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Overview

The Department of Health is seeking views on proposals for updating Part III (List of Medical
Devices/Appliances) of the Northern Ireland Drug Tariff. This is in line with a similar
consultation relating to Part IX of the English Drug Tariff (EDT), which was carried out by
the Department of Health and Social Care.

Responding to the Consultation

You can respond to the consultation document by e-mail or letter. If this document is not in
a format that suits your needs, please contact us and we can discuss alternative
arrangements. Before you submit your response, please read below about the effect of the
Freedom of Information Act 2000, the Environmental Regulations 2004, the Data Protection
Act 2018 (DPA) and the General Data Protection Regulation (EU) 2016/679 on the
confidentiality of responses to public consultation exercises.

For further information about how the Department will process the information you provide
in response to this consultation please see the following Privacy Notice -
https://www.health-ni.gov.uk/sites/default/files/publications/health/DoH-Privacy-Notice.pdf

This consultation has been launched today and will run for 8 weeks, closing on 04 April 2024.
Responses should be sent to:

Written: Medicines Policy Branch
Department of Health
Room D3.1
Castle Buildings
Stormont Estate
Belfast
BT4 35Q

Email: pharmacyconsultations@health-ni.gov.uk

The consultation response form attached at Annex A provides the consultee with an
opportunity to answer questions relating to the specific proposals provides and also provides
further opportunity for respondents to give additional feedback relating to any equality,
human rights or rural access implications.


https://www.health-ni.gov.uk/sites/default/files/publications/health/DoH-Privacy-Notice.pdf
mailto:pharmacyconsultations@health-ni.gov.uk

Confidentiality and Access to Information Legislation

The Department may publish a summary of responses following completion of the
consultation process. Your response, and all other responses to the consultation, may be
published or disclosed on request in accordance with information legislation; these chiefly
being the Freedom of Information Act 2000 (FOIA), the Environmental Information
Regulations 2004 (EIR), the Data Protection Act 2018 (DPA) and the General Data Protection
Regulation (GDPR) (EU) 2016/679. The Department can only refuse to disclose information
in exceptional circumstances.

Before you submit your response, please read the paragraphs below on the confidentiality
of consultations and they will give you guidance on the legal position about any information
given by you in response to this consultation.

The FOIA gives the public a right of access to any information held by a public authority,
namely, the Department in this case. This right of access to information includes information
provided in response to a consultation. The Department cannot automatically consider as
confidential information supplied to it in response to a consultation. However, it does have
the responsibility to decide whether any information provided by you in response to this
consultation, including information about your identity should be made public or be treated
as confidential.

If you do not wish information about your identity to be made public please include an
explanation in your response. Being transparent and providing accessible information to
individuals about how we may use personal data is a key element of the DPA and the GDPR
(EU) 2016/679. The Department is committed to building trust and confidence in our ability
to process personal information. This means that information provided by you in response
to the consultation is unlikely to be treated as confidential, except in very particular
circumstances.

For further information about confidentiality of responses please contact the Information
Commissioner’s Office on 0303 123 1113 or via https://ico.org.uk/global/contact-us/)



https://ico.org.uk/global/contact-us/
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Detail of the consultation

What is the subject of this consultation?

Pharmacy services in the community are a highly valued resource. They have a critical role
not only in the dispensing and supply of medicines for the people of Northern Ireland, but in
the provision of advice, information and services on the safe and effective use of medicines
to help people gain better outcomes from their medicines and live healthier lives.

The Department of Health (DoH) has a statutory duty to remunerate providers of
pharmaceutical services in Northern Ireland in a fair, accurate and prompt manner. It has a
statutory obligation under Regulation 9 of the Pharmaceutical Services Regulations (NI)
1997, to compile and publish a statement known as the Northern Ireland Drug Tariff (NIDT).

The NIDT sets out the range of dispensing fees available to pharmacists (remuneration) and
details the reimbursement figures paid to community pharmacy contractors towards the
actual cost of drugs and medical devices (appliances) supplied against health service
prescription forms.

