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Executive summary

Introduction

The current Scottish Medicines Consortium (SMC) submission process requires pharmaceutical
manufacturers to provide SMC with an estimate of the potential budget impact of their new product for
NHSScotland. Manufacturers estimate the net resource implications over the five years following a
product’s introduction, taking into account the product's acquisition cost and any direct effect on the use of
other resources. The budget impact estimates are not part of SMC decision-making on cost-effectiveness
but are intended to give NHS boards an indication of the financial implications if the product is accepted
for use. This report provides an analysis of the reliability of the budget impact estimates for a sample of
product submissions and reviews the experiences of NHS boards in the use of the budget impact
information provided by SMC in the Detailed Advice Document (DAD).

Method

Reliability of budget impact estimates

To review the reliability of the budget impact estimates for medicines within the evaluation sample
(n=207), the manufacturers’ estimates were categorised as high, medium, low budget impact or potentially
cost saving. This was based on the estimated budget impact for the product in NHSScotland at year 5
after its introduction (where high impact > £2 million, medium impact £0.5-£2 million and low impact <£0.5
million). A sample of submissions (n=28) was selected to compare the manufacturers’ estimates with the
actual expenditure within NHSScotland. Submissions selected were full submissions for a product with a
single indication where usage was anticipated to be mainly in primary care. A further subset of these
submissions (n=20) was then critically appraised by two health economists to determine any variables

within the manufacturer’s estimate that may have affected its reliability.

Experience of NHS boards’ use of the budget impact information

The experience of NHS boards in the use of the budget impact information was captured through a
postgraduate project undertaken in collaboration with SMC during 2007. This involved a focus group with
representation from senior pharmacists and senior finance professionals (n=12) from 50% of NHS boards.
The focus group explored how the budget impact information is used and adapted locally and how it

contributes to local planning and decision-making. Potential areas for improvement were also considered.

Key findings

Reliability of budget impact estimates
The 207 submissions were categorised as follows: 18 (9%) were estimated to have a high impact on

NHSScotland resources; 31 (15%) a medium impact; 91 (44%) a low impact and 27 (13%) were estimated
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to lead to savings. In 40 (19%) of the submissions the budget impact estimate was unclear precluding

categorisation.

The comparison of the budget impact estimates with actual expenditure (n=28) highlighted variation, and
initial analysis identified a series of factors that may have contributed to this variation. These included:
restrictions in the SMC accepted advice that were not reflected in the manufacturer’s budget impact
estimate, causing overestimation of the budget impact; new safety information that may have affected
product uptake; unclear market penetration estimates or errors in calculation of estimates which made the
manufacturer’s estimate less robust; and lack of hospital utilisation information making expenditure data
incomplete. From these data it was, therefore, not possible to meaningfully compare the manufacturers’
estimates with the actual expenditure in NHSScotland.

The detailed critical review of a subset of these submissions (n=20) highlighted several issues with the
information provided by the manufacturer. The most common issues included: in 18/20 (90%) of
submissions the clinical trial drop-out rate was either not stated or not supported by the data presented in
the submission; and in 17/20 (85%) of submissions no rationale was given for the product uptake rate.
Less common issues included: inability to reproduce the figures in the calculation; errors noted in the
calculation; and inability to validate the incidence/prevalence data. A key theme was, however, that most
of the submissions had multiple issues.

Experience of NHS boards’ use of the budget impact information

The four key themes that emerged from the focus group discussions were: budget impact information is
an important part of the preparatory work for the managed entry of new medicines; budget impact
information is often locally adapted with the involvement of clinicians; clarity on derivation of the budget
impact estimates would be beneficial to NHS boards; and standard presentation format for the information
on budget impact within the SMC DAD would improve the usefulness of the information to NHS boards. It
was proposed that more detailed guidance for the manufacturers may improve the quality of information
SMC receives from the manufacturers.

Conclusion

This investigation has demonstrated that budget impact information is valued and used by NHS boards to
facilitate the local financial planning process and the effective introduction of new medicines. It also
revealed, however, significant weaknesses in the quality of the budget impact information currently
provided to SMC by the pharmaceutical industry. The manifold limitations in the budget impact data meant
that meaningful comparisons of the estimates with actual expenditure could not be made nor the reliability

of manufacturers’ estimates determined.

