-services.asp

RPS Handbook for Homecare Services in England:
http://www.rpharms.com/unsecure-support-resources/professional-standards-for-homecare-services.asp

Gain Share Framework and Guidance:
http://www.england.nhs.uk /wp-content/uploads/2014 /01 /princ-shar-benefits.pdf

Output Based Specification: System-wide Delivery of Medicines in Homecare (DH Homecare Strategy
Board):

http://www.rpharms.com/homecare-appendices/15-obs-homecare-v8-post-consultation.docx

Technical Specification: System-wide Delivery of Medicines in Homecare:
http://www.rpharms.com/homecare-appendices/15b-homecare-technical-specification.docx

Medicines Optimisation Clinical Reference Group:
http://www.england.nhs.uk/ourwork/commissioning/spec-services/npc-crg/medicines-optimisation/

10






image7.emf
VAT Memo 2003


VAT Memo 2003
[image: image1.wmf] 






		    1 Horse Guards Road London SW1A 2HQ

		

		Brian Glicksman


Treasury Officer of Accounts 






		

		

		



		

		

		For copies of this DAO letter, please contact


Mangai Rajasingham


Tel : 020 7270 5362


Fax : 020 7270 4311


mangai.rajasingham@hm-treasury.gov.uk





		

		

		DAO(GEN)08/03



		

		

		



		

		

		



		Dear Accounting Officer




		

		22 May 2003



		TAX PLANNING AND TAX AVOIDANCE



		

		

		





Purpose


The purpose of this letter is to advise departments:

· against using tax advisers to reduce departments’ tax liabilities, other than in very restricted circumstances as described below;


· to base procurement decisions on the need to secure value for money, independent of any tax advantages that may arise from a particular bid; and 


· to apply restrictions on the use of offshore jurisdictions by successful bidders to procurement contracts, where such restrictions are justified in terms of the objectives of the project and consistent with international obligations and stated objectives on tax transparency and openness.


It updates and extends the advice in DAO(GEN)6/00, issued on 22 May 2000.


Action and contacts


2. Departments are asked:


· to note the contents of this letter;


· to draw it to the attention of relevant staff in departments and agencies and to the attention of those NDPBs which they sponsor; 


· to direct enquiries on specific cases to the Inland Revenue’s Revenue Policy Strategy and Coordination Team, telephone 020 7438 6768 (for direct taxes) or HM Customs and Excise, Policy Group, Supply of Services and Public Bodies Team (for indirect taxes); and


· to direct enquiries on the policy matters covered by this letter to the Treasury’s Private Finance Unit, telephone 020 7270 4488 (in relation to tax planning) and the Office of Government Commerce, telephone 020 7271 1334 (in relation to public procurement policy).


Tax Planning

3. In the course of their business, the activities of government departments and non-departmental public bodies frequently give rise to tax liabilities; either directly on their own account, or through contracts with other bodies where the tax system influences the terms of those contracts.  In making their assessment of cost effectiveness in activities where tax considerations might be important, departments should bear in mind that savings arising from tax mitigation arise at the expense of other taxpayers, or other parts of the public sector.   Departments therefore need to pay particular attention to avoid distorting their assessment of value for money for the taxpayer. 


4. It is not good value for money for departments to seek to minimise their tax liability through transactions or activities for which there is no genuine justification in economic terms.  Departments are therefore advised against using tax advisers to reduce their tax liabilities.  In certain circumstances professional advisers may have a legitimate role to play in assisting a department with its tax affairs; for example, in managing statutory PAYE requirements, or in complex commercial contracts.  Departments should also not be deterred from taking advantage of arrangements in the tax system aimed at supporting good employment practices.  In particular, where departments find that the use of salary sacrifice arrangements genuinely help to support the Government’s objectives, including by supporting parents to balance work and family life through childcare support, as opposed to acting as a tax saving device, then salary sacrifice arrangements are permissible.  In these circumstances, or in other areas where departments are faced with complex tax issues, the first port of call should be the Inland Revenue or HM Customs and Excise.  


Procurement and tax avoidance


5. Public procurement decisions can give rise to a number of issues relating to tax planning.    Consistent with the need to ensure fair and transparent procurement processes in line with legal obligations, departments should base such decisions on the need to secure value for money – independent of the tax advantages for individual departments that may arise from a successful bid from an offshore company, or from complex or artificial tax arrangements which have no underpinning economic basis.  


6. There will be discretion on departments to consider restrictions on bidders where they are justified in terms of the objectives of the project and consistent with international obligations and stated objectives on tax transparency and openness.  In considering applying restrictions of this nature, Accounting Officers should seek legal advice, and would need to consider whether they were consistent with the overriding obligation, as set out in Chapter 22 of Government Accounting, to obtain value for money in all procurement, taking account of propriety and regularity.


7. The general principles which apply to the acquisition of goods and services are set out in Chapter 22.1 of Government Accounting.  The procurement process for Government purchases above specified value thresholds is generally governed by law in the Public Works Contracts Regulations 1991 (S.I 1991 No.2680), the Public Services Contracts Regulations 1993 (S.I 1993 No. 3228) and the Public Supply Contracts Regulations 1995 (S.I 1995 No.201), which implement the relevant EC public procurement Directives.  The UK is also party to the WTO Agreement on Government Procurement (“the GPA”) of 1994.  The grounds for exclusion of bidders are very limited.  Under regulation 14(g) of the Public Supply Contracts Regulations (there is parallel provision in the other Regulations), bidders should be excluded if they have “not fulfilled obligations relating to the payment of taxes under the law of the United Kingdom or the State in which the supplier is established”.  


8. It would however be possible for departments to make it a contract condition (notified in advance when advertising the contract) that the successful bidder will be prohibited from using particular tax arrangements, including offshore tax havens, provided such a restriction would not in fact be directly or indirectly discriminatory between EC/GPA bidders.  


9. It is important that departments take advantage of the specialist practical and legal advice available to them internally, whilst the Office of Government Commerce provides support on procurement policy more generally.  Accounting Officers should pay particular attention to transactions which might give rise to concerns about the propriety of tax arrangements, and should set internal management processes which ensure that such transactions are brought to their attention, and if necessary (and in line with the responsibilities set out in annex 4.1 of Government Accounting) to the attention of Ministers.


Harmful Tax Competition 


10. Particular care should be taken with transactions involving bodies with tax residence in offshore financial centres, or which involve tax arrangements that the UK government regards as harmful tax competition.  It is standard guidance that, when considering a range of bids for Government contracts, departments must be confident that those bids are sustainable and robust over the long term.  Where those bids are derived in part from the use of tax regimes that are the subject of UK or international pressure for reform, there may be higher levels of tax risk involved which departments should consider when satisfying themselves that such bids are sustainable in this way.  In these circumstances, departments should discuss the issue with the Inland Revenue 


PFI and Public Sector Comparators


11. In the case of bids under the Private Finance Initiative, it is particularly important to ensure that comparisons of competing bids with a Public Sector Comparator take account of any tax planning by bidders.  The 2003 “Green Book” made provisions for a tax adjusted Public Sector Comparator to reflect the fact that there is likely to be a material tax difference between PFI and the wholly public sector alternative.  It would be inappropriate to apply a tax adjusted PSC test to bids where tax planning has cancelled out this effect.


Transfer of Real Estate and Other Capital Assets


12. Public procurement projects involving the transfer of real estate or assets that are likely to appreciate in value can often give rise to specific tax issues, in particular the liability to capital gains tax. Where departments are involved in negotiations with bodies who wish to structure procurement proposals in this way, they should engage the Treasury and the Inland Revenue at an early stage to identify the likely tax implications and the resulting impact on value for money for Government as a whole.     


Conclusion


13. Guidance on individual cases which departments consider might be covered by this letter should be sought from Inland Revenue or Customs and Excise.  The Revenue Departments will not of course be able to provide information about individual bidders which would contravene normal taxpayer confidentiality, though they will be able to comment on the tax implications which the bidder has proposed to departments as part of the procurement process.


BRIAN GLICKSMAN


Treasury Officer of Accounts
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Notes on Best Practice


Homecare Self Help Group for Acute Trusts

27th February 2009

Victoria House, Fulbourn


The following notes on practice were developed as an output from a meeting of hospital pharmacy staff on 27th February 2009.  It was agreed that practice may justifiably vary from Trust to Trust based on local environmental factors.  No one Trust had the perfect solution.


Initial Work


It is necessary that homecare arrangements are formalised and agreed both within an Acute Trust and between Acute Trusts and affected PCTs i.e:

1. What is the role of the Trust and the PCT


2. What is the role within the Acute Trust of the various departments involved (e.g. finance, pharmacy, specialist nurse teams, prescribers, drugs and therapeutics committee).

3. What information (reports) are required by which departments [so that information sources and databases can be constructed correctly]


Ideally these should reflect the East of England business model which is being considered by London (see Appendix 1)

Pharmacy’s role within the Acute Trust is to perform a clinical check or a check on expenditure (ideally both).  It is not cost effective or appropriate for pharmacy to merely undertake a clerical function.  


Although providing a dispensing service via a homecare provider reduces workload in the dispensary there is a need to fund the administration functions appropriately.  In East of England an agreement has been reached in principle that infrastructure payments will be made on the basis of an annual patient charge.  The hub is calculating a suitable payment.  In London 25% of HIV savings are payable to Trust for the same purpose.  In Leeds the annual fee is £50 per patient.

There is also an internal audit issue with separation of duties. It is probably most cost effective for the same person to perform all the tasks detailed here but this may contravene normal audit requirements.  This issue needs addressing locally.

Manage Homecare Medicines

1. A robust and sensible approval system needs to be adopted allowing new homecare arrangements within a Trust.  This could be approval by Medicines Management Committee (MMC).  


2. There needs to be an agreed list of medicines for which the Trust allows homecare arrangements.  

3. To establish a “baseline” a Trust should write to all relevant homecare suppliers explaining the existence of the list and that homecare arrangements not on the list will not be paid for.  To cover new or unknown homecare suppliers a suitable statement could be added to the Trust website.

4. For those medicines manufacturers supplying “free” homecare Trusts can either 


a. adopt these systems (in which case a copy of the SLA between manufacturer and homecare provider is required).


b. Insist the manufacturers use Trust contracts for homecare (and request sponsorship of these arrangements instead).


c. Ask for the medicine to be delivered to pharmacy and dispense in the normal way (NB VAT will be paid in this instance).


Manage Patients on Homecare


Despite the onerous task of keeping this record up to date (due to the large numbers of patients) it is vital that a Trust keeps a record of which patients are receiving which homecare services.  Without this information it is impossible to manage the service.

1. It is appropriate that the homecare company have the responsibility of ensuring any new patient is notified to the Trust AND is authorised before a service (and hence payments) will begin.


2. Trusts need to agree with PCT’s or appropriate authorities that funding is authorised before agreeing to pay for the service.


3. Suitable patient selection criteria should be developed (see example in Appendix 2).  Patients need to be assessed for understanding of language, any record of problems with deliveries in the past, residency, and registration and data protection forms completed as appropriate.


4. Patients who continually cause difficulties (e.g. fail to meet appointments) should be reviewed to decide if homecare arrangements are still appropriate.

Agreeing the Service Level with Homecare Company


· There are different models of SLA being developed. Some are service based whilst others are drug based.  Both have benefits and disadvantages.


· Where they exist a national or regional contract should be superior to a local one.  If a local contract is developed it should utilise the format of the national guidance.


· Any arrangements to use a particular homecare supplier should be checked with the pharmaceutical manufacturer to ensure contract prices will be made available.  If necessary an ESCO account may have to be considered.


· Performance indicators for suppliers now exist and should be incorporated into the contract. 


· Suitable arrangements for monitoring the contract should be put in place.  Ideally this should be done at a supra Trust level (for national or regional contracts).  [See later for details of review meetings]. 

· The definition of what services the Trust provides to homecare patients needs to be considered in the light of referral charges from PCTs.  i.e. what does and does not qualify.


· The SLA should contain a section detailing the responsibilities of all the participants (Trust, homecare provider, patient, PCT) for each stage of the process.


· It may be necessary to address the issue of insurance costs for postal deliveries.


Writing the Prescription and Transmitting to the Homecare Company

· It is essential that the Trust keeps a copy of all prescriptions passed on to homecare providers.  This is essential in reconciling the invoice when it arrives.


· The optimal length for a prescription is 1 month repeated six times per prescription.  For more stable care the interval can be increased.  Some supplies are made for 6 month periods (e.g. HIV).

· It is appropriate that the homecare company is responsible for ensuring a valid prescription is available.  They should contact the prescriber to obtain this.  Responsibility for this should be detailed in the SLA.


· If a homecare patient dies all participants in the service need to be informed promptly.


· Arrangements need to be in place to cancel existing prescriptions or to change details of existing prescriptions should this become necessary.  Different arrangements exist for this (in some Trusts it is the responsibility of clinical staff (e.g. specialist nurses or prescribers) in others the pharmacy perform this role).

· Using FP10s reimbursed by the PPA currently attract an 8% discount.  Thus those medicines for which hospital discounts either do not exist or are less than 8% would be cheaper if passed through homecare on an FP10.

· Using FP10s makes tracking of PBR excluded drugs (and hence the claims for payment from PCTs) problematic.


Checking Receipt of Goods

· A proof of delivery should be available for each payment. This can be achieved by an electronic signature (post or van delivery).  The homecare provider should make this available to the Trust together with a note of the number of the delivery on the prescription (e.g. 3 of 5).

· Patients should be instructed to check the delivery as soon as possible and told who to notify if there is a problem (initially the homecare provider and then the Trust if problem not resolved).

· It should be recognised that proof of delivery does not equal a correct delivery.


· The proof of delivery is required to pass the invoice


Invoicing

Many homecare providers have severe cash flow issues.  It may therefore be appropriate to identify these companies with finance for “fast tracking” of payment.


Orders can either be raised at the time the prescription is transmitted to the homecare provider or retrospectively when the invoice is received (when the prescription is used as a check of validity).


There are two ways of approaching invoicing:

1. Consolidated Invoices

· A single consolidated invoice is received each month.  

· The lines on the invoice are reconciled against individual delivery notes and prescriptions.  

· A database or spreadsheet (see Appendix 1) can be used to reconcile the information.


· If FP10’s are used and E-PACT reports are used these are in effect a consolidated invoice.  However a report of deliveries vs. patient names will be needed from the homecare provider (this appears to be available if you try hard enough) as E-PACT has no patient names.

· There may also be a payment for high cost medicines which will reduce the effective piece paid by the trust for some medicines using FP10 route.

NB problems on a single line will prevent the whole invoice being passed unless part payments are undertaken.  This may speed resolution of problems!


2. Single Invoice per Patient  

As above but done as a multiple process.  The order number must match the invoice and/or the prescription.

3.  Passing payments through the pharmacy computer system

· Ideally invoices should be passed through the pharmacy system so that drug expenditure is captured. (Obviously FP10’s will not be).

· Using the pharmacy system is time consuming (the goods have to be delivered onto the system then dispensed off).  


· As there are two different prices for drugs (homecare and no homecare) two drug files are needed (e.g. Zidovudine and Zidovudine (homecare)).


· To prevent confusion with other medicines the optimal approach is to create a homecare location on the system as the only location where homecare drugs exist.


· If the database in Appendix 1 is used the passing of information through the system becomes a costing exercise only and less information can be held. On the pharmacy system.  Perhaps consolidated entries could be contemplated.


Dealing with Problems


1. Can’t contact patient


The homecare provider should let the Trust know.  Many Trusts operate a “three strikes and you’re out” policy.  i.e.


a. First time.  Provider receives a full fee


b. Second delivery.  Provider receives a delivery charge (item has already been dispensed).


c. Third delivery. Provider receives a delivery charge and patient is reviewed to check the validity of continued homecare arrangements.


d. If three occasions of two deliveries are accrued again the patient is reviewed.

2. Can’t Deliver

a. If this is as the result of a supply problem the healthcare provider MUST report to the Trust.  It should be a part of the SLA to detail how much stock the healthcare provider should hold.


b. If the patient is not present it should be the responsibility of the healthcare provider to re-supply.  What steps are and are not acceptable need to be detailed in the SLA.  A list of suitable alternative signatories (e.g. neighbour) should be obtained if they are to be used.  These people may also be available to hold a key to allow access to the patient’s home but this (obviously) needs to be with the patient’s agreement.

c. If a post office delivery is not collected it should be returned to the healthcare provider and the Trust notified.


d. Back up systems should be in place for critical events (e.g. strikes, snow etc.)


e. Back up systems are also required for failure of cold rooms, aseptic preparation facilities etc.

3. Delivered to wrong patient

a. This would normally be discovered by the patient (who received no medicines).  The problem is the responsibility of the healthcare provider.


b. The problem needs to be reported to the Trust and logged.

4. Wrong Goods or Dispensing Error

a. See above

5. Wrong Invoice Amount

a. This would be dealt with as per a “normal” invoice query.

6. Double Deliveries

a. Sometimes required (for holidays etc) but sometimes occur in error.


b. Found by two charges.

c. SLA needs to cover this contingency.  Should be the responsibility of the healthcare provider.

7. Cold Chain

a. Healthcare providers are inspected by MHRA for wholesaler dealer’s licence.  As part of this they have to demonstrate cold chain and keep records.  These should be available to Trusts.

b. QA inspections should cover this aspect of service.

8. Recalls

a. Dealing with these should be part of SLA

9. Patient training at fault

a. The responsibility for patient training should be detailed in the SLA (and might be provided by Trust or homecare provider staff).

b. A reassessment procedure should be present to retest patients.