Strategic Planning and Performance Group (SPPG) — formerly Health and Social Care Board
(HSCB) - is tasked by DoH to develop Drug Tariff arrangements on its behalf. The NIDT is
produced monthly by the Business Services Organisation (BSO) on behalf of the Department
and can be accessed via the BSO website at Drug Tariff - Business Services Organisation
(BSO) Website (hscni.net) and includes:

1. Guidance on the dispensing of prescriptions;

2. Regulations concerning the dispensing of prescriptions;

3. Professional fee rates paid to contractors; and

4. Reimbursement amounts paid to contractors for dispensed drugs and medical devices
(appliances) on Health Service prescriptions.

What is the purpose of this consultation?

The Department of Health and Social Care (DHSC) in England has consulted on proposals
for updating Part IX of its Drug Tariff, which contains the list of medical devices which are
approved by NHS Prescription Services of the NHS Business Services Authority (NHSBSA)
(acting on behalf of the Secretary of State for Health and Social Care) to be prescribed by
authorised healthcare practitioners.

The DHSC objectives of the proposals are:

Objective 1- Ensure Product Quality
Ensure Part IX consistently includes devices that are of good quality and effectiveness.


https://bso.hscni.net/directorates/operations/family-practitioner-services/pharmacy/contractor-information/drug-tariff-and-related-materials/drug-tariff-2/
https://bso.hscni.net/directorates/operations/family-practitioner-services/pharmacy/contractor-information/drug-tariff-and-related-materials/drug-tariff-2/

Objective 2- Ensure Product Value
Ensure that the Tariff product list is refreshed going forward and existing and new products
are only adopted or continued to be used if able to demonstrate value in terms of cost
effectiveness to the NHS and patients.

Objective 3- Support Innovation
Update processes on new Part IX applications to support the adoption of innovation that can
improve patient outcomes and the quality of life for patients.

The DHSC consultation sets out a series of proposals to modernise Part IX of the Drug Tariff
to ensure “delivery of the right product, in the right place, at the right time.” It seeks
feedback on the following proposals:

e Proposal 1: Increase the use of comparable categories where it is appropriate to do
So;

e Proposal 2: Introduce a renewal process to Part IX;

e Proposal 3: Apply an enhanced assessment process for products to be listed on Part
IX.

As Part III of the NIDT is currently reflective of Part IX of the English Drug Tariff (with a
small number of exceptions), any changes made to the English Drug Tariff will be reflected
in the Northern Ireland Drug Tariff, and therefore this consultation is being undertaken to
seek views on the proposed changes as detailed above.

Subject to the outcome of this consultation, the Department of Health will introduce the
changes in the English Drug Tariff into the Northern Ireland Drug Tariff.

Introduction — Strategic Context

Part III of the NIDT (Part IX, EDT) contains the list of medical devices (appliances) that may
be ordered by medical practitioners on the Medical List. Medical devices play a vital role in
patient care and treatment. Healthcare professionals must get the basic qualities of care —
safety, effectiveness and patient experience — right every time. This includes identifying
from the vast range of medical devices (appliances) that are available which products best
meet the needs of the individual patient.

The criteria for inclusion of products in Part III, NIDT (Part IX, EDT) are that:

- The products are safe and of good quality;

- They are appropriate for prescribing by General Practitioners and other healthcare
professionals in primary care;

- They are cost-effective.



A medical device is any instrument, apparatus, appliance, software, material or other article
used specifically for diagnosis and/or therapeutic purposes. This includes where a device is
used alone, or in combination with any accessories, including the software intended by its
manufacturer for its proper application. The proper application is for human beings to use
for:

e diagnosis, prevention, monitoring, treatment or alleviation of disease.

e diagnosis, monitoring, treatment, alleviation of or compensation for an injury or
handicap.

e investigation, replacement or modification of the anatomy or of a physiological
process.

e control of conception.

A medical device does not achieve its main intended action by pharmacological,
immunological or metabolic means although it can be assisted by these.

Any medical device placed on the market in the UK is required to be CE (or UKCA) marked
by the manufacturer by law.

With escalating demand and rising expectations for the best products available, it is vital
that health and social care (HSC) achieves best value, and encourages the use of good
quality and cost-effective medical devices (appliances) for patients.

In 22/23, Northern Ireland spent £54 million on medical devices listed in Part III of the
Northern Ireland Drug Tariff in primary care.