Affordability is not a consideration for SMC in reaching decisions on the clinical and cost effectiveness of
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new medicines but it is imperative that NHS boards consider the budget impact implications of those that
are ‘accepted for use’. Effective financial planning is critical to the managed entry of new medicines and
should facilitate patient access to cost-effective new medicines at the earliest opportunity after SMC
acceptance. More clarity on the methodology used to derive the budget impact estimates and more

consistent approach to the estimation of budget impact would, therefore, be beneficial to NHS boards.

Budget impact analysis is a challenging field; estimates are often based on multiple assumptions and
made within the context of an unpredictable clinical and financial environment. Recognising these
challenges, SMC should support and facilitate joint working between NHS boards and the pharmaceutical
industry to improve the budget impact estimates provided by the manufacturers and how these are
communicated to NHS boards.



Full report

Introduction

The Scottish Medicines Consortium (SMC) advises NHS boards and their Area Drug and Therapeutics
Committees (ADTCs) across Scotland on the clinical and cost-effectiveness of all newly licensed
medicines, all new formulations of existing medicines and new indications for established products

(licensed since January 2002).

As part of the current Scottish Medicines Consortium (SMC) submission process, pharmaceutical
manufacturers provide SMC with an estimate of the potential budget impact of the new medicine for
NHSScotland. Manufacturers estimate the net resource implications over the five years following a
product’s introduction, taking into account the product's acquisition cost and any direct effect on the use of
other resources, eg a requirement for additional clinical tests to determine whether a patient is eligible for
the treatment. The budget impact estimates are not part of SMC decision-making on cost-effectiveness
but are intended to give NHS boards an indication of the financial implications if the product is accepted
for use. The SMC economic assessor reviews the budget impact information provided and a brief

summary is included in the SMC Detailed Advice Document (DAD).

An Audit Scotland report (A Scottish Prescription: Managing the use of medicines in hospitals. July 2005)
noted that NHS board medicine budgets were still largely based on historical levels of expenditure and
recommended that SMC should continue to develop its work on estimating the anticipated budget impact

of new medicines.

This report provides an analysis of the reliability of the budget impact estimates for a sample of SMC
product submissions and reviews the experiences of NHS boards in the use of the budget impact
information provided by SMC in the DAD.

Method of study

Reliability of budget impact estimates

An agreed categorisation of budget impact was used to categorise all 207 products assessed by SMC
between January 2002 and December 2005 on the basis of the predicted net budget impact for
NHSScotland at year 5 provided in the manufacturer’s submission. If the year 5 figure was not available,
the maximum budget impact presented by the manufacturer for the product was used. Medicines were
categorised as high impact > £2 million, medium impact £0.5-£2 million, low impact <£0.5 million or

potentially cost saving.

A sample of submissions (n=28) was selected to compare the manufacturers’ estimates with the actual

expenditure within NHSScotland. Submissions selected were full submissions for a product with a single



indication that were ‘accepted for use’ or ‘accepted for restricted use’ and where usage was anticipated to

be mainly in primary care. Submissions were excluded for the following reasons:

e ‘Not recommended’ submissions - the actual budget impact was expected to be considerably lower
than estimated.

e  ‘Abbreviated’ submission - a full submission is required for any product that could potentially result in
a significant change in NHS resources.

e  Submissions for products used in hospital only - utilisation data for products used in hospital are not
readily available.

e Multiple licensed indications - available utilisation data do not allow the indication for the medicine to
be determined thus expenditure cannot be attributed to a specific indication.

e  Submissions where the manufacturer anticipated the product to be cost saving.

e  Submissions where the budget impact was unclear.

A ‘medicine profile’ was developed for each of the 28 medicines identified. The profile included: the SMC
advice; a description of the epidemiology of the indication for the medicine; NHSScotland medicines use
over time, annotated with key milestones; a comparison of the actual versus estimated manufacturer’s

budget impact; and potential factors that may be influencing medicines use within NHSScotland.