10. Homecare Provider Review Meetings


These should ideally take place at a supra Trust level but should contain the following types of reviews

a. Number and type of prescription errors


b. Number and nature of patient complaints


c. Patient satisfaction surveys


d. Number of patients


e. Staffing of Services


f. Performance against Key Performance Indicators


g. Number and nature of complaints from Acute Trust

h. Invoicing problems and speed of payments


i. Changes in the user guide


j. Changes to staff and contact details for both sides.


Kevan Wind and Stephanie Sprakes 12.3.09.

Appendix 1


Outline of Provision Pathway for Homecare Service

East of England

[image: image1.jpg]





















































Appendix 2 

Appendix 2

Imperial College Healthcare NHS Trust


Pharmacy, Hammersmith Hospital


HOME DELIVERY OF MEDICINES


PATIENT QUESTIONNAIRE


Dear Patient,


We would like to ask you to help us to evaluate and improve the quality of the home delivery service we offer to you by taking the time to complete this questionnaire.  The questionnaire should only take around 10 minutes to complete.  We hope that the answers that you provide will help us to make any changes to the Careology Homecare process that we feel will give you an improved service.


Any information that is supplied will be treated in the strictest confidence and will not be used for any purposes other than to improve the Careology Homecare service.


Your Details


1. How long have you been using the Careology Homecare service? (please tick)





0 – 6 months


6 – 12 months
12+ months


Your Medication


2. What medication are you currently receiving from the Careology Homecare service?



(please tick all that are applicable)


Darbepoetin
Imatinib
Mycophenolate 



(Aranesp®)
(Glivec®)
mofetil




Tacrolimus
Ciclosporin
Isoniazid


Sirolimus
Pyridoxine
Valganciclovir


3. Have you been told how to take/use your medication by the hospital clinical team? (please tick)



Yes
No
Don’t know



If yes, how useful did you find the following information: (please tick)


		

		Very Helpful

		Helpful

		Already knew

		Not Relevant

		Not Discussed

		Can’t Remember



		The reason why you are taking these medicines

		

		

		

		

		

		



		How to take your medicines


(e.g. timings of medication)

		

		

		

		

		

		



		Drug Interactions

		

		

		

		

		

		



		Side-effects

		

		

		

		

		

		





4. Have any of your medications been changed whilst on Careology Homecare service? (please tick)



Yes
No
Don’t know



If yes, were you advised on how to take the new medicines and relevant side-effects by the hospital clinical team? (please tick)



Yes
No
Don’t know


5. If you have been prescribed Darbepoetin (Aranesp®) were you shown by the hospital clinical team how to use the pen/syringe correctly? (please tick)





Yes
No
Don’t know


Registration Process


6. For each of the following statements, please tick which description matches your experience of registering onto the Careology Homecare service with the hospital clinical team:


		

		Excellent

		Good

		Fair

		Poor

		Very Poor



		Ease of registration

		

		

		

		

		



		Explanation of Homecare service

		

		

		

		

		



		Usefulness of patient information letter

		

		

		

		

		





7. Were you offered a convenient appointment at hospital to register for the Homecare service? (please tick)



Yes
No
Don’t know
Not applicable


8. Would you find it helpful to receive a delivery note with each delivery explaining how many medicines are being delivered? (please tick)



Yes
No
Don’t know


Careology Homecare Delivery Service


		

		Stongly Agree

		Agree

		Unsure

		Disagree

		Stongly Disagree



		The delivery is always on time

		

		

		

		

		



		The correct medication and quantity is always delivered

		

		

		

		

		



		The medication is always delivered discreetly

		

		

		

		

		



		The person who delivers your medication is always polite and friendly

		

		

		

		

		





9. For each of the following statements, please tick the description that matches your experience of the Careology Homecare delivery service:


10. a) What delivery time schedules are offered to you? (please tick)



2 hour window
4 hour window



Other
Don’t know



If other, please state what times you were offered……………………………………..


 10.
b) Is this delivery time schedule convenient for you? (please tick)



Yes
No
Don’t know



If no, please state what you would prefer………………………………………………..


Careology Homecare Patient Services


11. For each of the following statements, please tick the description that matches your experience of the Careology Homecare Patient Services department:


		

		Excellent

		Good

		Fair

		Poor

		Very Poor



		Ease of contact

		

		

		

		

		



		Return of calls/messages left by yourself

		

		

		

		

		



		Telephone call to arrange delivery

		

		

		

		

		



		Courtesy of staff

		

		

		

		

		



		Resolution of your queries

		

		

		

		

		






Service Users Guide


12. Did you receive a Service Users Guide from Careology Homecare with your first delivery? (please tick)





Yes
No
Don’t know


13. Have you ever used the Service Users Guide? (please tick)





Yes
No
Don’t know


14. For each of the following statements, please tick the description that matches your experience of the Service Users Guide:


		

		Stongly Agree

		Agree

		Unsure

		Disagree

		Stongly Disagree



		The information was easy to understand

		

		

		

		

		



		The information provided was useful

		

		

		

		

		





15. What other information would you like to see in the Service Users Guide?


…………………………………………………………………………………………………………………………


…………………………………………………………………………………………………………………………


Hospital Pharmacy


16. For each of the following statements, please tick the description that matches your experience of the Renal team and Cancer Services team at the hospital pharmacy department:


		

		Excellent

		Good

		Fair

		Poor

		Very Poor



		Ease of contact

		

		

		

		

		



		Return of calls/messages left by yourself

		

		

		

		

		



		Courtesy of staff

		

		

		

		

		



		Resolution of your queries

		

		

		

		

		





Information Regarding Further Supply


17. For each of the following statements, please tick who you would contact:


		

		Hospital Pharmacy

		Careology Homecare

		GP

		Clinic

		Other


(please state)



		You have less than 2 weeks of medication

		

		

		

		

		



		You have a delivery query

		

		

		

		

		





18. Do you know that you should notify Pharmacy or Careology Homecare when you are going on holiday? (please tick)





Yes
No
Don’t know



If yes, please state who you would contact…………….…………………………………..


Overall Quality


19. How would you rate the following overall quality: (please tick)


		

		Excellent

		Good

		Fair

		Poor

		Very Poor



		Careology Homecare Delivery Service

		

		

		

		

		



		Careology Homecare Patient Services

		

		

		

		

		



		Renal Team and Cancer Services Team at the Hospital Pharmacy

		

		

		

		

		





20. How has receiving your medication through Careology Homecare changed your life? (please tick)



Made it easier

No change
Made it harder


Thank you for taking the time to complete this questionnaire.


If you have any further comments or suggestions that may improve the service please note them below:


……………………………………………………………………………………………………………………………..


……………………………………………………………………………………………………………………………..


……………………………………………………………………………………………………………………………..


……………………………………………………………………………………………………………………………..


……………………………………………………………………………………………………………………………..


……………………………………………………………………………………………………………………………..


……………………………………………………………………………………………………………………………..


Imperial College Healthcare NHS Trust


10th April 2008


Appendix 3

Patient Tracking Database

Suggested fields for a homecare patient tracking database or spread sheet.  A working example would be a benefit and could perhaps be produced by the national homecare group.

a. Patients Name


b. Unit Number


c. Indication


d. Patients PCT

e. Drugs for Homecare


f. Consultant in Charge of Patient


g. Whether the patient is authorised or not 


h. Date of Authorisation


i. Date of Current Prescription


j. Stop date for prescription (if required).


k. Date when patient next due in clinic (or when current prescription expires).


l. Order Number (if used)


m. Number of repeats on current prescription


n. Number of deliveries on current prescription


o. Dates of delivery


p. Date of Invoicing and Invoice Number


q. Problems (number and type) from supplying patient (e.g. not delivered errors).


Is homecare service provided “free of charge” by medicine manufacturer?







Patient need identified for a specific range of medicines or treatments







Yes







No







Discussion between hospital and PCT.  Consider whether existing community services can provide the service, likely costs and patient numbers.







Ensure trust and PCT are aware of provision and that both have copy of the SLA between the manufacturer and homecare provider and have checked legal liability issues.







Is the treatment for common condition or an exception?







Set up or use existing SLA.  Should utilise E of E homecare contract and specify treatment and patient numbers per trust.  Should specify which costed components of care packages are to be used for each SLA.







Common







Hospital writes prescription and places order through the pharmacy computer system with the contracted supplier of homecare.  Using the components of care specified in the SLA with PCT







Exceptional







Service provided against East of England Homecare contract or if one does not exist for this treatment procurement hub let contract.







Hospital pharmacy matches invoice against the order and pays the homecare provider within 30 days.







Homecare provider delivers the specified components of care and invoices hospital with proof of delivery.







Put through PCT exceptional cases procedure to decide on provision of care







Agreement reached with PCT for homecare provision to proceed











PCT pays hospital within 30 days.







Hospital prepares consolidated monthly invoice and passes to PCT with agreed supporting information
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Notes on Best Practice


Homecare Self Help Group for PCTs

6th March 2009

Victoria House, Fulbourn


The following notes on practice were developed as an output from a meeting of PCT and Specialist Commissioning staff on 6th March 2009.  It was agreed that practice may justifiably vary from Trust to Trust based on local environmental factors but all Trusts present raised similar concerns regarding governance issues.  The less granularity there is in individual trust arrangements the easier it will be to manage this market. As such there was general support for regional initiatives to deliver consistency.

Introduction

It was noted that Homecare is a complex area and national awareness of the issues are increasing due to the high volume of spend in this area.  By definition there are a large number of organisations involved in the process (e.g. commissioners, acute trusts and homecare providers).  In the latest PPRS agreement there was a lot of mention of Homecare.

Definition

Homecare was defined as the provision of medical supplies and/or clinical services prescribed in secondary care to patients in the community   In this respect it differs from shared care where prescribing moves into the community too. 

Size of the market


The difficulties in calculating the current spend on homecare were discussed but the largest supplier in the market had £347 million sales for 2006 and 75,000 patient visits so this gives an idea of the scale.  National estimates for the cost are around £750 million for medicines administered through homecare.


The East of England NHS Collaborative Procurement Hub has been trying to collect supplier data for six months and this piece of work is now being taken over by PASA on a national scale and will be used to augment the trust usage data already collected on PHARMEX.


It was noted that recently there has been a reduction in use of FP10s for homecare patients due to the complexities in tracking these prescription particularly PBR excluded medicines resulting in the Acute Trusts not being able to claim back the money from the PCTs.


What are the drivers for medicines homecare


The drivers were discussed and often from an Acute Trust the main driver is cost savings although in theory this is tax avoidance not cost saving.  PCTs need to be aware of this when setting up homecare arrangements as the tax arrangements are unlikely to change but does represent a financial risk.


The advantages to pharma companies were debated and barrier to competition was one that was identified.


VAT and Medicines Homecare-                                                                                                                                                      


Essentially VAT is payable for medicines in secondary care.  [There is a theoretical exemption for outpatient medicines but this has not been pursued in practice].  VAT is not payable for community dispensing or for provision of a service.  Thus if a medicine is delivered through a homecare provider VAT is not payable and the secondary care trust accrues a saving.

The situation has become complicated by some opportunistic initiatives around outpatient services in trusts like Heartlands where these services are not paying VAT and are also obtaining PaSA contract prices for medicines.  PaSA are undertaking some work to try and set ground rules.


The benefits of medicines homecare


The benefits to all parties were discussed and it was stated that PCTs need to understand the drivers to Acute Trusts and vice versa to commission these services effectively.


		Organisation

		Patient

		Pharmacy

		Primary care






		Discharge patients sooner

		Patient centred

		Capacity gains

		Time



		Reduce non-essential admissions

		Closer to home

		Refocus skill mix and clinical priorities

		Capacity






		Reduce readmissions

		Time saving

		Reduced waiting times

		Control



		Single point of contact

		Reduced travel

		Patient focused care

		Patient centred



		Capacity gains

		Convenience

		

		Financial



		Reduced waiting times

		Quality of life

		

		Policy



		Financial

		Avoid healthcare associated infections

		

		





Patient choice was discussed and one Trust reported that 50% of their patients on a particular therapeutic area did not want to use the homecare route and preferred to be managed in the hospital and liked the social aspects of meeting other patients.

East of England business model


· The East of England model was discussed (see appendix 1), a couple of Trusts use this model already

· It was noted this would be a big change management process for a number of Trusts to implement this model.  The Homecare sourcing group will work on developing an audit/checklist which Trusts can use to assess where they are at see appendix.  It was agreed that this audit tool will be launched at a shared event for Primary/Acute care.

Issues to discuss


Hub contracting vs. Trust contracting


· The group agreed the proposed regional framework contract would be a good idea. It was noted that clear governance arrangements both within and without the hub would be needed .

· It was suggested that good practice might be for Specialist Commissioning to pay Trusts on the basis that they use the East of England model and framework agreement (as per the appendix 2 of commissioning intentions already in existence).

Role of specialised commissioning


· See appendix for a list of areas Specialist Commissioning are managing 


· See appendix for a list of Trusts using x contract


· It was noted that the National Homecare Group want to look at a national contract TPN homecare as there are so few patients they feel it could be managed nationally


Homecare provision for secondary and tertiary care


It was discussed that a number of secondary/tertiary care centres are putting a number of prescriptions for oral treatment such as chemotherapy through homecare as they then do not have to write a prescription every month and do not want to pass the care onto GPs in the community.  This is to be discussed further through the specialist commissioning network


Infrastructure costs


· The East of England collaborative procurement hub is developing an annual infrastructure cost which PCTs can charge Acute Trusts.  An example of two different models is:


1. London HIV model where 25% savings (from VAT avoidance) are given back to PCTs


2. Leeds model where each Acute Trust is paid an annual fee of £50 per homecare patient.


· The group noted that this is a good idea in principle but there are issues with getting resources into pharmacy and being able to employ the staff.


· It was discussed that if we put an annual cost per homecare patient would Acute Trusts not then be incentivised to increase volumes of prescriptions through homecare?  This would not be possible as Acute Trusts would agree an SLA with PCTS for x number of patients and would need to put a case forward for treating more patients through homecare.


· Contract prices were discussed and Kevan noted that a lot of homecare drugs do not qualify for any discount  as they are branded medicines and there is no leverage on the supplier..


Legal responsibilities


With the current model for homecare there are two parties caring for the patient, Acute Trust and Homecare provider and accountability is not clear in many cases, with a hub wide contract it would be more clear who is responsible for what area.


Blurring of primary/secondary care


· It was discussed who should have access to contract prices; Heartlands Hospital was used as an example as they have a Boots retail pharmacy within their Acute Trust.


· Mid Essex noted that they were tendering for whole services for their community hospital


· It was clarified that at the minute access to contract prices is only for secondary care patients however with the development of walk-in centres, poly clinics and outsourced arrangements this theory is being tested.  Howard Stokoe at PASA is currently trying at agree with Pharma and Trusts to agree some ground rules.


Contract monitoring


· Imperial College currently monitor patients and homecare providers

· The ‘three strike rule’ was discussed where if a patient misses three deliveries they are struck off homecare arrangements


· Quarterly review meetings with homecare suppliers take place at Imperial College and it was noted that the hub would manage this element if a regional framework agreement was in place.

· ‘Virtual wards’ were discussed new initiatives that are taking place.  One example is in Somerset PCT where BUPA has taken over the care of all their COPD patients and has even transferred the PCT respiratory staff into this model.  BUPA are responsible for the whole patient pathway from original assessment to oxygen screenings.  This is funded by the 30% reduction in admissions.


· It was suggested that if all Trusts are struggling with Homecare, should this not be taken up through risk registers?

Appendix 1

Outline of Provision Pathway for Homecare Service


East of England
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PCT pays hospital within 30 days.







Hospital prepares consolidated monthly invoice and passes to PCT with agreed supporting information







Hospital pharmacy matches invoice against the order and pays the homecare provider within 30 days.







Homecare provider delivers the specified components of care and invoices hospital with proof of delivery.







Service provided against East of England Homecare contract or if one does not exist for this treatment procurement hub let contract.







Hospital writes prescription and places order through the pharmacy computer system with the contracted supplier of homecare.  Using the components of care specified in the SLA with PCT







Agreement reached with PCT for homecare provision to proceed







Put through PCT exceptional cases procedure to decide on provision of care







Exceptional







Is the treatment for common condition or an exception?







Set up or use existing SLA.  Should utilise E of E homecare contract and specify treatment and patient numbers per trust.  Should specify which costed components of care packages are to be used for each SLA.







Common







Discussion between hospital and PCT.  Consider whether existing community services can provide the service, likely costs and patient numbers.







Ensure trust and PCT are aware of provision and that both have copy of the SLA between the manufacturer and homecare provider and have checked legal liability issues.







No







Yes







Is homecare service provided “free of charge” by medicine manufacturer?







Patient need identified for a specific range of medicines or treatments
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Self Help Homecare Event
Notes on Best Practice from Homecare Self Help Group. Acute Trusts

27th February 2009

The following notes on practice were developed as output from a meeting of hospital pharmacy staff on 27th February 2009.  It was agreed that practice may justifiably vary from trust to trust based on local environmental factors.  No one trust had the perfect solution.


Initial Work

It is necessary that homecare arrangements are formalised and agreed both within an acute trust and between acute trusts and affected PCTs.  I.e.

· What is the role of the trust and the PCT


· What is the role within the acute trust of the various departments involved (e.g. finance, pharmacy, specialist nurse teams, prescribers, drugs and therapeutics committee.


· What information (reports) are required by which departments [so that information sources and databases can be constructed correctly].