The Department of Health is proposing to mirror the DHSC consultation which aims to
modernise the architecture and assessment processes of Part III, NIDT (Part IX, EDT). This
consultation is not proposing changes to the fundamental roles of Part III, NIDT (Part IX,
EDT), which are!:

e what medical devices (appliances) prescribers operating under General Medical
Services can prescribe.

e What reimbursement price dispensers operating under the HSC pharmaceutical
services will be paid.

The proposals described in this consultation document refer specifically to Part III of the
NIDT. The proposals do not apply to any other part of the NIDT outside of how products are
listed in Part III including whether their selling price is considered cost-effective.

1 https://bso.hscni.net/wp-content/uploads/2023/10/DT PART 0-2311.pdf
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The following section describes the proposed options for how the system could be
modernised to make improvements to current arrangements. Through this consultation
process, the Department is seeking feedback on each of these changes.

Having considered feedback, the Department of Health, in line with DHSC, may choose to
proceed with none, some or all these measures and may choose to include additional
measures flagged through the consultation process. There are interdependencies between
these changes. Some proposals could be implemented in isolation, and others could not.

Proposal One: Increase the use of comparable categories where it is appropriate
to do so

A form of standard specifications already exists within Part III, NIDT (Part IX, EDT). The
current specifications provide industry technical specifications that ensure fitness for purpose
and include some critical defining information about a product. The specifications define
physical, not clinical, characteristics.

The standard specifications established within Part III, NIDT (Part IX, EDT) are importantly
different from the concept of generic medicines:

¢ Generic medicines are defined by chemically identical active ingredients so they
could reasonably be used interchangeably. Although similar they are independently,
individually regulated before they can be put on the market.

e Standard specifications for medical devices (appliances) are for highly comparable
products that, although they may not be identical, meet a specification agreed by the
industry Drug Tariff forum and the Department and are reimbursed at a generic price
maintained with the industry Drug Tariff forum. The products that comply with a
specification are not listed individually in the Drug Tariff.

Problem with current arrangement

Difficult to maintain

The existing form of standard specifications have provided generic reimbursement pricing
for a limited set of product categories which has been beneficial. However, these
specifications are very time consuming to keep up to date. The physical specifications are
limiting and often do not cover products manufactured outside the UK. Combined with the
generic reimbursement pricing there is no incentive to manufacture to those specifications
solely for the UK market.



Lack of comparability between products

The limited use of clinically comparable categories means that HSC organisations are at risk
of not receiving the clinical, nor economic benefits from comparison.

Combined with a lack of national recommendations for medical devices and a lack of access
for prescribers to systems that recommend a particular product for a particular type of
patient, it is difficult to identify which devices are broadly comparable and whether more
expensive devices provide added value. Effective comparison could incentivise product
enhancements or reductions in price.

The lack of comparability impacts the creation of local formularies which results in differences
of product use across the country. The familiarity of brands and influence from free /
subsidised products in secondary care, industry sponsored clinicians and vertically integrated
Dispensing Appliance Contractors all contribute to influencing what products are included in
the formulary.

Impact on patients

The lack of comparability impacts patient choice. Patients are reliant on their clinician’s advice
which can also be limited to brands with which they are familiar. Better comparability would
help the clinician to broaden their scope of choice, offering patients more alternatives and
better care as a result.

Impact on suppliers

The lack of comparability also impacts suppliers. Success in the ‘competition for scripts’ can
be determined as much by sales and marketing capability as by product quality and price.
The nature of the process encourages suppliers to over claim the benefits associated with
their products and set out unreasonably high expectations of price.







Proposal Two: Introduce a renewal process to Part III, NIDT (Part IX, EDT)

Once a product is accepted onto Part III, NIDT (Part IX, EDT) the product will remain listed
indefinitely unless the supplier requests that the product is removed. BSO are only able to
remove products on Part III, NIDT (Part IX, EDT) under a limited set of circumstances. One
is where they have been requested to do so by the supplier. Another is where a permanent
significant risk to patient safety has been identified and a safety alert issued. Thirdly, in
Northern Ireland, a small number of products have been removed from Part III of the NIDT
due to licensing differences post EU-Exit.