A further subset of these submissions (n=20) was critically appraised by two health economists to
determine any variables within the manufacturer’s estimate that may have affected its reliability. They
considered the assumptions stated in relation to the epidemiology of the condition to be treated, the
product costs, the anticipated uptake of the product and other factors potentially influencing uptake. In
addition, the reviewers attempted to reproduce the manufacturers’ estimates from the information
contained in the submissions. For each submission any discrepancies or omissions identified were noted

and categorised.

Experience of NHS boards’ use of the budget impact information

This was explored through a postgraduate project undertaken in collaboration with SMC during 2007. A
focus group was held to gather views and experiences relating to the use of budget impact advice on new
medicines provided by SMC (in the DAD as well as the more recently introduced annual forward look
horizon scanning report). All NHS boards were invited to participate. The participants involved were
purposively sampled based on their roles and responsibilities and were chosen to reflect the main groups
involved in using the budget impact information. A total of 12 participants, representing 50% of NHS
boards took part in the focus group. The key themes explored were:

e How SMC budget impact information is used locally.

e Processes used to define and adapt the information locally.

e Impact of the information on local planning and decision-making.

e How the budget impact information could be improved and how its use could be



supported to meet NHS board requirements.

Key findings

Reliability of budget impact estimates

The 207 submissions were categorised as shown in Table 1. A number of difficulties were encountered
during the categorisation process including the absence of a budget impact figure for year 5. In 40
submissions (19%) the budget impact estimate provided was unclear, often because it could not be

determined whether the figures presented related to the net or gross budget impact.

Table 1: Budget impact categorisation of products assessed by SMC Jan 2002 — Dec 2005 (n=207)

Category Estimated net budget impact for NHSScotland | Number of medicines (%)

atyear 5
| High > £2 million 18 (9%)

Medium £500,000 - £2 million 31 (15%)

Low < £500,000 91 (44%)

Savings The medicine is expected to lead to savings for | 27 (13%)
the NHS

Unclear The budget impact is unclear 40 (19%)

TOTAL 207

The comparison of the budget impact estimates with actual expenditure (n=28) is shown in Table 2 (page
13). Product names have been removed so that the manufacturer cannot be identified. This analysis
highlighted variation, and initial analysis identified a series of factors that may have contributed to this
variation. These included: restrictions in the SMC accepted advice that were not reflected in the
manufacturer’s budget impact estimate, causing overestimation of the budget impact; new safety
information that may have affected product uptake; unclear market penetration estimates or errors in
calculation of estimates which made the manufacturer’s estimate less robust; and lack of hospital
utilisation information making expenditure data incomplete. From these data, it was, therefore, not
possible to meaningfully compare the manufacturers’ estimates with the actual expenditure in
NHSScotland.

The detailed critical review of a subset of these submissions (n=20) highlighted several issues with the
information provided by the manufacturer. These are categorised and quantified in Table 3 (page 15).
Product names have been removed so that the manufacturer cannot be identified. Products are listed in
chronological order of the SMC review date, ie product 1 is the earliest of the submissions reviewed. No
detailed analysis of trends over time has been undertaken but there is no obvious pattern to indicate that
the quality of budget impact information in the submissions is either improving or declining. Examples of
the issues with information provided by the manufacturer included:

e  The manufacturers’ submissions were often incomplete or in some cases incorrect with regard to key

information required to estimate budget impact.



Estimates of patient numbers, annual treatment cost and total expenditure were not always reported.
Information about treatment duration was often limited, eg it was often not specified whether
treatment was acute or chronic.

The dose of the product used to estimate cost was often not clear.

The year that the stated budget impact estimate referred to was sometimes not clear.

The source of prevalence and incidence data for the condition to be treated was often unclear and
inconsistencies were noted.

Estimated uptake of the product was often unclear or not stated.

Market share estimations were frequently optimistic. This may be particularly true for medicines
‘accepted for restricted use’, since budget impact estimates provided by the manufacturer may not
assume any restrictions on the product’s use.

There were arithmetical errors in some calculations.

The most common issues included: in 18/20 (90%) of submissions the clinical trial drop out rate was either

not stated or not supported by the data presented in the submission; and in 17/20 (85%) of submissions

no rationale was given for the product uptake rate. Less common issues included: inability to reproduce

the figures in the calculation; errors noted in the calculation; and inability to validate the

incidence/prevalence data. A key theme was, however, that most of the submissions had multiple issues.