Ideally these should reflect the EoE business model which is being considered by London (see Appendix 1)


Pharmacy’s role within the acute trust is to perform a clinical check or a check on expenditure (ideally both).  It is not cost effective or appropriate for pharmacy to merely undertake a clerical function.  


Although providing a dispensing service via a homecare provider reduces workload in the dispensary there is a need to fund the administration functions appropriately.  In EoE an agreement has been reached in principle that infrastructure payments will be made on the basis of an annual patient charge.  The hub are calculating a suitable payment.  In London 25% of HIV savings are payable to trust for the same purpose.

There is also an internal audit issue with separation of duties. It is probably most cost effective for the same person to perform all the tasks detailed here but this may contravene normal audit requirements.  This issue needs addressing locally.

Manage Homecare Medicines

1. A robust and sensible approval system needs to be adopted allowing new homecare arrangements within a trust.  This could be approval by Medicines Management Committee (MMC).  


2. There needs to be an agreed list of medicines for which the trust allows homecare arrangements.  

3. To establish a “baseline” a trust should write to all relevant homecare suppliers explaining the existence of the list and that homecare arrangements  not on the list will not be paid for.  To cover new or unknown homecare suppliers a suitable statement could be added to the trust website.

4. For those medicines manufacturers supplying “free” homecare trusts can either 


a. adopt these systems (in which case a copy of the SLA between manufacturer and homecare provider is required).


b. Insist the manufacturers use trust contracts for homecare (and request sponsorship of these arrangements instead).


c. Ask for the medicine to be delivered to pharmacy and dispense in the normal way (NB VAT will be paid in this instance).


Manage Patients on Homecare

 Despite the onerous task of keeping this record up to date (due to the large numbers of patients) it is vital that a trust keeps a record of which patients are receiving which homecare services.  Without this information it is impossible to manage the service.

1. It is appropriate that the homecare company have the responsibility of ensuring any new patient is notified to the trust AND is authorised before a service (and hence payments) will begin.


2. Trusts need to agree with PCT’s or appropriate authorities that funding is authorised before agreeing to pay for the service.


3. Suitable patient selection criteria should be developed (see example in Appendix 2).  Patients need to be assessed for understanding of language, any record of problems with deliveries in the past, residency, and registration and data protection forms completed as appropriate.


4. Patients who continually cause difficulties (e.g. fail to meet appointments) should be reviewed to decide if homecare arrangements are still appropriate.

Agreeing the Service Level with Homecare Company

· There are different models of SLA being developed. Some are service based whilst others are drug based.  Both have benefits and disadvantages.


· Where they exist a national or regional contract should be superior to a local one.  If a local contract is developed it should utilise the format of the national guidance.


· Any arrangements to use a particular homecare supplier should be checked with the pharmaceutical manufacturer to ensure contract prices will be made available.  If necessary an ESCO account may have to be considered.


· Performance indicators for suppliers now exist and should be incorporated into the contract. 

· Suitable arrangements for monitoring the contract should be put in place.  Ideally this should be done at a supra trust level (for national or regional contracts).  [See later for details of review meetings]. 

· The definition of what services the trust provides to homecare patients needs to be considered in the light of referral charges from PCTs.  I.e. what does and does not qualify.


· The SLA should contain a section detailing the responsibilities of all the participants (trust, homecare provider, patient, PCT) for each stage of the process.


· It may be necessary to address the issue of insurance costs for postal deliveries.


Writing the Prescription and Transmitting to the Homecare Company

· It is essential that the trust keeps a copy of all prescriptions passed on to homecare providers.  This is essential in reconciling the invoice when it arrives.


· The optimal length for a prescription is 1 month repeated six times per prescription.  For more stable care the interval can be increased.  Some supplies are made for 6 month periods (e.g. HIV).

· It is appropriate that the homecare company is responsible for ensuring a valid prescription is available.  They should contact the prescriber to obtain this.  Responsibility for this should be detailed in the SLA.


· If a homecare patient dies all participants in the service need to be informed promptly.


· Arrangements need to be in place to cancel existing prescriptions or to change details of existing prescriptions should this become necessary.  Different arrangements exist for this (in some trusts it is the responsibility of clinical staff (e.g. specialist nurses or prescribers) in others the pharmacy perform this role).

· Using FP10s reimbursed by the PPA currently attract an 8% discount.  Thus those medicines for which hospital discounts either do not exist or are less than 8% would be cheaper if passed through homecare on an FP10.

· Using FP10s makes  tracking of PBR excluded drugs (and hence the claims for payment from PCTs) problematic.


Checking Receipt of Goods

· A proof of delivery should be available for each payment. This can be achieved by an electronic signature (post or van delivery).  The homecare provider should make this available to the trust together with a note of the number of the delivery on the prescription (e.g. 3 of 5).

· Patients should be instructed to check the delivery as soon as possible and told who to notify if there is a problem. (initially the homecare provider and then the trust if problem not resolved).

· It should be recognised that proof of delivery does not equal a correct delivery.


· The proof of delivery is required to pass the invoice


Invoicing

Many homecare providers have severe cash flow issues.  It may therefore be appropriate to identify these companies with finance for “fast tracking” of payment.


Orders can either be raised at the time the prescription is transmitted to the homecare provider or retrospectively when the invoice is received (when the prescription is used as a check of validity).


There are two ways of approaching invoicing

1. Consolidated Invoices


· A single consolidated invoice is received each month.  

· The lines on the invoice are reconciled against individual delivery notes and prescriptions.  

· A database or spreadsheet (see Appendix 1) can be used to reconcile the information.


· If FP10’s are used and E-PACT reports are used these are in effect a consolidated invoice.  However a report of deliveries vs. patient names will be needed from the homecare provider (this appears to be available if you try hard enough) as E-PACT has no patient names.


NB problems on a single line will prevent the whole invoice being passed unless part payments are undertaken.  This may speed resolution of problems!


2. Single Invoice per Patient  


As above but done as a multiple process.  The order number must match the invoice and/or the prescription.

3.  Passing payments through the pharmacy computer system

· Ideally invoices should be passed through the pharmacy system so that drug expenditure is captured. (Obviously FP10’s will not be).

· Using the pharmacy system is time consuming (the goods have to be delivered onto the system then dispensed off).  


· As there are two different prices for drugs (homecare and no homecare) two drug files are needed (e.g. Zidovudine and Zidovudine (homecare)).


· To prevent confusion with other medicines the optimal approach is to create a homecare location on the system as the only location where homecare drugs exist.


· If the database in Appendix 1 is used the passing of information through the system becomes a costing exercise only and less information can be held. On the pharmacy system.  Perhaps consolidated entries could be contemplated.


Dealing with Problems

1. Can’t contact patient
The homecare provider should let the trust know.  Many trusts operate a “three strikes and you’re out” policy.  I.e.


a. First time.  Provider receives a full fee


b. Second delivery.  Provider receives a delivery charge (item has already been dispensed).


c. Third delivery. Provider receives a delivery charge and patient is reviewed to check the validity of continued homecare arrangements.


d. If three occasions of two deliveries are accrued again the patient is reviewed.


2. Can’t Deliver

a. If this is as the result of a supply problem the healthcare provider MUST report to the trust.  It should be a part of the SLA to detail how much stock the healthcare provider should hold.


b. If the patient is not present it should be the responsibility of the healthcare provider to resupply.  What steps are and are not acceptable need to be detailed in the SLA.  A list of suitable alternative signatories (e.g. neighbour) should be obtained if they are to be used.


c. If a post office delivery is not collected it should be returned to the healthcare provider and the trust notified.


d. Back up systems should be in place for critical events (e.g. strikes, snow etc.)


e. Back up systems are also required for failure of cold rooms, aseptic preparation facilities etc.


3. Delivered to wrong patient

a. This would normally be discovered by the patient (who received no medicines).  The problem is the responsibility of the healthcare provider.


b. The problem needs to be reported to the trust and logged.


4. Wrong Goods or Dispensing Error


a. See above


5. Wrong Invoice Amount


a. This would be dealt with as per a “normal” invoice query.


6. Double Deliveries


a. Sometimes required (for holidays etc) but sometimes occur in error.


b. Found by two charges.

c. SLA needs to cover this contingency.  Should be the responsibility of the healthcare provider.


7. Cold Chain


a. Healthcare providers are inspected by MHRA for wholesaler dealer’s licence.  As part of this they have to demonstrate cold chain and keep records.  These should be available to trusts.

b. QA inspections should cover this aspect of service.


8. Recalls


a. Dealing with these should be part of SLA


9. Patient training at fault


a. The responsibility for patient training should be detailed in the SLA (and might be provided by trust or homecare provider staff).

b. A reassessment procedure should be present to retest patients.


10. Homecare Provider Review Meetings
These should ideally take place at a supra trust level but should contain the following types of reviews


a. Number and type of prescription errors


b. Number and nature of patient complaints


c. Patient satisfaction surveys


d. Number of patients


e. Staffing of Services


f. Performance against Key Performance Indicators


g. Number and nature of complaints from acute trust


h. Invoicing problems and speed of payments


i. Changes in the user guide


j. Changes to staff and contact details for both sides.


Appendix 1 EoE Standard Business Model

Outline of Provision Pathway for Homecare Service


East of England
















































Kevan Wind 28.2.07.


Appendix 2  Patient Selection Criteria (Chelsea & Westminster)

Add in Brian’s selection criteria.

Appendix 3 Patient Tracking Database

Suggested fields for a homecare patient tracking database or spread sheet.  A working example would be a benefit and could perhaps be produced by the national homecare group.

Check vs. Brian’s list

a. Patients Name


b. Unit Number


c. Indication


d. Patients PCT

e. Drugs for Homecare


f. Consultant in Charge of Patient


g. Whether the patient is authorised or not 


h. Date of Authorisation


i. Date of Current Prescription


j. Stop date for prescription (if required).


k. Date when patient next due in clinic (or when current prescription expires).


l. Order Number (if used)


m. Number of repeats on current prescription


n. Number of deliveries on current prescription


o. Dates of delivery


p. Date of Invoicing and Invoice Number


q. Problems (number and type) from supplying patient (e.g. not delivered, errors).


Hospital prepares consolidated monthly invoice and passes to PCT with agreed supporting information











PCT pays hospital within 30 days.







Hospital pharmacy matches invoice against the order and pays the homecare provider within 30 days.







Homecare provider delivers the specified components of care and invoices hospital with proof of delivery.







Service provided against East of England Homecare contract or if one does not exist for this treatment procurement hub let contract.







Hospital writes prescription and places order through the pharmacy computer system with the contracted supplier of homecare.  Using the components of care specified in the SLA with PCT







Agreement reached with PCT for homecare provision to proceed







Put through PCT exceptional cases procedure to decide on provision of care







Exceptional







Is the treatment for common condition or an exception?







Common







Set up or use existing SLA.  Should utilise E of E homecare contract and specify treatment and patient numbers per trust.  Should specify which costed components of care packages are to be used for each SLA.







Discussion between hospital and PCT.  Consider whether existing community services can provide the service, likely costs and patient numbers.







Enure trust and PCT are aware of provision and that both have copy of the SLA between the manufacturer and homecare provider and have checked legal liability issues.







Yes







No







Patient need identified for a specific range of medicines or treatments







Is homecare service provided “free of charge” by medicine manufacturer?
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Trust Level Guide See Mun
A Practical Guide for Managing Trust Level Homecare


See Mun Wong


		Task

		Comments



		Read SLAs for all pharma-funded services

		You will need to see all SLAs for all pharma schemes.  These should have been checked by trust staff before implementing.



		Read service specifications for homecare services contracted by the NHS either regionally or nationally.

		CMU manage several national homecare contracts (TPN, ERT).  Regional contracts may be via a hub.  Trust bespoke contracts will be yours!



		Read medicines pathway or integrated care pathway for each therapy area (if available)




		To understand the roles of each key stakeholders (i.e. pharmacist, homecare provider and clinical team) in the homecare process)



		Arrange to meet with the clinical teams


List individual clinical teams

Key contact who is directly involved in homecare

		





Clinical governance in Homecare


		Task

		Comments



		Learn how to report patient safety incident and complaint in homecare using Datix or equivalent reporting system (Refer to SOP)

		



		Learn how to handle and investigate homecare incidents and complaints


Attend Datix Incident Management training


Refer to a few examples of homecare incident investigation reports


Review of homecare incidents and complaints periodically and how to track them (refer to an example of Medication Safety Group report for medicines homecare)

		



		Learn how to risk assess medicines homecare


Attend ‘Risk Assessment for Assessors’ training course (general)


Refer to the Risk Assessment Tool in the managed entry form for homecare risks


Discuss homecare risk assessment with your line manager (use example of previous risk assessment documents)

		



		KPI data management


Attend regional KPI workshop (if available) or work through training slides


Review KPI reports with a senior colleague


Where to find the reports and when to share them?

		



		Shadow a service review meeting


Talk to the organiser on how to host a review meeting


Observation -  interaction from various parties involved 




		



		Contract management


Meet and discuss with the Category or Contract Manager

		



		How to screen a homecare prescription (this varies from one Trust to another) 


Discuss with individual Specialist Pharmacist


Refer to SOP

		



		Managed entry process


Meet with line manager to go through the Trust’s managed entry process (including an exercise on financial analysis)


Attend a DTC meeting (or equivalent) where new medicines homecare submission is discussed

		





Financial Governance in Homecare

		Task

		Comments



		Learn about the billing arrangement and the funding approval process in medicines homecare


Discuss with the High Cost Drugs Pharmacist or Finance manager to understand the mechanism involved in passing through funded medicines homecare costs to the commissioners (either CCGs or NHSE) and charging non-funded homecare costs to the individual clinical directorate

		



		Financial assessment when scoping for new homecare services


Discuss with line manager using the financial analysis tool in the managed entry form 


*To understand the definition of each cost category e.g. reference cost, on cost etc


For new pilot project, obtain 3 quotes from different homecare providers; otherwise refer to the costings/commercial schedule in either national / regional frameworks


Consult the directorate finance manager for activity tariff

		



		Learn how to process homecare prescription through the pharmacy computer system (refer to SOP/user guide)


Attend a training session with the homecare administrator to learn about passing payment through the pharmacy computer system 


How to raise purchase order


How to check POD/CEF and receive order 


How to reconcile invoice


How to set up drug/consumable codes for homecare, cost centres

		



		Understand homecare invoicing and pricing arrangement


Refer to the agreed arrangement in SLA or service specs for individual homecare service


Familiarise with the CMU website for regional/national contract prices


How to update homecare providers on the change in contract prices


Understand Patient Access Scheme for new drugs


Difference between consolidated vs single invoicing (moving away from consolidation due to the requirement to raise single order)


Find out from the homecare administrator on how to manage invoicing queries

		



		Understand homecare billing arrangement – discuss with line manager


Discuss with line manager to find out how homecare medicines costs are billed to the commissioners


Deadline for billing each month

		





Day to Day Homecare Operations:


		Task

		Comments



		Prescription management – request of repeat homecare prescriptions


Find out from the pharmacy homecare team regarding the prescription management arrangement for each therapy area


Refer to the relevant prescription management database

		



		Understand the process in registering new patients onto homecare


Refer to SOP and medicines/care pathway


*pay particular attention to patient selection criteria for each therapy area

		



		Understand the flow of prescriptions and  their handling from writing a prescription to transmitting it to the homecare provider


Discuss with the pharmacy homecare team and refer to the medicines /care pathway (if available)




		



		Homecare database for each therapy area


Find out from the pharmacy homecare team regarding the maintenance of homecare databases and how to set up a database for new service

		



		Tracking of homecare expenditure and savings


Find out from the pharmacy homecare team on how to do this


Find out from other colleagues (e.g. medicines finance team) on how to track contract change or generic switch savings (e.g. CMU contracts)

		



		Homecare Performance reporting to the commissioners


Refer to previous reports as guidance




		



		Change management


Refer to the National Homecare Medicines Committee change management guideline


Discuss with the pharmacy homecare team about the local Trust’s arrangement


Check with the Trust’s Information Governance Team with regards to signing patient data transfer form and the requirement for ‘privacy impact assessment’

		





Pharmacy Homecare Team’s Roles and Responsibilities:


As outlined in the Trust’s homecare policy:


Introduce and support the managed entry process for any new request of medicines homecare, by incorporating financial analysis and clinical risk assessment


Centralise the processing of homecare activities through pharmacy from clinical check of homecare prescriptions, raising purchase orders using pharmacy computer system, invoices reconciliation to passing payment through to the responsible funder (either clinical directorate (in-tariff) or CCG (local agreement) or NHSE (out of tariff)


Lead on governance in medicines homecare, including managing homecare incidents and complaints, risk management, developing homecare related SOPs and reinforcing financial governance (e.g. funding approval prior to homecare service initiation, accurate billing/reimbursement arrangement) to ensure financial probity


Support contract management by monitoring KPIs, service review meetings and patient satisfaction surveys


Implement new homecare services and coordinate change management


Several homecare costing models are available to support the funding request for pharmacy homecare team. It is also worth referring to the Benefit Sharing Policy published by NHS England.


There is also an internal audit issue with separation of duties. It is probably most cost effective for the same person to perform all the tasks detailed here but this may contravene normal audit requirements.  This issue needs addressing locally.


Manage Homecare Medicines


A robust and sensible approval system needs to be adopted allowing new homecare arrangements within a trust using the managed entry form (currently under NHMC consultation).  This could be approved by Medicines Management Committee (MMC) or Drugs and Therapeutics Committee (DTC).  


There needs to be an agreed list of medicines (including supportive therapy) for which the trust allows homecare arrangements.  