Problem with current arrangement

Some listed products are not prescribed
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An analysis of Part IX of the English Drug Tariff (which relates to Part III of the NIDT) shows
that approximately 13% (8,500) of products were not prescribed in the 12 months to
September 2022. Continuing to have products on Part III, NIDT (Part IX, EDT) that are not
used means that Part III, NIDT (Part IX, EDT) is unnecessarily complex with many products
that may not even be available.

There is a lack of refresh

As of May 2023, Part III, NIDT (Part IX, EDT) includes over 60,000 separate products - every
size of every colour and variant of every product is represented in Part III, NIDT (Part IX,
EDT). Once a product price is decided, the price mostly only increases because of annual
inflationary increments. In most comparable markets, prices for older products would be
expected to reduce over time to enable them to compete with newer, innovative products
taking their place at the upper end of a category price range.

Both clinical quality expectations and manufacturer product quality have increased over time
and are likely to continue to do so. Some products on the list have been there decades. The
list then becomes outdated for many products and does not always reflect good value or
latest clinical practice. Products which passed the criteria on cost-effectiveness years ago
may no longer do so if they were re-assessed today. Broadly, the system could be argued to
favour established products over newer alternatives.

No further product checks are undertaken on a product once it is listed on Part III, NIDT
(Part IX, EDT) irrespective of developments in clinical practice, publication of new guidance,
or patient expectations. For example, a recent NHS England assessment of blood glucose
and ketone meters, testing strips and lancets found that some blood glucose meters are
discontinued but their corresponding testing strips are still listed on Part IX.










Proposal Three: Apply an enhanced assessment process for products to be listed
on Part III, NIDT (Part IX, EDT)

The assessment process is undertaken entirely by NHS Prescription Services. Applications for
inclusion onto Part III, NIDT (Part IX, EDT) are currently assessed against three criteria:

1. the products are safe and of good quality;

2. they are appropriate for prescribing by General Practitioners and other healthcare
professionals in primary care; and

3. they are cost-effective and offer value for money.

For products to be assessed as safe and of good quality valid certification must be submitted
from an approved notified body under either the European CE or UKCA regulatory frameworks
(for inclusion in Part III NIDT, products must have a CE mark).

For products to be assessed as appropriate for prescribing a product must be able to be
matched within an existing sub-category within Part III, NIDT (Part IX, EDT) and the
supporting product information must set out the relative features and benefits of the product.

For products to be assessed as cost-effective the applicant must state the comparator
products in their evidence and the price should be in line with those already listed.

15



Alternatively, a new category or sub-category can be created in Part III, NIDT (Part IX, EDT)
if no category exists which already adequately describes the product in broad terms — either
clinical function or physical make-up. Cost is considered across a typical treatment regime
and evidence must be supplied to substantiate the claims. The comparator in this instance is
the current standard practice, and evidence must be submitted to demonstrate the cost-
benefit of using this product over a current standard product across a typical treatment
regime. Price will then be agreed.

Problem with current arrangement
Cost-effectiveness can be difficult to determine

The assessment process to confirm cost-effectiveness is limited to ensuring either a product
is compared against existing Part III, NIDT (Part IX, EDT) products in the most relevant sub-
category with the highest listed price used as the benchmark or by the claims of added
benefits by the company to justify a cost above the highest listed price for the most relevant
sub-category. Claimed product features and benefits are not validated with clinical experts or
patient representatives to assess the evidence, relative efficacy or patient benefit.

Evidence is sometimes poorly presented or difficult to obtain. This combined with the absence
of expert clinical review, or a patient perspective means that the justification for a price based
on an added value benefit cannot always be adequately assessed.

The assessment process does not adequately challenge the market price

Consequently, there is a risk that 1) products may be added into Part III, NIDT (Part IX, EDT)
which do not offer value and 2) products are rejected on the grounds of unit cost or unclear
information, possibly resulting from an inexperienced or under resourced applicant, when the
product may in fact deliver a wider cost benefit and/or may offer a significant improvement
to the quality of life of patients that is of real value.

The intention of the proposal is to ensure the HSC is receiving economic value from existing
products in order to be able to adopt new technologies that offer improved quality of life and
improved patient outcomes.
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