Experience of NHS boards’ use of the budget impact information

The key themes that emerged from the focus group were:

A budget impact analysis is an important part of the preparatory work for the managed entry of new
medicines. The information provided allows NHS boards to use the health economic and budget
impact data to greater effect in their financial planning. It is expected that this information will become
increasingly important in future due to constraints on resources.

The SMC advice and the information provided in the DAD provide the foundation of the local
formulary process in the majority of NHS board areas. The budget impact section is often locally
adapted with the involvement of clinicians enabling the production of revised estimates to the budget
impact.

There needs to be clarity around how the budget impact estimates have been derived, for example,
whether it considers the impact on the drug budget only or the overall healthcare budget. If the drug
budget perspective is used there is a need for additional information on other implications, eg
reduction of drug use due to replacement; increase of other drug use due to side effects; and impact
on day hospital spaces etc.

The development of guidance on budget impact analysis particular to Scotland would improve the
information received from the companies and increase the usefulness of this part of the submission.
A revision of how the information is requested may be appropriate.

The section within the SMC DAD should be standardised to ensure that specific core information is
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included consistently across advice issued. This should include estimated patient numbers, estimates
of the rate of uptake and information on the service implications.
e Consideration should be given to linking or comparing the budget impact estimates generated

through the horizon scanning programme with those in the company submission.

Discussion

This investigation validates experience within SMC to date that estimating the financial impact of new
medicines is challenging and subject to considerable uncertainty. Although affordability is not a
consideration for SMC in reaching a decision on a product’s clinical and cost effectiveness, for many
products accepted by SMC, particularly innovative new medicines, NHS boards need to consider the
number of eligible patients and the associated cost of their introduction in the local population. The budget
impact of a new medicine cannot be calculated using a scientific formula; many factors can have a
bearing on the extent to which a new medicine will be used in practice. There are significant challenges
involved in predicting, for example, the rate of uptake of innovative treatments. Anecdotally, it is perceived
that the uptake rate of new medicines may vary according to the type of product and the sector it is used
in, however historical data on trends in medicines use over time are lacking. In this study, manufacturers’
predictions on the rate of uptake for a new product were often unsupported by current medicines
utilisation data and appeared to be made in isolation. The availability of improved data on the clinical use
of medicines across NHSScotland would support processes for both estimating and analysing a product’s
estimated budget impact. There is a need to explore general trends in medicines use, in both primary and
hospital care, across the Scottish population and consider whether the findings could support improved
techniques for estimating budget impact. Recognising these challenges within the NHS and
pharmaceutical industry is important and necessary. However, a more robust approach to the provision of
budget impact information offers the potential for more rapid access to new medicines for patients through
improved financial planning. These challenges should, therefore, not be a barrier to SMC working with key
stakeholders in NHS boards and the pharmaceutical industry to improve current processes and
methodology for estimating the budget impact of new medicines.

Conclusion

This investigation has demonstrated that budget impact information is valued and used by NHS boards to
facilitate the local financial planning process and the effective introduction of new medicines. It also
revealed, however, significant weaknesses in the quality of the budget impact information currently
provided to SMC by the pharmaceutical industry. The manifold limitations in the budget impact data meant
that meaningful comparisons of the estimates with actual expenditure could not be made nor the reliability

of manufacturers’ estimates determined.

Affordability is not a consideration for SMC in reaching decisions on the clinical and cost effectiveness of

new medicines but it is imperative that NHS boards consider the budget impact implications of those that
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are ‘accepted for use’. Effective financial planning is critical to the managed entry of new medicines and
will facilitate patient access to cost-effective new medicines at the earliest opportunity after SMC
acceptance. More clarity on the methodology used to derive the budget impact estimates and more

consistent approach to the estimation of budget impact would, therefore, be beneficial to NHS boards.

Budget impact analysis is a challenging field; estimates are often based on multiple assumptions and

made within the context of an unpredictable clinical and financial environment. Recognising these

challenges, SMC should support and facilitate joint working between NHS boards and the pharmaceutical

industry to improve the budget impact estimates provided by the manufacturers and improve their
communication to NHS boards.
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