To establish a “baseline” a trust should inform all relevant homecare suppliers explaining the existence of the list and that homecare arrangements  outside the agreed list will not be paid for.  To cover new or unknown homecare suppliers a suitable statement could be added to the trust website.


For those medicines homecare funded by the pharmaceutical companies, trusts can either 


adopt these systems (in which case a copy of the SLA between manufacturer and homecare provider is required).


Insist the manufacturers use trust contracts or regional framework for homecare (and request sponsorship of these arrangements instead).


Ask for the medicine to be delivered to outpatient pharmacy and dispense in the normal way (NB VAT may be paid in this instance, or in outsourced outpatient pharmacy, dispensing fee may be charged but VAT exempted).


Manage Patients on Homecare


Despite the onerous task of keeping this record up to date (due to the large numbers of patients) it is vital that a trust keeps a record of which patients are receiving which homecare services.  Without this information it is impossible to manage the service.


Points to consider prior to service initiation:


Any new service request should be approved by the Trust’s DTC or equivalent following rigorous financial and clinical risk assessment to ensure good governance. Refer to the Trust’s managed entry request form.


It is appropriate that the homecare company have the responsibility of ensuring any new patient is notified to the trust AND is authorised before a service (and hence payments) will begin.


Trusts need to agree with CCGs, NHSE or appropriate authorities that funding is authorised before agreeing to pay for the service.


Whether an SLA or contract is in place for the new service


If annual expenditure for the requested service is estimated at > £111,000, then the service needs to be tendered as a contract under OJEU.


If annual expenditure for the requested service is estimated at <£111,000, a local SLA can be set up (usually requires three quotes from different companies prior to decision making)


Suitable patient selection criteria should be developed (see example page 2 in the embedded file 
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).  Patients need to be assessed for understanding of language, any record of problems with deliveries in the past, competency, home environment and registration and data protection forms completed as appropriate.


Patients who continually cause difficulties (e.g. fail to meet appointments) should be reviewed to decide if homecare arrangements are still appropriate.


Medicine pathway (as recommended in the RPS standards) is a useful tool to outline the homecare processes involved from clinical diagnosis, prescribing, treatment monitoring, to pharmacy clinical check, dispensing by homecare provider and invoicing. (see example in the embedded attachment above). This helps to improve the understanding of homecare processes for all stakeholders involved in the service.


In the spirit of collaboration, it is important to continuously engage with our clinical teams to make sure that the homecare service suits the clinical needs of their patients. The engagement level begins from service scoping, risk assessment, tendering and adjudication process, service implementation, service review to managing homecare-related incidents and complaints. 


Agreeing the Service Level with Homecare Company


There are different models of SLA or contract/framework being developed. Some are service based whilst others are drug based.  Both have benefits and disadvantages.


Where they exist a national or regional contract should be superior to a local one.  If a local contract is developed it should utilise the format of the national CMU service specifications template.


It is the responsibility of the bidding homecare supplier to check with the pharmaceutical manufacturer to ensure contract prices will be made available.  


Performance indicators (KPI data set developed by CMU) for suppliers now available and should be incorporated into the contract. 


Suitable arrangements for monitoring the contract should be put in place.  Ideally this should be done at trust level or regional level. (for national or regional contracts).  [See later for details of review meetings]. 


The definition of what services the trust provides to homecare patients needs to be considered in the light of referral charges from the commissioners.  I.e. what does and does not qualify.


The SLA should contain a section detailing the responsibilities of all the participants (trust, homecare provider, patient, commissioners) for each stage of the process.


It may be necessary to address the issue of insurance costs for postal deliveries.


A national SLA (incorporating NHS Terms and Conditions) for pharma-funded service is currently being developed. This will be used by the homecare providers with prior agreement by the pharmaceutical companies going forward.

To implement a new homecare service:


Once DTC or equivalent has approved a new homecare service request, 


For pharma-funded schemes:-


Review contents of SLA provided by homecare provider


Ensure the contents of SLA adhere to the CMU service specs as minimal standard


For non-pharma funded service:-


Establish whether the service fits into any existing regional frameworks (e.g. low tech, mid tech, parenteral chemo & biologics, parenteral antibiotics etc) or national frameworks (e.g. clotting factors or TPN)


Arrange an SLA with the chosen homecare provider if appropriate (recommended for national framework)


Points to consider when planning a service implementation:-


Often it is crucial to gather some background information prior to convene an implementation meeting with the homecare provider and the clinical team. You may find such information from the completed managed entry form.


Patient numbers


Inclusion criteria for homecare suitability (to be agreed with clinical team)


Competency assessment check list (if applicable)


Cost of the drug and service fees


Monitoring parameters and clinic follow up


Check whether medicines pathway or integrated care pathway is available or whether it needs to be designed


Ancillary / equipment list (if applicable) 

Clinical support (e.g. nurse administration training, blood sampling etc, if applicable)


Sample agenda during the Implementation Planning Meeting:


		Stationery



		• Registration form 



		• Prescription form 



		• Patient Pack or Welcome Pack



		• Prepaid envelopes



		• Patient information leaflet – Trust’s leaflet for homecare counselling with patients



		• Contact Card – to be given out in clinic






		Administrative (usually can be found in the appendix of an SLA for pharma-funded service)



		• Homecare Provider’s Contact Matrix



		• NUH (e.g. pharmacy homecare team, clinical team) Contact Matrix



		• Confirm contract price(s) or PAS discount



		• Agree Homecare Provider’s customer service process



		Stop delivery if patient is told by clinical team to stop treatment or if patient decided to stop treatment – then refer patients back to clinical & homecare team



		produce monthly report of 'non delivery' (due to overstock/treatment suspension/patient unobtainable) to the Trust’s homecare team






		Homecare Pathway



		• Agree registration process



		• Agree prescribing process and prescription duration



		• Agree pharmacist clinical screening process



		• Agree turnaround time (for delivery and nurse visit if applicable) and cut off time


• Agree buffer level at patient’s home and stock management process



		• Agree prescription management responsibility (either Trust or Homecare Provider)



		• Arrangement of copy prescriptions to be sent to homecare team, the Lead Technician will post original copy of scripts to the homecare provider



		• Set up & maintenance of the new homecare service database






		Finance



		• Create new homecare drug code on pharmacy IT system



		• Agree template of invoicing and reporting deadline



		• Agree format of monthly management report and reporting deadline



		• To whom invoices and Proof of Deliveries should be sent to



		• Request new cost code or cost centre from the directorate finance department to charge to


• Inform the Trust’s Commissioning Accountant about the new service and the funder (either CCG or NHSE) for reimbursement






		Performance monitoring



		• Set a date for first service review meeting



		• Agree KPI reporting frequency& deadline





Homecare database for each therapy area: 


This can be done in the format of an Excel spreadsheet with the following data: 


Patient’s name


Hospital number


Consultant / cost centre


Drug and dosage


Duration of supply


Prescription date


Order number


Next prescription due date


Indication (where appropriate)


Comment (e.g. off treatment, or treatment on hold)


This can be used to manage repeat prescription request in house. New entry can be made when pharmacy receives a new prescription for a patient. 


Alternatively the pharmacy homecare team can request a monthly management report (or sales report) detailing homecare activity (e.g. drug, dose, quantity, date of administration visit (if applicable) and expenditure at patient level. However, extra effort is required to validate the data. 


Writing the Prescription and Transmitting to the Homecare Company


It is essential that the trust keeps a copy of all prescriptions passed on to homecare providers.  This is essential in reconciling the invoice when it arrives.


The optimal length for a prescription is 1 month repeated six times per prescription.  For more stable care the interval can be increased.  Some supplies are made for 6 month periods (e.g. HIV).


It is appropriate that the homecare company is responsible for ensuring a valid prescription is available.  They should contact the prescriber to obtain this in a timely manner.  Responsibility for this should be detailed in the SLA.


Homecare service should be a planned arrangement; any urgent request of prescription or deliveries should be avoided as it increases risk of errors.


If a homecare patient dies all participants in the service need to be informed promptly.


Arrangements need to be in place to cancel existing prescriptions or to change details of existing prescriptions should this become necessary.  Different arrangements exist for this (in some trusts it is the responsibility of clinical staff (e.g. specialist nurses or prescribers) in others the pharmacy perform this role).


Using FP10s reimbursed by the PPA currently attract an 8% discount.  Thus those medicines for which hospital discounts either do not exist or are less than 8% would be cheaper if passed through homecare on an FP10.


Using FP10s makes  tracking of PBR excluded drugs (and hence the claims for payment from the commissioners) problematic.


Checking Receipt of Goods


A proof of delivery should be available for each payment. This can be achieved by an electronic signature (post or van delivery).  The homecare provider should make this available to the trust together with a note of the number of the delivery on the prescription (e.g. 3 of 5).


Patients should be instructed to check the delivery as soon as possible and told who to notify if there is a problem. (initially the homecare provider and then the trust if problem not resolved).


It should be recognised that proof of delivery does not equal a correct delivery.


The proof of delivery is required to pass the invoice

If clinical service is involved, a clinical evaluation form should be available to confirm drug administration by the homecare nurse.

Invoicing


Many homecare providers have severe cash flow issues.  It may therefore be appropriate to identify these companies with finance for “fast tracking” of payment.


Orders can either be raised at the time the prescription is transmitted to the homecare provider or retrospectively when the invoice is received (when the prescription is used as a check of validity).


There are two ways of approaching invoicing


1. Consolidated Invoices


A single consolidated invoice is received each month.  


The lines on the invoice are reconciled against individual delivery notes and prescriptions.  


A database or spreadsheet (see Appendix 1) can be used to reconcile the information.


If FP10’s are used and E-PACT reports are used these are in effect a consolidated invoice.  However a report of deliveries vs. patient names will be needed from the homecare provider (this appears to be available if you try hard enough) as E-PACT has no patient names.


NB problems on a single line will prevent the whole invoice being passed unless part payments are undertaken.  This may speed resolution of problems!


2. Single Invoice per Patient  


As above but done as a multiple process.  The order number must match the invoice and/or the prescription.


3.  Passing payments through the pharmacy computer system


Ideally invoices should be passed through the pharmacy system so that drug expenditure is captured. (Obviously FP10’s will not be).


Using the pharmacy system is time consuming (the goods have to be delivered onto the system then dispensed off).  


As there are two different prices for drugs (homecare and no homecare) two drug files are needed (e.g. Zidovudine and Zidovudine (homecare)).


To prevent confusion with other medicines the optimal approach is to create a homecare location on the system as the only location where homecare drugs exist.


The RPS standards recommend that purchase order should be raised for each prescription prior to transmitting it to the homecare provider. This will allow passing payment at patient level through the pharmacy IT system. Currently, consolidated entries (i.e. booking out the homecare cost by drug line) on the pharmacy system is still in practice.

Change Management:


As outlined in the NHMC guidance, several approaches can be used:


Fix a date for change, write all new prescriptions with an agreed prescription duration for the new homecare provider


Re-write the remainder of the prescription, i.e. if two months of treatment have been dispensed against a six month script, new prescription is written for four months


Stagger the changeover of contract where patients come on to the new service upon expiry of old prescription


To ensure safe and phased transition, option 3 is often preferable. 


Key factors to be considered when planning a changeover:


Patient numbers involved (obtain a report containing patient data, detailing patient status, prescription due date, date of last delivery and date of next planned delivery from the incumbent supplier)


Resource capacity within the Trust, i.e. who is coordinating and supporting the changeover (specialist nurse or a named-coordinator within a clinical team or homecare team)


Where equipment is involved, confirm whether the equipment was rented from the incumbent supplier or purchased by the Trust


Patient consent 


– if a patient previously signed a homecare provider’s registration/consent form then the patient will have to sign a new registration/consent form provided by the new company


If a patient previously signed the Trust’s registration/consent form, then the patient has given consent for the Trust to use any homecare provider nominated by the Trust. Re-consenting is therefore not required


If patient number is high and individual consenting may create administrative workload. Under exceptional circumstances, implied consent can be used. This will require prior approval from the Trust’s information governance team and a privacy impact assessment needs to be completed by the new provider.


Start date (whether there is a deadline for the changeover, imposed by the pharma company)


Communication:


Patient letter about switching homecare provider (see sample) from the Trust

[image: image2.emf]Dear patient letter  final.doc




Where shared care is involved, GP letter about switching homecare provider from the Trust (see sample) 

[image: image3.emf]GP letter  -Humatrope.doc




Implied consent – in the format of patient letter (see sample)

[image: image4.emf]Dear patient letter  final (Copaxone).doc




Exit Strategy:


When a patient has been transferred to the new company, make sure that they are aware of the date of the last delivery made by the incumbent company (to assist planning of the new delivery)


NB: if equipment (e.g. infusion pump) is rented, make sure that the new company has delivered and installed it either beforehand or at the same time as drug delivery, to ensure treatment continuity


When a patient has been transferred to the new company, inform the incumbent company to close the patient’s account once the imminent planned delivery take place (note down this delivery date on the new prescription)


NB: if equipment (e.g. infusion pump) is rented from the incumbent provider, make sure that it has been uplifted by them before the account is closed.


NB: Ensure all clinical waste is removed before the account is closed.


Towards the end of the transition process, obtain a new report from the incumbent company to check whether there are any residual patients remain to transfer. 


Patients’ accounts that have been put on hold with the incumbent company needs to be addressed with the clinical team for advice on whether such accounts can be closed.


Keep a list of patients involved (e.g. in the format of an excel spreadsheet) to track the status of switch for each patient.


Dealing with Problems


Can’t contact patient
The homecare provider should let the trust know.  Many trusts operate a “three strikes and you’re out” policy.  I.e.


First time.  Provider receives a full fee


Second delivery.  Provider receives a delivery charge (item has already been dispensed).


Third delivery. Provider receives a delivery charge and patient is reviewed to check the validity of continued homecare arrangements.


If three occasions of two deliveries are accrued again the patient is reviewed. 


Homecare provider MUST inform the Trust if a patient is unobtainable

Can’t Deliver


If this is as the result of a supply problem the homecare provider MUST report to the trust.  It should be a part of the SLA to detail how much stock the homecare provider should hold.


If the patient is not present it should be the responsibility of the homecare provider to resupply.  What steps are and are not acceptable need to be detailed in the SLA.  A list of suitable alternative signatories (e.g. neighbour) should be obtained if they are to be used.


If a post office or community pharmacy delivery is not collected it should be returned to the homecare provider and the trust notified.


Back up systems should be in place for critical events (e.g. strikes, snow etc.)


Back up systems are also required for failure of cold rooms, aseptic preparation facilities etc.


Delivered to wrong patient


This would normally be discovered by the patient (who received no medicines).  The problem is the responsibility of the healthcare provider.


The problem needs to be reported to the trust and logged as information governance incident.

Consult the Trust’s information governance team to grade the severity of confidentiality breach

Wrong Goods or Dispensing Error


Should be reported as a patient safety incident (whether it is a near miss or actual harm)


Notify the error to the homecare provider immediately for further investigation


Ensure any immediate actions are taken so that the patient is taking the right medicine at the right dose and time.

Wrong Invoice Amount


This would be dealt with as per a “normal” invoice query.


Double Deliveries


Sometimes required (for holidays etc) but sometimes occur in error.


Found by two charges.


SLA needs to cover this contingency.  Should be the responsibility of the healthcare provider.


Cold Chain


Healthcare providers are inspected by MHRA for wholesaler dealer’s licence.  As part of this they have to demonstrate cold chain and keep records.  These should be available to trusts.


QA inspections should cover this aspect of service.


Recalls


When a national drug recall / MHRA alert relating to a homecare drug is issued, confirm with the homecare provider that appropriate actions have been taken whilst minimising impact on patient’s treatment


Patient training at fault


The responsibility for patient training should be detailed in the SLA (and might be provided by trust or homecare provider staff).


A reassessment procedure should be present to retest patients.


Supply problems


Liaise with local procurement manager or regional procurement pharmacist


Determine whether the problem is short term or long term


Contact homecare provider to ascertain alternative arrangement (e.g. reduce delivery frequency to ration supply to all patients affected, perform stock check)


Notify clinical team immediately and inform them about the interim arrangement in managing the problem


If a problem becomes long term, perform risk assessment and work with the clinical team to discuss long term resolution (e.g. consider alternative substitute)


Invoicing queries

Invoicing queries can be recorded and tracked in the format of an excel spreadsheet with the following fields.

Invoice number


Date of delivery


Therapy area / homecare provider


Patient’s initial


Brief description of query


Value of the invoice being queried


Comment from the homecare provider


Credit value


Review the queries spreadsheet regular to avoid building up of queries and therefore holding up of payment, in particular prior to the end of the financial year.


Some queries can be resolved by notifying the homecare provider of the change of contract prices promptly, and making sure that the company update new pricing on their system promptly


Other queries can be minimised by improving communication between the clinical team, homecare provider and homecare administrators (who process the invoices)


An effective method is to analyse the queries and group queries of similar nature into a single category (to speed up the process)


Single invoicing (rather than consolidated invoicing) will help to reduce the value of payment held due to queries
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Pharmacy Department



Nottingham University Hospitals


Hucknall Road 



Nottingham



NG5 1PB



Tel: 0115 9691169 



Fax: 0115 9627677 


Dear


We are writing to you to inform you that from 28th February 2011 we are changing our home delivery company from Healthcare at Home to Central Homecare. Central Homecare provides a high quality service and we do not anticipate significant changes in the way that your medicines are delivered. 


In order for you to continue receiving home delivery of your medication, you need to sign a new consent form to register with Central Homecare. This will be done in clinic when you next attend and you will be given a welcome pack, providing you with information about the Central Homecare service including contact telephone numbers. When your next delivery is due, it will be arranged by Central Homecare.  



We are grateful for your co-operation to ensure a smooth transition of the service. If you have any queries, please do not hesitate to contact us on the numbers below. 



Yours sincerely


On behalf of HIV Services NUH 


See Mun Wong
HIV & Homecare Pharmacist

0115 9691169 


Alison Darley 

HIV Pharmacist


07595 284922



Sue Pennant








& Ruth Richardson 
Specialist HIV Nurses


07968 135298


GU Medicine

Secretaries



0115 9627951



Infectious Diseases
Secretary



0115 9691169 Ext 57112


Paediatrics

Secretary



0115 9249924 Ext. 64041                      
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Pharmacy Department


City Campus


Nottingham University Hospitals



Hucknall Road 



Nottingham



NG5 1PB



Patient’s addressograph


Change of homecare provider of Humatrope (Somatropin)



Dear Doctor


We are writing to inform you of a change in the supplier for the home delivery of Humatrope from Healthcare at Home to Bupa Home Healthcare. This change follows the recent launch of a new partnership between Lilly and Bupa Home Healthcare to provide a personalised homecare support service for patients who have been prescribed Humatrope in November 2013. This service is free to NHS patients and is fully funded by Lilly. Your patient should see no interruption in the supply of his/her medication and further on in this letter we will provide you with the necessary contact numbers for Bupa Home Healthcare.



How will the new service work?



Your patient’s details will be transferred from Healthcare at Home to Bupa Home Healthcare in a secure way. Once Bupa Home Healthcare has this information, one of their Patient Services Advisers will make an introductory telephone call to your patient, answer any questions he/she may have and arrange his/her next delivery.


What do I need to do?



You will need to prepare a valid Humatrope prescription for your patient regularly under the shared care protocol and post the signed prescription to Bupa Home Healthcare. The company will be in touch with you to remind you when the next repeat prescription is due.


The new homecare provider is



			Name and address of provider


			Bupa Home Healthcare


4 Scimitar Park



Harlow



CM19 5GU





			Patient Service team



Contact phone number



Fax number


			0800 090 2056 option 5 or


01279 456789



0845 8888 232





			Operating hours


			Monday to Friday 9am – 5.30pm





			Homecare Team email



Patient Services Supervisor (Lisa Howard)


			enquiries@bupahomehealthcare.com


jmurray@bupahomehealthcare.com








If you have any questions in the meantime, you can contact me (0115 9691169 ext 58393) or Jacqui Alexander, the Growth Specialist Nurse at the Children and Young People’s Service, QMC (0115 9249924 ext 65123).


Yours



See Mun WONG




Jacqui Alexander


Medicine Homecare Specialist Pharmacist

Growth Specialist Nurse


On behalf of the Pharmacy Homecare Team
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Pharmacy Department



Nottingham University Hospitals


Hucknall Road 



Nottingham



NG5 1PB



Tel: 0115 9691169 



Fax: 0115 9627677 


Dear


We are writing to inform you of a change in company who provide your home delivery of Copaxone from Healthcare at Home to Evolution Homecare as 27th April 2015. Decision has been made by the manufacturer of Copaxone, Teva. This transfer process will be phased in the next six months. Your deliveries will be switched to Evolution as soon as your current prescription expires with Healthcare at Home. We do not anticipate any interruption to the way that your medicine is delivered. 


To enable Evolution homecare to continue the delivery of your medicine, your personal details will be securely transferred from Healthcare at Home to Evolution Homecare. If you are not happy with this data transfer, please contact us as soon as possible to make alternative arrangements. Once Evolution Homecare has your information, a Patient Service Adviser will make an introductory telephone call to you, to answer any questions you may have and arrange your next delivery. 


We are grateful for your co-operation to ensure a smooth transition of the service. If you have any queries, please do not hesitate to contact us on the numbers below. 



Yours sincerely


On behalf of Neurology Service, NUH 


Lesley Lane

MS Coordinator

0115 9249924 ext 65285


See Mun Wong
Homecare Pharmacist
07976 190117


Razia Khan 

MS specialist nurse

0115 9249924 ext 67143



Maxine Morgan
MS Specialist nurse

as above


Cheryl Loosemore 
MS Specialist nurse

as above



Katie Pegg 

MS Specialist nurse

as above






HCP must confirm that any planned delivery on the current Rx can be cancelled immediately, acknowledge the receipt of replacement Rx and provide a time frame to deliver the replacement Rx


HCP must confirm that any planned delivery can be cancelled and acknowledge patient’s account suspension/closure within 2 working days


Medicine Pathway – Transplant Homecare









































Homecare Inclusion Criteria








competent in self-administration








ensure up-to-date contact details are given to clnical team and homecare provider








Referrals to Hospital (Clinical team and Pharmacy Homecare)








patients who missed deliveries frequently

















Patient's willingness and ability to consent to homecare








Patient understands their responsilities to treatment, i.e.








Attending appointment








storing the medicines appropriately








Taking required tests








adhering to treatment








reporting any adverse reactions or side effects








being available to receive deliveries








availability of suitable contact details in case of issue or medicine recall e.g. mobile phone

















patients who are unobtainable after 3 failed attempts of contact








patients who overuse or underuse their medicines during stock check








uncollected consignments from a designated collection point (e.g. community pharmacy or Royal Mail depot)








any errors/incidents/ complaints in dispensing or delivery








unobtainable patients who subsequently contacted homecare provider to arrange delivery








clarify prescription or delivery arrangement








drug supply problem or stock issue








Urgent Requests








Any urgent request of prescription must be communicated directly to the clinical team - with details of  degree of urgency








For patients who has less than a week's supply, first line option is to go to Outpatietnt Pharmacy for a supply








Under exceptional circumstances, next day delivery can be arranged; This must be agreed with the HCP. Rx must be faxed before 12noon and HCP must confirm fax receipt either by email or phone








Patients who require medicines supply on the same day must obtain their supply from Outpatient Phamacy. Only under exeptional circumstances, the request of same day delivery must be approved by the Pharmacy Homecare Team, and delivery cost agreed with HCP.








patient reports any clinical issues








Changes in delivery arrangement








Patient must provide a named recipient to sign for the delivery when he/she requests alternative address delivery








Patient must agree a disclaimer about potential risk of confidentiality breach with this arrangement








HCP must notify the clinical team and Pharmacy Homecare Team when a patient has changed the method of delivery with the HCP










































































Clinical Team - New Patient


- Patient's kidney transplant successful


- Start immunosuppressants


- Monitor treatment and titrate dose in transplant clinic








Once patient is stable on treatment, discuss options of medicine supply


	- outpatient pharmacy


	- homecare


(assess patient suitability using homecare inclusion criteria check list)








Homecare Enrolment


Homecare counselling - PIL +/- welcome pack


Discuss options of delivery method


Obtain written consent - patient to sign registration/consent form 


Provide one month immunosuppressants supply from out-patient pharmacy as buffer


Write a homecare prescription (Rx)








Hospital Homecare Pharmacy


All completed registration forms and Rx forms to be screened by  Renal/Homecare pharmacists


Update homecare database accordingly (if applicable)








Homecare Pharmacy Team generate purchase order for each Rx


Record all forms to enable tracking


Send  all forms to the homecare provider securely by post or to be collected by HCP








Homecare Provider (HCP)


Register new patient for service activation within 5 working days


Organise first delivery to patients within 5 working days of receiving Rx


Check stock with patients prior to next delivery and report stock level back to Pharmacy Homecare Team 


After delivery is made, make follow up call to confirm delivery receipt, then send invoice to hospital








Clinical Team - Existing patients


Follow up clinic appointment 3 - 6 months - check adherence, tolerability and blood tests, review homecare suitability


Prescribe repeat Rx following request from either Pharmacy homecare team or HCP


Usual prescription duration 3-6 months








Suspend or terminate homecare


Clinical team to  notify homecare provider to suspend delivery or close account








patient admitted to hospital








failed transplant








patient moved care to another centre








patient passed away








multiple DNAs / patient remains unobtainable








treatment withheld due to deranged blood tests








Drug/Dose Change








When drug/dose change identified following patient review, Renal / Homecare pharmacist will notify HCP

















Screened replacement Rx for new regimen will be faxed to HCP








make sure patient has buffer stock of the new regime - amend next delivery due date on database
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Pharma Schemes by  Supplier


Pharma Schemes by Supplier
Pharma_List

								Pharma Scheme Availability by Homecare Provider

														Pharma Scheme available from Homecare Supplier

				Drug		Product		Manufacturer		Patient Support Programme		Therapy Area		Alcura		Bupa		Evolution		Healthcare at Home		Fresenius		Polarspeed		Pharmaxo		Sole Provider		Comments

				abatacept		Orencia		BMS Pharma Funded				Rheumatoid Athritis		Yes		Yes		No		No		No		No		No		No

				adalimumab		Humira		Abbvie				anti TNF derm, gastro, rheum		Yes		Yes		No		Yes		No		No		No		No

				agalsidase alfa		Replagal		Shire Human Genetic Therapies Pharma Funded for non England patients 				Enzyme Replacement Therapy		No		Yes		No		No		No		No		No		Yes		Shire only fund non-english patients

				anagrelide		Xagrid		Shire Pharmaceuticals				Essential Thrombocythaemia (ET)		No		No		No		Yes		No		No		No		Yes

				apomorphine		Apo-Go		Brittania Pharmaceuticals				Parkinson's Disease		No		No		Yes		No		No		No		No		Yes

				boceprevir		Victrellis		MSD				Hepatitis C		Yes		No		No		No		No		No		No		Yes

				bortezemib		Velcade		Janssen-Cilag Pharma Funded Pilot 				Chemo/Agromegaly		No		Yes		No		No		No		No		No		Yes

				C1-esterase inhibitor		Berinert		CSL Behring Nursing only Pharma Funded				Hereditary angioedema type I and II (HAE)		No		Yes		No		No		No		No		No		Yes

				certolizumab		Cimzia		UCB Pharma Funded				anti TNF derm, gastro, rheum		Yes		Yes		No		Yes		No		No		No		No

				co-careldopa		Duodopa		Abbvie				Parkinson's Disease		No		No		No		Yes		No		No		No		Yes

				colomycin		Colobreathe		Forest Laboratories Pharma Funded				Cystic Fibrosis		Yes		Yes		No		Yes		No		No		No		No

				darbepoetin		Aranesp		Amgen				Anaemia CKD		No		No		No		No		Yes		No		No		Yes

				dimethyl fumerate		Tecfidera		Biogen Idec				Multiple Sclerosis		Yes		No		No		No		No		No		No		Yes

				eculizumab		Soliris		Alexion Pharma Funded 				Paroxysmal nocturnal haemoglobinuria (PNH)		No		Yes		No		Yes		No		No		No		No

				elosulfase alfa		Vimizim		Biomarin				Enzyme replacement Therapy								Yes

				epoetin		Neorecormon		Roche				Anaemia CKD		No		No		No		Yes		No		No		No		Yes		Roche ceasing funding from March 2015

				epoetin alfa		Eprex		Janssen-Cilag Pharma Funded for Nursing				Anaemia CKD		No		Yes		No		No		No		Yes		No		No

				etanercept		Enbrel		Pfizer Pharma Funded				anti TNF derm, gastro, rheum		Yes		Yes		Yes		Yes		No		No		No		No

				fampridine		Fampyra		Biogen Idec Pharma Funded				Multiple Sclerosis		No		Yes		No		Yes		No		No		No		No

				fingolimod		Gilenya		Novartis Pharma Funded				Multiple Sclerosis		Yes		Yes		Yes		Yes		No		No		No		No

				glatiramer acetate		Copaxone		Teva				Multiple Sclerosis		No		No		Yes		No		No		No		No		Yes		Service transfer HaH to Evo 2015

				golimumab		Simponi		MSD				anti TNF derm, gastro, rheum		Yes		No		No		Yes		No		No		No		No

				histrelin		Vantas		Orion				unlicensed - Prostate cancer implant		No		No		No		Yes		No		No		No		Yes

				icabibant		Firazyr		Shire Human Genetic Therapies Pharma Funded				Hereditary Angioedema (HAE)		Yes		Yes		No		No		No		No		No		No

				infliximab		Remicade		MSD				anti TNF derm, gastro, rheum		No		No		No		No		No		No		Yes		Yes

				interferon beta		Betaferon		Bayer Pharma Funded		Betaplus		Multiple Sclerosis		No		Yes		Yes		Yes		No		No		No		No

				interferon beta-1a		Avonex		Biogen Idec Pharma Funded				Multiple Sclerosis		No		Yes		No		Yes		No		No		No		No

				Interferon beta-1a		Rebif		Merck Serono Pharma Funded				Multiple Sclerosis		No		Yes		Yes		Yes		No		No		No		No

				interferon beta-1b		Extavia		Novartis Pharma Funded				Multiple Sclerosis		Yes		Yes		Yes		Yes		No		No		No		No

				iron sucrose		Venofer		Vifor				iron deficiency		No		No		No		No		Yes		No		No		Yes

				ivacaftor		Kalydeco		Vertex Pharma Funded				Cystic Fibrosis		No		Yes		No		Yes		No		No		No		No

				lanreotide		Somatuline		Ipsen				chemo/Agromegaly		No		No		Yes		No		No		No		No		Yes

				methotrexate		Metoject		Medac				Rheumatoid Athritis		Yes		No		No		No		No		No		No		Yes

				methoxy polyethylene glycol-epoetin beta		Mircera		Roche				Anaemia CKD		No		No		No		Yes		No		No		No		Yes		Roche ceasing funding from March 2015

				octreotide		Sandostatin LAR		Novartis Pharma Funded				chemo/Agromegaly		No		Yes		No		No		No		No		No		Yes

				paliperidone		Xepilon		Janssen-Cilag				Mental Health schizoprenia		No		No		No		No		No		Yes		No		Yes

				Peginterferon beta 1a		Plegridy		Biogen				Multiple Sclerosis

				pegvisomant		Somavert		Pfizer Pharma Funded				Acromegaly		Yes		Yes		No		Yes		No		No		No		No

				pirfenidone		Esbriet		Intermune				Idiopathic Pulmonary Fibrosis (IPF)		No		No		No		Yes		No		No		No		Yes

				risperidone		Risperdal Consta		Janssen-Cilag				Mental Health		No		No		No		No		No		Yes		No		Yes

				sapropterin dihydrochloride		Kuvan		Merck Serono Pharma Funded				Hyperphenylalaninaemia (HPA)		No		Yes		No		No		No		No		No		Yes

				sildenafil		Revatio		Pfizer				Pulmonary Arterial Hypertension PAH		Yes		No		No		No		No		No		No		Yes

				simeprevir		Olysio		Janssen-Cilag No homecare with Bupa only PSP Pharma Funded				Hepatitis C		No		Yes		No		No		No		No		No		Yes

				sofosbuvir		Sovaldi		Gilead Sciences				Hepatitis C		Yes		No		No		No		No		No		No		Yes

				somatropin		Zomacton		Ferring Pharmaceuticals				Growth Hormone		Yes		No		No		Yes		No		No		No		No

				somatropin		Nutropin AQ		Ipsen				Growth Hormone		Yes		No		Yes		No		No		No		No		No

				somatropin		Humatrope		Eli Lilly and Company Pharma Funded				Growth Hormone		No		Yes		No		No		No		No		No		Yes

				somatropin		Saizen		Merck Serono Pharma Funded				Growth Hormone		Yes		Yes		No		Yes		No		No		No		No

				somatropin		Norditropin		Novo Nordisk		Nordicare		Growth Hormone		Yes		No		No		No		No		No		No		Yes		Service transfer HaH to Alcura 2015

				somatropin		Genotropin		Pfizer Pharma Funded				Growth Hormone		Yes		Yes		No		Yes		No		No		No		No

				somatropin		Omnitrope		Sandoz Pharma Funded				Growth Hormone		Yes		Yes		No		Yes		No		No		No		No

				telaprevir		Incivo		Janssen-Cilag No homecare with Bupa only PSPS Pharma Funded				Hepatitis C		No		Yes		No		No		No		Yes		No		No

				teriflunomide		Aubagio		Genzyme Therapeutics				Multiple Sclerosis		Yes		No		Yes		Yes		No		No		No		No

				teriparatide		Forsteo		Eli Lilly and Company Pharma Funded				Osteoporosis		No		Yes		No		No		No		No		No		Yes

				tobramycin		Bramitob		Chiesi Pharma Funded				Cystic Fibrosis		No		Yes		No		Yes		No		No		No		No

				tobramycin		Tobi-Pod		Novartis Pharma Funded				Cystic Fibrosis		Yes		Yes		No		Yes		No		No		No		No

				tocilizumab		Roactemra SC		Roche this is Paula’s but Pharma funded 				Rheumatoid Athritis		No		Yes		No		No		No		No		No		Yes

				tolvaptan		Samsca		Otsuka				Syndrome of Inappropriate Antidiuretic Hormone Secretion SIADH		Yes		No		No		No		No		No		No		Yes

				ustekinumab		Stelara		Janssen-Cilag Pharma Funded				Psoriatic Arthritis/ Plaque Psoriasis		No		Yes		No		No		No		No		No		Yes

				various		Vitaflo		Vitaflo				Nutrition

				velaglucerase alfa		Vpriv		Shire Human Genetic Therapies Pharma Funded for non England patients				Enzyme Replacement Therapy		No		Yes		No		Yes		No		No		No		No		Shire only fund non-english patients

																												ERROR:#REF!
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drug_vlookup

		Product		Manufacturer		Drug Name

		Apo-Go		Brittania Pharmaceuticals		apomorphine

		Aranesp		Amgen		darbepoetin

		Aubagio		Genzyme Therapeutics		teriflunomide

		Avonex		Biogen Idec		interferon beta-1a

		Berinert		CSL Behring		C1-esterase inhibitor

		Betaferon		Bayer		interferon beta

		Bramitob		Chiesi		tobramycin

		Cimzia		UCB		certolizumab

		Colobreathe		Forest Laboratories		colomycin

		Copaxone		Teva		glatiramer acetate

		Duodopa		Abbvie		co-careldopa

		Enbrel		Pfizer		etanercept

		Eprex		Janssen-Cilag		epoetin alfa

		Esbriet		Intermune		pirfenidone

		Extavia		Novartis		interferon beta-1b

		Fampyra		Biogen Idec		fampridine

		Firazyr		Shire Human Genetic Therapies		icabibant

		Forsteo		Eli Lilly and Company		teriparatide

		Genotropin		Pfizer		somatropin

		Gilenya		Novartis		fingolimod

		Humatrope		Eli Lilly and Company		somatropin

		Humira		Abbvie		adalimumab

		Incivo		Janssen-Cilag		telaprevir

		Kalydeco		Vertex		ivacaftor

		Kuvan		Merck Serono		sapropterin dihydrochloride

		Metoject		Medac		methotrexate

		Mircera		Roche		methoxy polyethylene glycol-epoetin beta

		Neorecormon		Roche		epoetin

		Norditropin		Novo Nordisk		somatropin

		Nutropin AQ		Ipsen		somatropin

		Olysio		Janssen-Cilag		simeprevir

		Omnitrope		Sandoz		somatropin

		Orencia		BMS		abatacept

		Rebif		Merck Serono		Interferon beta-1a

		Remicade		MSD		infliximab

		Replagal		Shire Human Genetic Therapies		agalsidase alfa

		Revatio		Pfizer		sildenafil

		Risperdal Consta		Janssen-Cilag		risperidone

		Roactemra SC		Roche		tocilizumab

		Saizen		Merck Serono		somatropin

		Samsca		Otsuka		tolvaptan

		Sandostatin LAR		Novartis		octreotide

		Simponi		MSD		golimumab

		Soliris		Alexion		eculizumab

		Somatuline		Ipsen		lanreotide

		Somavert		Pfizer		pegvisomant

		Sovaldi		Gilead Sciences		sofosbuvir

		Stelara		Janssen-Cilag		ustekinumab

		Tecfidera		Biogen Idec		dimethyl fumerate

		Tobi-Pod		Novartis		tobramycin

		Vantas		Orion		histrelin

		Velcade		Janssen-Cilag		bortezemib

		Venofer		Vifor		iron sucrose

		Victrellis		MSD		boceprevir

		Vitaflo		Vitaflo

		Vpriv		Shire Human Genetic Therapies		velaglucerase alfa

		Xagrid		Shire Pharmaceuticals		anagrelide

		Xepilon		Janssen-Cilag		paliperidone

		Zomacton		Ferring Pharmaceuticals		somatropin
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Dispensing and Supply of Oral Chemotherapy and SACT in Primary Care

1 Executive Summary

Community service providers, including pharmacists, have the potential to be
involved in the dispensing, administering and monitoring of patients receiving oral
chemotherapy and Systemic Anticancer Therapies (SACT).

Oral anticancer medicines are associated with significant risks and have been
traditionally supplied from secondary care. Guidance on developing safe service
models for the dispensing and supply of oral anticancer medicines in primary care is
needed to ensure patient safety. This report has been prepared as part of
collaborative work between the NHS, pharmaceutical professional bodies and
pharmacy practice interest groups (see section 10) to address the need for guidance.

The document aims to set the requirements for a community based service that any
provider can offer. The document lists the requirements for service providers and
provides a template for assessment of service needs.

Service Models
Three models describing level of service that could be offered have been prepared:

e Level One - Baseline Service: In this level the service provider would be
undertaking supply of the oral anticancer medicine for the patient ensuring
compliance with the recommendations of the NHS Safety Alert (NPSA 2008)

e Level Two - Specialised Service: In this level the service provider would check the
oral anticancer medicine prescription, referring to a regimen protocol following the
basics of national standards for chemotherapy verification (BOPA 2010)

e Level Three — Advanced Service: At this level the service provider would assess
the patients clinically to ensure that it is safe to proceed with chemotherapy

Features common to all three models include the need for service providers:

e To be able to access oral anticancer medicines protocols in order to check that
the drug doses have been prescribed appropriately

e To receive appropriate training or have previous experience in oncology. The
level of training and competency that is required could be dependent on the level
of service to be offered

e To develop links with secondary care cancer pharmacists from the hospital where
treatment is initiated who can advise them as necessary

Recommendations

e |t is essential for patient safety that any development of community oral
anticancer medicine services is part of a planned and commissioned process

e Commissioners and secondary care Trusts should discuss potential opportunities
for oral anticancer medicines to be dispensed in primary care. This should
include a base line assessment of the potential demand

e Only service providers who have undertaken additional training and can comply
with the service models should be accredited to provide the service
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2

2.1

2.2

2.3

2.4

2.5

2.6

2.7

Introduction

The publication of the 2010 NHS white paper has focused the NHS on
extending choice for patients and cutting bureaucracy. Extending the choice
of chemotherapy service providers from secondary care to include community
service providers builds upon previous NHS initiatives.

The 2010 NHS white paper highlights a shift from Primary Care Trust (PCT)
commissioning to GP consortia led commissioning in 2012/13. There is an
expectation that the NHS will seek to commission services involving supply of
oral anticancer medicines in the community. This is part of an ongoing
strategy to manage NHS capacity by moving services to primary care.

There are strong drivers for commissioners looking at moving services closer
to the patient’'s home e.g. horizon scanning the potential number of patients
requiring care in future years. Chemotherapy services in secondary care are
facing capacity pressures as the number of patients receiving chemotherapy
grows. Alternative models of delivery of chemotherapy need to being
explored in order to manage patient numbers.

It is recognised that community pharmacists are healthcare professionals who
could have an expanded role supporting cancer patients. The pharmacy
profession recognises that there is potential for community pharmacists to be
involved in the dispensing, administering and monitoring of patients receiving
oral anticancer medicines in the community.

There have been concerns over the safe supply and dispensing of oral
chemotherapy in the community following an NHS Safety Alert issued by the
National Patient Safety Agency (NPSA) in January 2008. The alert entitled
‘Risks Of Incorrect Dosing of Oral Anticancer Medicines’ highlighted the
potential for fatal outcomes if incorrect doses of oral anticancer medicines are
prescribed, dispensed or administered. The NPSA data showed that 6 million
doses of oral anticancer medicines were used in the community. Note As part
of the 2010 restructuring of the NHS the functions of the NPSA are to be
replaced by a Patient Safety sub-committee of the new NHS Commissioning
Board, until otherwise informed this will not affect need to comply with the
safety standards on oral anticancer medicines.

This document proposes three service models for oral anticancer medicine
supply. It is intended to form the basis for future service specifications for
primary care that can be used by service providers, e.g. community
pharmacists delivering services and NHS Commissioning organisations.

For the purposes of this document the term oral anticancer medicine is used
to refer to all drugs with direct anti-tumour activity, orally administered to
cancer patients, including traditional cytotoxic chemotherapy such as
capecitabine, hydroxycarbamide, chlorambucil and small molecule/ antibody
treatments such as imatinib, erlotinib, sunitinio and other agents such as
thalidomide or lenalidomide. It does not include hormonal or anti-hormonal
agents such as tamoxifen.
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3 The Cancer Patients Journey

In order to define potential service models for community provision of oral anticancer
medicines to patients it is first necessary to understand the cancer patients journey
and examine how community pharmacy would interact and slot into this journey.
Patients receive oral anticancer medicines for a variety of different clinical reasons
and diseases. Some patients receive medicines for advanced metastatic disease
and may require more careful monitoring than those patients who receive medicines
for adjuvant treatment. Consideration of the risks of these medicines is essential.

Oral anticancer medicines have the same potential for risk as intravenous anticancer
medicines both in terms of treatment related toxicities and potential for serious
medication errors. Oral anticancer medicines are often given as pulsed treatments
with short courses, multiple drugs and complex dosing regimens. Patients are at risk
from bone marrow suppression and life threatening neutropenic sepsis from cytotoxic
medicines. Newer targeted therapies are also associated with serious side effects
such as severe uncontrolled diarrhoea, hypertensive episodes and extreme skin
toxicities.

The patient’s journey begins with a consultation with their doctor, consultant
oncologist or haematologist who initiates, i.e. prescribes, the treatment.

4 Prescribing and Review of Patient

41  Current Department of Health guidelines (Cancer Measures) require the
patient’s consultant oncologist or haematologist to make the initial treatment
decision and decide choice of treatment. In addition the consultant is currently
required to prescribe the first cycle of any course of any anticancer medicine.
It would therefore seem sensible for patients on oral anticancer medicines to
have their first prescription in secondary care before moving into primary care.

4.2 The subsequent prescribing of the oral anticancer medicine is an issue for
discussion. Who prescribes, where the prescription is generated and how it is
taken to the community pharmacy are key questions to look at in the service
models. Two scenarios for prescribing include:

e Oral anticancer medicine is prescribed by the patient’'s secondary care
consultant and the prescription is taken by the patient to be dispensed in
community.  Careful consideration of the choice of form used for
prescribing is needed, secondary care Trusts can issue FP10HPs which
can be dispensed in community pharmacy.

e A shared care arrangement with the patients General Practitioner (GP)
allows the patient’s care and prescribing to be transferred from the
oncologist to the GP. It is unclear if shared care prescribing would work for
short courses of oral anticancer medicines given for solid tumours,
however shared care could be a viable option for treating haematological
malignancies where there is potential for long term continuous therapy,
e.g. Imatinib (Glivec®) for chronic myeloid leukaemia (CML). It must be
noted that shared care arrangements can be challenging to implement and
may not be an equitable solution.
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4.3

4.4

4.5

4.6

4.7

4.8

4.9

Oral anticancer medicines should be printed on a standalone prescription, not
included on a prescription with other medicines. If using FP10 or FP10HP
forms it is possible to amend the forms to include contain the drug protocol
information on the right hand side (RHS). If carefully set up it is possible to
print the regimen and any other relevant prescribing details e.g. body surface
area on the RHS. (See 5.4 below).

After the prescription has been written the next stage of the patient journey
involves assessing the patients’ fithess to receive treatment. This includes
checking of full blood counts to ensure that they are the required levels,
checking tolerance to treatment and documented assessment of side effects

Review of patient’s fitness to receive treatment may be done as part of the
medical consultation when the doctor reviews the patient and writes the
prescription. However this is a ‘traditional’ model which many secondary care
services have moved away from and operate pre-prescribing of anticancer
medicines with specialist nurse/ pharmacist led review. Patients do not need
to see their doctor every cycle. This is common for adjuvant treatment and
long term stable patients e.g. those on hydroxcarbamide or imatinib.

Before chemotherapy can be dispensed in the community the patient has to
have been assessed and deemed fit to receive the oral anticancer medicines.
Whether this is done in primary care or secondary care could affect the level
of service that has to be offered and the expertise needed.

The oral anticancer medicine prescription needs to be professionally checked
(verified) by the pharmacist before dispensing and supply. The British
Oncology Pharmacy Association (BOPA) has produced standards for
pharmacist verification of prescriptions for SACT and competencies for
pharmacists to support achieving these standards.

There should be a minimum requirement for any professional supplying oral
chemotherapy in the community. The NHS Pharmaceutical Services and
Medicines Act regulations acknowledge that there are two models of provision
of NHS pharmaceutical services in the community, by community pharmacists
or by doctors who have been granted permission to supply drugs to particular
patients. Other providers of this service could be from homecare companies
or the private sector. These models would involve a pharmacist in dispensing
but this could be done remotely to the patient, with other arrangements for
ensuring patient care in place. Some secondary care Trusts have established
contracts with home care providers to provide oral chemotherapy to in the
community.

This document aims to set the requirements for service delivery of a
community based oral SACT service that any of the above providers can offer.
For the purposes of this document the term ‘pharmacist’ will be used in the
service models. It is acknowledged that dispensing doctors, Homecare
companies and the private sector represent other options as providers of oral
SACT services in the community.
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410 A list of criteria that service providers must meet to supply oral anticancer

4.11

412

4.13

medicines is given below:

The pharmacist and pharmacy premises supplying the medicines must be
registered with the professional regulator, e.g. the Royal Pharmaceutical
Society (RPSGB)/ General Pharmaceutical Council
Staff providing the service should have suitable training/ experience, see
section 5.6, 5.10 and 5.12 and have a commitment to Continuing
Professional Development appropriate to the service
The provider must have access to the chemotherapy/ SACT protocol e.g. via
internet or local handbook
The provider needs to have a link to a secondary care oncology pharmacist.
This could be via a dedicated telephone number where the oncology
pharmacist on duty can be contacted i.e. local Trust pharmacy or designated
oncology pharmacist. The secondary care Trust pharmacy service will need
to assure itself that the workload in providing this support is acceptable.
All dispensing must comply with requirements from the RPSGB Professional
Standards and Guidance for the Sale and Supply of Medicines e.g.
o Appropriate standard operating procedures (SOPS) must be in place for
dispensing
o Every prescription is clinically assessed (verified) by a pharmacist to
determine its suitability for the patient
o The patient must receive sufficient information to enable the safe and
effective use of the medicines including advice on handling, safe
storage, disposal and/or return of unwanted medicines
o All dispensing must be clearly labelled clear and legible and include
where relevant; the intended period of treatment; start and stop dates
for the number of days expressed as ‘for X days ONLY’ to indicate that
the medicine is not continuous (for short term or intermittent treatment)
o Record of errors or near miss incidents must be maintained to minimise
the risk of dispensing errors.

In order to ensure safety and quality, the standards of care described above
should be applicable to both NHS patients and private patients.

The professional supplying the oral anticancer medicine should be different to
the person who prescribed the treatment.

Appendix one provides a list of oral anticancer medicines available in the UK.
It is anticipated that oral anticancer medicines used in patients with more
stable disease would be most suitable for dispensing and supply in the
community. This could include medicines such as imatinib for chronic myeloid
leukaemia, hydroxycarbamide for haematological malignancies, capecitabine
for adjuvant colorectal cancer, potentially some of the non cytotoxic targeted
therapies used in solid tumours, e.g. erlotinib, sunitinib. The suitability of a
drug to be supplied in community depends on an assessment of patient
factors as well as drug factors. Appendix two provides some guidance on
assessing service needs.
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5

Models of Service Delivery

There is potential for a variation in the level of service that could be offered. Three
models with different levels of service are described below. This is not an exhaustive
list, it is possible that other services models may develop but these must be
developed as part of a planned and commissioned process

Level One - Baseline Service

5.1

5.2

5.3

54

5.5

5.6

In this level the community pharmacist would be undertaking supply of the oral
anticancer medicine for the patient. For example, the patient would have
been seen in secondary care or by a GP in a shared care arrangement. They
would have had their blood checked to ensure levels are suitable to receive
the medicine and the medicine has been prescribed on a suitable prescription
form. This is taken to the community pharmacist who checks the prescribed
medicine(s) doses, dispenses and supplies the medication for the patient.

Even at this basic level of service the community pharmacist would still need
to be able to check the oral anticancer medicine protocol, the drug doses and
the patient’s treatment plan in order to ensure compliance with the 2008 NHS
Safety Alert (NPSA) on oral anticancer medicines.

The NPSA Alert stated ‘staff dispensing oral anti cancer medicines should be
able to confirm that the prescribed dose is appropriate for the patient; the
patient is aware of the required monitoring requirements by having access to
information in the written protocol and a treatment plan from the hospital, the
treatment is initiated and have advice from a pharmacist with experience at
cancer treatment in that hospital.’

In practice if the pharmacist has access to the chemotherapy protocol and the
patient has been give a treatment plan that could be shared with pharmacists,
this would enable the NPSA’s dispensing requirements to be satisfied. If
community service providers do not comply with this safety alert they risk
compromising patient safety.

Many prescribing systems allow clinical messages to be printed on the Right
Hand Side (RHS) of FP10/ F10HP forms. These normally include either a list
of patient’s medications or instructions for the patient but can be adapted to
contain oral anticancer medicine regimen protocol information.

With a level one service there is some requirement for community pharmacists
to have knowledge of the currently available SACT regimens, access to
regimen information and some basic knowledge on interpretation and
checking of these medicines. It is recognised that the BNF is often not a
suitable source for checking chemotherapy regimens and access to protocols
(ideally those produced by the local Cancer Network) is needed for the
community pharmacist. The NHS Safety Alert makes it clear that the
community pharmacist will need to have a link to a secondary care specialist
cancer pharmacist from the hospital where treatment is initiated for advice.
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5.7

5.8

Pharmacists as experts in medicines would be expected to be able to provide
this level of service as part of their normal professional dispensing
responsibility and accountability. The Pharmaceutical Services Negotiating
Committee (PSNC) has indicated there may be a need to negotiate for
compensatory funding for compliance with NHS safety alerts under the
‘regulatory burden’ component of the pharmacy contract's annual funding
uplift formula.

In order to establish the links between secondary care cancer pharmacists
and the community pharmacist is envisaged that a formalised working
arrangement will be needed. For example this could be a virtual clinical
network between community pharmacy and secondary care, it could be
developed as part of the secondary care Trust working with GP
commissioners to deliver local services.

Level Two - Specialised Service

59

5.10

5.11

In this model the pharmacist would check the oral anticancer medicine
prescription, referring to the protocol and undertake the basics of
chemotherapy verification as defined by the BOPA Verification Standards
2010. That is they would:

e check the prescriber’s details and have some knowledge if the prescriber
was authorised to prescribe systemic anticancer therapies, e.g. ensuring
that the GP is prescribing on behalf of the secondary care specialist

e know that the regimen has been locally approved

e check the regimen against the patient’s treatment plan to ensure that it was
what was intended

e they would check that there are no drug interactions with the treatment and
the patient’s other medications

e check that the oral anticancer medicine is to be administered at an
appropriate time, i.e. that if it was part of ongoing treatment the pharmacist
should be able to check that the appropriate time interval has taken place
since the last treatment

e be able to check the calculations both of body surface area and of drug
doses based upon body surface area as appropriate

Ideally the pharmacist will keep a record of the oral anticancer medicine in the
patient’s medication record that could be referred back to as needed when
checking subsequent cycles.

This is the basic level of clinical input that is undertaken in secondary care
hospitals and therefore should be the same for community pharmacy. It is
anticipated that some form of training would be necessary for the community
pharmacist to deliver this. Community pharmacists will not need to be trained
to the same level as specialised cancer pharmacists in secondary care.
Rather they should meet the same competencies as any non-cancer
specialised pharmacist in a secondary dispensary who verifies and dispenses
oral anticancer medicines.
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5.12 The British Oncology Pharmacy Association (BOPA) has produced
Competencies for Clinical Pharmacy Verification of Prescriptions for Cancer
Medicines. It is recommended that meeting these competencies forms the
backbone of the knowledge and skills requirement for community pharmacy.
BOPA is committed to producing an e-learning package in 2010/11 to support
pharmacists to achieve these competencies

Level Three — Advanced Service

5.13 The next level would include the pharmacist undertaking all the above checks
as part of the verification protocol of the prescription but also taking
responsibility for assessing the patients clinically to ensure that it is safe to
proceed with chemotherapy.

5.14 This could include checking the patient’s blood tests against the protocol and
could also include a clinical review with the patient which would be checking
for toxicities of treatment, counselling the patient on how to take their medicine
and also a consultation about discussing the potential side effects and
therapies for managing side effects. This is a higher level of clinical service
that is of the type that can be provided by a specialist oncology pharmacist or
a chemotherapy nurse on a chemotherapy ward in secondary care.

Summary of Levels of Service

5.15 Whilst these models have different levels of involvement and may require
different levels of expertise, there are some common features to them:

e The need for a link between the community pharmacist and secondary care
specialist pharmacists to provide advice as necessary

e The need for access to oral anticancer medicine protocols in order for the
community pharmacists to check the drug doses that have been prescribed
appropriately

e The community pharmacist will need training or experience in oncology/
haematology and ideally have met agreed competencies which include
appropriate background knowledge, e.g. BOPA verification competencies

e The level of knowledge and background training that is required would be
dependent on the level of service offered
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The benefits in managing growing demand by utilising untapped capacity in
community services have been discussed in section 2 above.

Other anticipated benefits of providing an oral chemotherapy service closer to

e Improving efficiency of care through better use of skill mix and preventing
e providing consistent care regardless of demographic, socio-economic or
e providing patient-centred care that is respectful of, responsive to and

e improved access, enabling patients to be treated closer to home without
having to attend hospital, and offering patients a choice of provider

e potential to utilise existing relationship between patient and pharmacist
e regular contact with and prior knowledge of customers and their carers

6 Benefits of Community Services
6.1
6.2
the patient’s home/ work may be:
the need for more costly interventions
geographical status
guided by patient preferences, needs and values
6.3 The advantage of community pharmacists as providers is:
e face to face accessibility without appointment
6.4 The advantage of Homecare companies as providers is:
e trained nursing staff to support patients
e delivery to patients home
e can be contracted directly from secondary care
6.5

Some chemotherapy services may already have arrangements in place to
have oral anticancer medicines dispensed in community pharmacy e.g. where
there is a lack of specialist pharmacists and pharmacy dispensing services.
The case studies below illustrate successful examples of community
dispensing

Case Study 1: Lewis Pharmacy, Exmouth, Devon

The community pharmacist was able to intervene when a local patient was
too ill to wait for hospital script and presented to the community
pharmacist. The community pharmacist confirmed the patients medication
with the local Trust oncology pharmacy team and liaised with the patients
GP to produced an FP10 (community prescription) which was then
dispensed and the patient was counselled accordingly. The community
pharmacist has established a relationship with the secondary care Trust
and is able to provide a service. The community pharmacist has the option
of recording information as a prescription intervention so the patient can
present a printed document to his GP confirming the community
pharmacist has spoken to secondary care and has checked the treatment.
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Case Study 2: Glan Clwyd Cancer Centre, North Wales

The North Wales Cancer centre has developed a service for patients in
rural communities. These patients receive their prescriptions via the GP
which are then dispensed in their local community pharmacy. The hospital
haematologists then adjust the doses by telephone conversations to the
GP according to FBC results. This saves the patient’s hours of travelling /
parking time.

Case Study 3: John Low Chemist, Shotley Bridge, County Durham

Following closure of the dispensary at Shotley Bridge Hospital (part of
Durham and Darlington NHS Trust) the hospital pharmacist established a
relationship with a local community pharmacist who was willing to provide
a dispensing service. It was arranged for prescriptions for anticancer
medicines issued by hospital haematologists to be dispensed in the
community pharmacy. The prescriptions are printed on regimen specific
FP10HP forms that have the essential protocol information pre-printed on
the right hand side. The community pharmacy was provided with copies of
the regimen protocols and the hospital pharmacist spent time on one-to
one training for the community pharmacist. In the event of any queries the
community pharmacist contacts the cancer pharmacist on duty at the main
site of the hospital.

7 Commissioning Services

7.1 It is essential for patient safety that any development of community oral
anticancer medicine services is part of a planned and commissioned process.
This is ideally done with joint agreement of secondary care Cancer
Centres/Cancer Units, Commissioners and Cancer Networks. There should
be clear definitions of roles and responsibilities of all parties involved.

7.2 The decision to utilise the expertise of community pharmacists or other
providers, e.g. homecare, in providing the medicines to cancer patients would
relieve some of the pressure on secondary care. This could facilitate more
efficient investment in secondary care by avoiding the need to invest in out-
patient chemotherapy infrastructure to manage the growing numbers of
chemotherapy patients.

7.3  Consideration of how many patients might be likely to access a community
oral anticancer medicine service needs to be given. Commissioners should
discuss potential patient numbers with secondary care and Cancer Networks.
Initial estimates suggest there are likely to be anywhere from 3 to 9 patients
per week on oral anticancer medicines potentially suitable for management in
the community from an average sized secondary care Trust (i.e. serving a
population of 250,000).
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7.4

7.5

7.6

7.7

7.8

7.9

Extra training and expertise will be needed when dispensing prescriptions for
oral anticancer medicines in the community regardless of the level of service
that is involved. Verifying and checking oral anticancer medicine prescriptions
is a more complex process than is normally undertaken by community
pharmacists. = The current community pharmacy contract /terms and
conditions for dispensing already cover the basic dispensing and supply of
oral anticancer medicines.

A potential source of funding is the VAT applied to these drugs. Secondary
care pharmacies currently pay VAT on oral anticancer medicines. With high
cost medicines this VAT can be a considerable sum. Oral anticancer
medicines dispensed by community pharmacists is not subject to the same
VAT. It is therefore potentially cheaper for Commissioners to pay for the drug
to be dispensed in community pharmacy and not incur the VAT charge rather
than it being dispensed in secondary care where the Commissioner has to pay
the VAT as part of the drug costs.

A parallel to draw would be to the MUR or Medicine Ultilisation Reviews.
Community pharmacists receive payment from Commissioners for
undertaking MURs with patients. One way of remunerating community
pharmacy for the extra work involved in providing an oral anticancer medicine
service could be to attach an MUR payment to each time an oral anticancer
medicine prescription is dispensed in community pharmacy. Care would have
to be taken ensure this option does not disadvantage community pharmacies
who have met their MUR payment cap.

Another way of looking at the service is to negotiate it as a locally enhanced
service (LES) whereby the Commissioners negotiate to reimburse community
pharmacists for the extra work in oral Commissioners dispensing. Potentially
this could include the reimbursement of the drug costs as well as a part of a
complete package. There are schemes which facilitate rapid payment for high
cost drugs where the service provider doesn’t have to wait standard three
months for payment. In order for this to be successful it is anticipated the
Commissioners would have to be able to justify the funding and ideally ensure
this fitted the QIPP framework i.e. by investing in community oral anticancer
medicine dispensing they could demonstrated savings were made elsewhere.

Currently patients having oral anticancer medicines in secondary care either
incur an outpatient attendance or if the oral anticancer medicines is
administered on the chemotherapy unit, a tariff as a day case chemotherapy
patient. The Commissioners could analyse attendance numbers to see if
savings could be made as there would be a reduction in tariff costs for
patients not attending secondary care.

When setting up a service Commissioners, secondary care Trusts and
community providers should consider the impact on chemotherapy data
collection and ensure that services are monitored and regularly audited.
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8

8.1

8.2

8.3

8.4

8.5

8.6

8.7

8.8

Recommendations

It is recommended that Commissioners and secondary care Trusts discuss
potential opportunities for oral anticancer medicines to be dispensed in
primary care. It is suggested that this could be undertaken as part of the
review of chemotherapy services in community and that Cancer Networks act
as facilitators. Appendix two gives a suggested model for assessment of
service need.

A base line assessment should be undertaken by each Commissioning body/
Cancer Network for the potential demand for oral anticancer medicines
dispensing in community pharmacy. It is recognised that GPs will see
relatively few cancer patients and therefore individual community pharmacies
may see even fewer cancer patients.

Because of the training and expertise that community pharmacists would need
to acquire to perform this service, it is recommended that not all community
pharmacies would be suitable for the level two and three models described
above.

Any community pharmacy dispensing oral chemotherapy must ensure they
comply with the good practice recommendations issued by the NPSA. Note
as part of the 2010 restructuring of the NHS the functions of the NPSA are to
be replaced by a Patient Safety sub-committee of the new NHS
Commissioning Board, until otherwise informed this will not affect need to
comply with the safety standards on oral chemotherapy.

It is recommended that individual pharmacists and their premises should be
accredited to provide the level 2 and 3 services. Patients would be given the
choice of provider to dispense their chemotherapy medicines, e.g. they could
be given a list of local pharmacies commissioned to provide a level 2 or 3
service.

The Commissioners and local secondary care Trusts should work together to
look at the potential catchment areas where patients would be likely to take
their prescriptions for oral chemotherapy, how this fits in with the geography of
their locality and also the population density. There may be a demand for
patients to be able to take their prescription to a community pharmacy near
their home or place of work.

Community pharmacists providing a service must familiarise themselves with
and work towards compliance with the national standards for verifying
(clinically checking) a prescriptions for chemotherapy and systemic anticancer
therapies issued by BOPA (The British Oncology Pharmacy Association)

The pharmacy Professional Leadership Body (PLB) should work with key
stakeholders, e.g. BOPA, CCA, NPA, PSNC, etc to provide support for
community pharmacists developing oral chemotherapy services.
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Appendix One: Oral Systemic Anticancer Therapies (SACT) Available in the UK.

(Note this is not an exhaustive list)

Drug

Commonly used for

Busulfan (Myleran®)

Leukaemia’s

Capecitabine (Xeloda®)

Breast, Colorectal and upper Gl cancers

Chlorambucil (Leukeran®)

Leukaemia’s, Lymphomas

Cyclophosphamide (Endoxana®)

Leukaemia’s, Lymphomas and many solid

tumours

Dasatinib (Sprycel ®)

Chronic Myeloid leukaemia

Erlotinib (Tarceva®)

Lung Cancer

Etoposide (Vepesid®)

Leukaemia’s and solid tumours (lung, testies)

Fludarabine (Fludara®)

Leukaemia’s

Gefitinib (Iressa®)

Lung cancer

Hydroxycarbamide (Hydrea®)

Leukaemia’s,

ldarubicin (Zavedos®)

leukaemia’s

Imatinib (Glivec®)

Chronic Myeloid leukaemia

Lapatinib (Tykerb®)

Breast Cancer

Lenalidomide (Revlimid®) Myeloma
Lomustine (CCNU) Lymphomas
Melphalan (Alkeran®) Myeloma
Mercaptopurine (Puri-Nethol®) Leukaemia’s,

Methotrexate (Maxtrex®)

Leukaemia’s and solid tumours

Mitotane (Lysodren®)

Adrenalcortical carcinoma

Nilotinib (Tasigna ®)

Chronic Myeloid leukaemia

Procarbazine

Lymphomas

Sorafenib (Nexavar®)

Renal and Liver Cancers

Sunitinib (Sutent®)

Renal and GIST Cancers

Tegafur/uracil (Uftoral®)

Colorectal

Temozolamide (Temodal®)

Gliomas (brain tumours)

Thalidomide (Pharmion Brand) Myeloma
Tioguanine (Lanvis®) Leukaemia’s,
Tretinoin (Vesanoid®) Leukaemia’s,

Topetecan (Hycamtin®)

Lung cancer

Vinorelbine (Navelbine®)

Lung and Breast cancers
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Appendix Two: Template for Assessment of Service Needs

10.

11.

12.

13.

14.

Patient Numbers per locality.

Agreement for chemotherapy regimen/ drugs to be dispensed. Factors to
consider include;

e Potential toxicity of the drug

e Complexity of the regimen (more than one drug, pulsed schedule, variable
dose)

e Likely condition of the patient

Availability of Drugs (wholesaler or direct).

Origin of prescription (primary or secondary care).

Requirement for Shared Care documentation if prescribed in primary care.
Training and continuing education requirements for local pharmacists.
Availability of local agreed protocols.

Evaluation of consistency of community pharmacy workforce.

Remuneration and commissioning:
e for additional pre-dispensing checks and responsibility
e for potential wastage on expensive part packs

e significant VAT savings for PCTs on expensive drugs, but considering very
small savings on cheaper chemotherapeutic drugs

Handling and disposal of cytotoxic drugs (COSHH).
Establishment of links to specialist cancer pharmacy advice.
Provision for monitoring / audit of service.

Accreditation of community pharmacies

Promotion/ marketing of service to patients
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		Homecare Medicines and Services Key Performance Indicators



				Commercial Medicine Unit

				Version 3
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				These Key Performance Indicators have been developed by the Department of Health's Commercial Medicine Unit, and a sub group of the National Homecare Medicines Committee.

It is designed to complement and be used in conjunction with the Hackett Report's 'Homecare Medicines Towards a Vision for the Future - Taking Forward the Recommendations' and the Royal Pharmaceutical Society's 'Professional Standards for Homecare Services' and specifically the "Handbook for Homecare Services in England, May 2014"  and its appendices.























				These KPI's have been worked on and agreed by a wide stakeholder group including NHMC, NCHA ,ABPI and NHS stakeholders.  

It is intended that they will provide a practical and manageable set of 8 KPI’s (plus 3 sub-sets) for managers to work with.   If an issue is highlighted on a regular basis, they can then be used to drill down further into the reasons for this, and the issue resolved.
 
Please note that the “Governance” KPI’s ( patient safety, adverse incidents and complaints are) being discussed by the separate Governance KPI group, and will be added to these once they have been agreed.   
 
If you have any queries, please contact the CMU Homecare team by emailing the homecare inbox - homecare@dh.gsi.gov.uk
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KPIs

		Reference

		Data or KPI
		Title

Data / KPI Requirement

		Definition 
		Sample Answer		Formula for KPI

		D1		Data		Total number of patients registered.
		This field should reflect the number of patients who are registered  (active or on hold), irrespective of whether a delivery has been due that month.    i.e. All patients that are 'on the books' 

NHS definition of 'on hold' is, 
'A patient who is receiving treatment, who is temporarily suspended from treatment, as confirmed by the NHS in writing.'		200

		D2		Data		Number of patients who are registered, but excluding those on hold, on the last day of the reporting period.		This field should reflect the number of patients who are registered, excluding those on hold, irrespective of whether a delivery has been due that month.   

NHS definition of 'on hold' is, 
'A patient who is receiving treatment, who is temporarily suspended from treatment, as confirmed by the NHS in writing.'  		175

		D3		Data		Number of new patients registered in the reporting period.		Number of new registrations of patients for the homecare therapy in the reporting period, regardless of whether or not they have received a delivery.  This should include new registrations of previously permanently inactive patients (as opposed to just 'on hold') and the registration of current patients for additional therapy areas.  The Homecare Provider should take the "Date as Registered", as the date that the patient is registered on their system.  This may be different to the actual date on the patient registration form. 		10

		D4		Data		Number of patients permanently removed from the Homecare Providers' register for this therapy area, where service end date is within the reporting period.		Patients permanently removed from the Homecare Providers' register, where service end date is within reporting period.

If a patient is made permanently inactive but subsequently re-starts treatment this patient should be re-registered as a new patient for KPI reporting purposes even when the permanently inactive patient record is technically re-activated to maintain the full clinical history.   If a patient is simply "on-hold". this does not qualify as no longer registered.		3

		D5		Data		Number of patients temporarily on-hold at the end of the reporting period.		Patients whose treatment is temporarily suspended on the Homecare Provider's System, pending further instructions from the responsible healthcare professional.

NHS definition of 'on hold' is, 
'A patient who is receiving treatment, who is temporarily suspended from treatment on the homecare provider's system, as confirmed by the NHS in writing.'		7

		D6		Data		Number of correctly completed registration documents received within the reporting period.
		A correctly completed registration document is one that contains sufficient information to facilitate the legal and safe delivery of treatment to the patient.

If it must be returned to the referrer for alteration or requires the homecare provider to contact the referrer for clarification  it should be recorded as non-compliant.

For clarity, 1 patient = 1 document set, irrespective of the number of forms per registration.		8

		K1		KPI 1 
= D6 / D3  x %.		Number of correctly completed patient registrations received as % of total number of new patient registrations received.						80%

		D7		Data		Total number of prescriptions received in reporting period

		Total number of prescriptions (new and repeat) received by the Homecare Provider and placed on the system.  For clarity, a prescription is one prescription  form, regardless of how many instalments or items are on that prescription."
		100

		D8		Data		Number of non-compliant prescriptions		A compliant prescription is one which is legal, safe, clinically appropriate, as defined by the responsible dispensing pharmacist and contains, or is provided with, information as defined in the SLA. 

If it must be returned to the Trust or prescriber for alteration or requires the Homecare provider to contact the prescriber for clarification  it should be recorded as non-compliant.
This excludes failure by the Trust to pharmacy screen the prescription (which is captured in D9), or provide a purchase order (which is captured in D10.) 		10

		K2		KPI 2
= D8 / D7 x %.		Number of non-compliant prescriptions as % of total prescriptions received						10%

		D9		Data
(if requested)		Number of  prescriptions that are not clinically validated by the referring Trust Pharmacist.
		Number of  prescriptions sent to the dispensing pharmacy with no clear record of a valid independent clinical check by the referring Trust.
This is a new requirement of the RPS Professional Standard for Homecare Services which should be implemented for all homecare services at the earliest opportunity.  It is therefore recommended that this KPI is measured and reported even where check and validation of prescriptions is not included in the current process.  

Note prescriptions queried solely due to the lack of clinical check are excluded from the Number of non-compliant prescriptions (D8)
		5

		D10		Data		Number of prescriptions received without a purchase order number included.		Prescriptions not including either reference to purchase order generated by Trust or supplied with an accompanying P.O. Document.

Note that this will be excluded from the number of non-compliant prescriptions (D8)
		10

		K3		KPI 3  
= (D7 - D9) / D7 x %		Number of prescriptions received with correct clinical validation as % of total prescriptions received						95%

		K4		KPI 4
= D10 / D7 x %.		Number of prescriptions received without a purchase order number included as % of total prescriptions received		Number of prescriptions received without a purchase order number included as % of total prescriptions received, within reporting period.				10%

		D11		Data		Total number of product items dispensed - Medicines		An item is any quantity of the same medicine within the dispensing activity, within the reporting period.
For example:
A homecare prescription for 28 Tobramycin 160mg and 14 Ceftazadime 1000mg across one delivery would be 2 items (if they are dispensed in one instalment). If the prescription is split over two dispensing episodes, there would be 2 instalments each with 2 items.  


		300

		D12		Data		Total number of product items supplied - Ancillaries, Equipment and Devices (non-medicines)		An item is any quantity of the same ancillary within the despatching activity, within the reporting period.
For example:

Any ancillaries required to administer the medicine or remove waste.  A homecare ancills delivery for 50 pairs of gloves and 20 syringes supplied in one delivery would be 2 items; if the full quantity of gloves was despatched separately to the syringes there would be an additional delivery but still only 2 items; if the supply of ancillaries is split over two despatching episodes of 25 pairs of gloves + 10 syringes each, there would be 2 deliveries each with 2 items (4 items in total).  		450

		D13		Data		Total number of deliveries made		This field should reflect the total number of deliveries made, whether partial or in full. This will also include any ‘out of schedule’ deliveries required for any reason.		125

		D14		Data		Number of medicines and ancillaries deliveries made that were not on-time 
		The number of deliveries that were made on the scheduled day, but not within the allocated delivery time slot agreed with the patient.  If the delivery must be rescheduled to a different day it is not recorded here but is recorded as a Failed Delivery in D16.  		25

		D15		Data		Number of medicines and ancillaries deliveries made that were not in full		In-full' is a delivery where the full expected complement of medicines and ancillaries is received.		15

		D16		Data		Number of failed deliveries		A failed delivery is where a delivery has been scheduled with the patient, but the patient did not receive it, and as a result it was necessary to re-schedule the delivery  on a different day. 		8

		D16a		Data		Number of failed deliveries due to service provider		Subset of D16 where the substantive cause of the rescheduling was the service provider not meeting the terms of the Specification, Contract or SLA.  Example:  provider contacts patient to alert them to traffic delay meaning delivery would be outside the agreed time window and the patient requests reschedule of delivery to a different day.		1

		D16b		Data		Number of failed deliveries due to NHS Trust/Purchasing Authority		Subset of D16 where the substantive cause of the rescheduling was due to the NHS Trust / Purchasing Authority not meeting the terms of the Specification, Contract or SLA. Example:  A valid prescription was not sent to the service provider in time to meet dispensing cut-off despite being requested on time.		2

		D16c		Data		Number of failed deliveries due to patient		Subset of D16 where the rescheduling was due to patient choice or patient failure to comply with their obligations outlined in the Homecare Patient Charter or registration form.  Examples:  Patient proactively calls provider to reschedule; Delivery was attempted within the agreed time window, but the patient was not available to accept the delivery which was then rescheduled to a different day.		4

		K5		KPI 5 
= D14 / D13 x %. 		Number of medicines and ancillaries deliveries not on time  as % of total number of deliveries.

						20%

		K6		KPI 6 
= D15 / D13 x %.
		Number of medicines and ancillaries deliveries not in full as % of total number of deliveries.

						12%

		K7		KPI 7 
= D16 / D13 x %.
		Number of failed deliveries as % of total number of deliveries.
						6%

		K7a		KPI7a
= D16a / D13 x %		Number of failed deliveries due to service provider as % of total number of deliveries.						1%

		K7b		KPI7b
= D16b / D13 x %		Number of failed deliveries due to NHS Trust/Purchasing Authority as % of total number of deliveries.						2%

		K7c		KPI7c
= D16c / D13 x %		Number of failed deliveries due to patient as % of total number of deliveries.						3%

		D17		Data		Number of invoices issued in reporting period.		Number of invoices raised in the reporting period.		100

		D18		Data		Number of invoices issued and remaining overdue for payment.		Overdue is defined as specified in the specification or service level agreement, or if not then as per agreed standard terms and conditions of trading.		25

		D19		Data		Value of invoices issued and remaining overdue for payment.				£25,000

		D20		Data		Number of Credit and Debit notes issued in reporting period.		The number of credit and debit notes issued to the Purchasing Authority during the reporting period, in order to rectify anomalies on previously tendered invoices.

		20

		K8		KPI 8 
= D20 / D17 x %.		Number of Credit or Debit notes as % of Number of invoices issued		Please note that this information is most useful to indicate trends, rather than directly relating to the reporting month.				20%
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A homecare provider led supply model involving the medicine being dispensed by the homecare provider and then sent to a community pharmacy for the patient to collect has been proposed as an alternative to the standard community pharmacy supply route.  This paper briefly summarises the key risks of this approach. 



Barrier to Pharmaceutical Care



A concern about the homecare supply model is that it is leading to the fragmentation of care with patients obtaining medicines from multiple sources; supply via community pharmacy offers a more patient-centric approach - patients can obtain medicines for co-morbidities from the same pharmacy and pharmacists are better placed to provide holistic pharmaceutical services and advice including adherence support (e.g. production of MAR charts and MDS). 



Under the pre-dispensed model, community pharmacies do not have access to information about the patient’s treatment unless a patient has explicitly consented to this. As the medicine has not been dispensed by the pharmacy, there is no record of the medicine on the pharmacy PMR system so the pharmacy is not able to undertake automated checks for interactions. Not dispensing the medicine will also limit the provision of other services to patients, for example the Chronic Medication Service in Scotland.  



The patient may understandable believe that when collecting the medicine, the community pharmacist will have access to information and will be able to provide them with associated support. 



Barrier to Equitable Patient Access to Medicines via Community Pharmacies



There is no contractual requirement for community pharmacies to act as a pick-up point. One model proposed is homecare providers individually contracting with pharmacies to act as a pick-up point and paying the pharmacy a fee for their participation; under this approach, coverage cannot be assured as it would be voluntary for a community pharmacy to enter into such an arrangement.  One consideration for pharmacy owners is likely to be liability for damaged stock, for example who is responsible for the replacement of stock in the event of a local fridge failure; the fact that the community pharmacy isn’t in control of ordering the medicine has the potential to increase the risk of problems associated with managing fridge capacity. 



Another option is limiting operation of this model to homecare providers that have a horizontally integrated community pharmacy chain; under this approach, whether a patient can access a medicine from their local community pharmacy depends on the ownership of the pharmacy leading to geographical inequity. In the event of a change in homecare provider– this has the potential to force a change in where the patient can access the medicine (i.e. moving from one community pharmacy to another).  











Barrier to Supply Chain Efficiency 



Costs associated with the supply-chain for the medicine and its dispensing are ultimately passed back to the NHS; including where manufacturers have bundled the cost of the service into the product price. It is in the interests of the NHS to maximise the efficiency and cost-effectiveness of the supply arrangements for the medicine. 



Handling of the medicine by two pharmacy providers has the potential to be more costly than supply through one; each provider will seek a margin from handling the medicine. 



As this approach falls outside of the NHS Pharmaceutical Services arrangements, there is a significant administrative cost to the NHS in establishing the service (e.g. putting in place SLAs and other related governance) and individually obtaining consent and registering patients for the arrangement. The cumulative burden of having different arrangements for different medicines is a particular challenge.



This approach has the potential to limit competition in the community pharmacy market, for example if the service is only offered through providers with integrated pharmacy chains, patients may need to switch pharmacies to access the medicine. To avoid making multiple visits to pharmacies, this is likely to lead to patients transferring the dispensing of all of their medicines to an alternative provider, not just the medicine that was supplied via the homecare provider. In addition to loss of dispensing income, there would also be an impact on the original community pharmacy’s service income, for example, in Scotland, income from services such as the Minor Ailments Service. Limiting competition has the potential to drive NHS costs up over the long term. 



Where the pre-dispensed model has been piloted previously, there is anecdotal evidence of medicines being dispatched to a pharmacy for pick-up, the NHS being invoiced for the supply but the medicine never being collected by the patient. One solution could be the NHS only being charged on proof of collection by the patient however given the cost of the medicine, any delays in being able to invoice the NHS will increase pressure on provider cash-flow and increase their cost of working capital – if the medicine is not collected, there are questions around whether the dispensed uncollected medicine could be re-used by the homecare provider to supply another patient.  



Governance Challenges



NHS Chief Pharmacists are ultimately accountable for homecare services provided to NHS patients. Unlike under the NHS community pharmacy arrangements, there is no national NHS contractual framework with homecare providers – local NHS organisations are responsible for putting in place their own arrangements directly with providers e.g. information, financial and clinical governance controls. A key consideration is performance management and how performance could be measured and monitored under this arrangement. 



Sustainability of the Model and Contingency Arrangements



There are capacity constraints in the homecare market and broader concerns about the sustainability of the homecare model. Channelling UK demand for the dispensing of high-value medicines through a small number of central dispensing points increases the fragility of the supply chain, compared to a de-centralised dispensing model.   
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Homecare Induction Checklist:

It is intended that any pharmacist or technician who will work within Medicines Homecare at the [Nottingham University Hospitals] NHS Trust complete this programme. The duration of the programme is variable and can be adjusted according to the individual’s experience / grade.

Reading list:

		Title

		Comments

		Date Read



		Hackett report – ‘Homecare medicines: Towards a vision for the future’

		

		



		RPS – The Professional Standards for Homecare services

		

		



		RPS – Handbook for homecare services in England (including appendices)

		

		



		ABPI – Homecare: A good practice guide for pharmaceutical manufacturers

(http://www.abpi.org.uk/our-work/library/guidelines/Pages/020615.aspx)

		

		



		Trust’s Homecare Policy

		

		



		Trust’s Homecare SOPs (if available)

		

		



		Other Homecare Documents e.g. PIL, managed entry form

		

		







Introduction - Understanding of homecare in the Trust:

1. Pharmacy Homecare Team Structure – roles and responsibilities of each individual

2. Types of homecare services that the Trust are involved in (pharma-funded or local pilot (SLA) or regional framework)

		Task

		Comments

		Date completed



		Read SLAs for all pharma-funded services

		

		



		Read service specifications for homecare services contracted regionally (including any technical agreements)

		

		



		Read service specifications for homecare services contracted nationally

		

		



		Read medicines pathway or integrated care pathway for each therapy area (if available)

*To understand the roles of each key stakeholders (i.e. pharmacist, homecare provider and clinical team) in the homecare process

		

		



		Arrange to meet with the clinical teams

· List individual clinical teams

· Key contact who is directly involved in homecare

		

		





IT Access

		Task

		Comments

		Date completed



		Make sure that you are included in the group email (homecare@nuh.nhs.uk as an example)

		

		







Clinical governance in Homecare

		Task

		Comments

		Date completed



		Learn how to report patient safety incident and complaint in homecare using Datix or equivalent reporting system (Refer to SOP)

		

		



		Learn how to handle and investigate homecare incidents and complaints

· Attend Datix Incident Management training

· Refer to a few examples of homecare incident investigation reports

· Review of homecare incidents and complaints periodically and how to track them (refer to an example of Medication Safety Group report for medicines homecare)

		

		



		Learn how to risk assess medicines homecare

· Attend ‘Risk Assessment for Assessors’ training course (general)

· Refer to the Risk Assessment Tool in the managed entry form for homecare risks

· Discuss homecare risk assessment with your line manager (use example of previous risk assessment documents)

		

		



		KPI data management

· Attend regional KPI workshop (if available) or work through training slides

· Review KPI reports with a senior colleague

· Where to find the reports and when to share them?

		

		



		Shadow a service review meeting

· Talk to the organiser on how to host a review meeting

· Observation -  interaction from various parties involved 



		

		



		Contract management

· Meet and discuss with the Category or Contract Manager

		

		



		How to screen a homecare prescription (this varies from one Trust to another) 

· Discuss with individual Specialist Pharmacist

· Refer to SOP

		

		



		Managed entry process

· Meet with line manager to go through the Trust’s managed entry process (including an exercise on financial analysis)

· Attend a DTC meeting (or equivalent) where new medicines homecare submission is discussed

		

		







Financial Governance in Homecare

		Task

		Comments

		Date completed



		Learn about the billing arrangement and the funding approval process in medicines homecare



· Discuss with the High Cost Drugs Pharmacist or Finance manager to understand the mechanism involved in passing through funded medicines homecare costs to the commissioners (either CCGs or NHSE) and charging non-funded homecare costs to the individual clinical directorate

		

		



		Financial assessment when scoping for new homecare services

· Discuss with line manager using the financial analysis tool in the managed entry form 

*To understand the definition of each cost category e.g. reference cost, on cost etc

· For new pilot project, obtain 3 quotes from different homecare providers; otherwise refer to the costings/commercial schedule in either national / regional frameworks

· Consult the directorate finance manager for activity tariff

		

		



		Learn how to process homecare prescription through the pharmacy computer system (refer to SOP/user guide)

· Attend a training session with the homecare administrator to learn about passing payment through the pharmacy computer system 

· How to raise purchase order

· How to check POD/CEF and receive order 

· How to reconcile invoice

· How to set up drug/consumable codes for homecare, cost centres

		

		



		Understand homecare invoicing and pricing arrangement

· Refer to the agreed arrangement in SLA or service specs for individual homecare service

· Familiarise with the CMU website for regional/national contract prices

· How to update homecare providers on the change in contract prices

· Understand Patient Access Scheme for new drugs

· Difference between consolidated vs single invoicing (moving away from consolidation due to the requirement to raise single order)

· Find out from the homecare administrator on how to manage invoicing queries

		

		



		Understand homecare billing arrangement – discuss with line manager

· Discuss with line manager to find out how homecare medicines costs are billed to the commissioners

· [bookmark: _GoBack]Deadline for billing each month

		

		







Day to Day Homecare Operations:

		Task

		Comments

		Date completed



		Prescription management – request of repeat homecare prescriptions

· Find out from the pharmacy homecare team regarding the prescription management arrangement for each therapy area

· Refer to the relevant prescription management database

		

		



		Understand the process in registering new patients onto homecare

· Refer to SOP and medicines/care pathway

*pay particular attention to patient selection criteria for each therapy area

		

		



		Understand the flow of prescriptions and  their handling from writing a prescription to transmitting it to the homecare provider

· Discuss with the pharmacy homecare team and refer to the medicines /care pathway (if available)



		

		



		Homecare database for each therapy area

· Find out from the pharmacy homecare team regarding the maintenance of homecare databases and how to set up a database for new service

		

		



		Tracking of homecare expenditure and savings

· Find out from the pharmacy homecare team on how to do this

· Find out from other colleagues (e.g. medicines finance team) on how to track contract change or generic switch savings (e.g. CMU contracts)

		

		



		Homecare Performance reporting to the commissioners

· Refer to previous reports as guidance



		

		



		Change management

· Refer to the National Homecare Medicines Committee change management guideline

· Discuss with the pharmacy homecare team about the local Trust’s arrangement

· Check with the Trust’s Information Governance Team with regards to signing patient data transfer form and the requirement for ‘privacy impact assessment’

		

		








