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Summary

Overview of our provisional findings

1. The Competition and Markets Authority (CMA) has provisionally found that
Cochlear Limited’s (Cochlear’s) proposed purchase of the hearing implants
division (Oticon Medical) of Demant A\S (Demant) (the Merger) may be
expected to result in a substantial lessening of competition (SLC) in the
supply of bone conduction solutions (BCS) in the UK.! This could lead to
poorer patient outcomes, with patients potentially facing less choice, reduced
quality or reduced product innovation, as well as the potential for higher prices
for the NHS.

2. In accordance with our Terms of Reference (see Appendix A) and following
consultation on our Issues Statement (published on 20 January 2023), we
have examined the competitive effects of the Merger in relation to the supply
of BCS in the UK.?

3. We welcome views on our provisional findings, which will be published
shortly, by no later than 17:00 (UK time) on 11 May 2023.3

4. The Notice of possible remedies sets out our initial view that prohibition is
likely to be an effective remedy to the SLC and/or any resulting adverse
effects, consisting of either prohibition of the sale of Oticon Medical to
Cochlear (full prohibition) or prohibition of the sale of the BCS business of
Oticon Medical to Cochlear (partial prohibition). At this stage we have not
identified any other remedies that would be likely to be effective, however we
will consider any practicable remedies to the SLC and/or any resulting
adverse effects that are put forward. We invite submissions on these initial
views by 17:00 (UK time) on 4 May 2023.4

Who are the businesses and what products do they provide?

5. Cochlear manufactures and supplies hearing devices used by healthcare
professionals to treat a range of types of hearing loss, with a particular focus
on cochlear implants (Cl) and BCS (together, hearing implants).®

" We refer to Cochlear and Demant collectively as ‘the Parties’, and post-Merger to Cochlear and Oticon Medical
collectively as ‘the Merged Entity’.

2 In its phase 1 investigation of the Merger, the CMA found that the Merger gave rise to a realistic prospect of an
SLC in relation to the supply of BCS in the UK, but not in relation to the supply of cochlear implants in the UK.
3See the Notice of provisional findings published on Cochlear/Oticon Merger Inquiry for details.

4 See the Notice of possible remedies published on Cochlear/Oticon Merger Inquiry for details.

5 Final Merger Notice (FMN), paragraph 45.


https://www.gov.uk/cma-cases/cochlear-slash-oticon-merger-inquiry
https://www.gov.uk/cma-cases/cochlear-slash-oticon-merger-inquiry

Demant develops, manufactures and supplies hearing implants (both Cl and
BCS) through Oticon Medical.® Demant also supplies hearing aids, operates
clinics providing hearing care solutions, and supplies hearing diagnostic
products and audio solutions for enterprise, gaming and air traffic control.”

BCS are used in the treatment of conductive, mixed and single-sided hearing
loss. They bypass damaged parts of the ear by using a sound processor that
converts sounds into vibrations that are sent directly to the inner ear.? There
are two types of BCS products: Passive and Active. They differ in the way
they connect the transducer (that translates sounds into vibrations transmitted
through the bone) to the sound processor.

Our assessment

Why are we examining this merger?

8.

The CMA’s primary duty is to seek to promote competition for the benefit of
consumers.? It has a duty to investigate mergers that could raise competition
concerns in the UK, provided it has jurisdiction to do so.™

In this case, the CMA has jurisdiction over the Merger because the Parties’
overlapping activities meet the ‘share of supply’ jurisdictional test: the Parties
have a combined share of supply of BCS products in the UK of [90-100%].

What evidence have we looked at?

10.

11.

In assessing the competitive effects of the Merger, we looked at a wide range
of evidence that we considered in the round to reach our provisional findings.

We received submissions and responses to information requests from the
Parties and held hearings with each of Cochlear and Demant. We also
examined a significant volume of the Parties’ own internal documents, which
show how they run their businesses and how they view their rivals in the
ordinary course of business. These internal documents were also helpful in
understanding the Parties’ thinking at the time of the proposals for the Merger
and their plans for the future of their businesses.

6 FMN, paragraph 49.

7 FMN, paragraph 49.

8 FMN, page 2.

9 Section 25(3) Enterprise and Regulatory Reform Act 2013.

'0'In relation to anticipated mergers, sections 33 and 36 Enterprise Act 2002.
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12.

13.

We spoke to and gathered information from NHS purchasing authorities,
clinics that are responsible for selecting these products on behalf of patients,
competitors and other interested parties to understand the competitive
landscape and get their views on the impact of the Merger.

We also considered evidence from the Parties and third parties received
during the CMA'’s phase 1 investigation into the Merger.

What did the evidence tell us ...

... about what would likely have happened had the Merger not taken
place?

14.

15.

16.

17.

18.

In order to determine what (if any) impact the Merger may be expected to
have on competition, we have considered what would likely have happened
had the Merger not taken place. This is known as the counterfactual.

Demant told us that it had taken a decision to exit the business for the supply
of hearing implants and that if it had been unable to sell the business, it would
have closed it down, while maintaining some services to people who already
had been fitted with its hearing implants, such as servicing and repairs of their
implants. Demant said that the Oticon Medical business had been loss-
making for some time; it was only a small proportion of Demant’s overall
business; and it was an unwelcome distraction from Demant’s core business
in hearing aids.

The Parties told us that Cochlear was the only potential purchaser who had
the scale needed to cover fixed costs, would be able to invest in the required
level of R&D, and would be able to provide an appropriate level of long-term
support for Oticon Medical’s existing patients.

We considered whether it was likely that Demant would have closed the
implant business, if it was unable to sell the business to Cochlear.

Oticon Medical has been loss-making. This was exacerbated by a product
recall for its Cl product in 2021 and by the Coronavirus (COVID-19)
pandemic, which effectively stopped most implant surgeries. There is no
evidence from the time the Merger was agreed of a decision to close the
Oticon Medical business. Demant provided evidence, which was prepared
after the announcement of the Merger, describing discussions at Board level
about a desire to exit the hearing implant business with a solution that would
ensure the best lifelong support for its patients.



19.

20.

21.

22.

Internal Demant management accounts from the time show the BCS business
to have been profitable and growing, a trend that has continued since the
announcement of the Merger. Internal Oticon Medical documents also show
that the development of a new Active BCS product (Sentio) to rival Cochlear’s
Osia product was continuing, despite challenges along the way.

The Parties provided evidence which was produced after the announcement
of the Merger to show that the BCS profitability may have been supported to
some extent by services from the wider Demant group and may have
benefitted from some costs shared with the CI side of the business. Our
provisional view is that this type of cross-business support is quite common
for large, multi-product businesses and is not evidence that Demant would
necessarily have had an incentive to close the business. Moreover, the
growing revenues in Oticon Medical’s existing Passive BCS implants and
processors, along with a potentially valuable IP asset in Sentio, make Oticon
Medical's BCS business potentially attractive to alternative purchasers,
whether as a standalone business or as part of the wider Oticon Medical
business.

Alternative purchasers expressed interest in Oticon Medical, particularly, but
not solely, in the BCS business. These potential purchasers continue to
express interest in the business.

We provisionally conclude that if the Merger did not go ahead, the most likely
counterfactual is that Oticon Medical would have continued to operate in the
BCS business, either as part of Demant or having been sold to an alternative
purchaser.

... about the effects of the Merger?

23.

24.

25.

We considered the degree of rivalry between the Parties in the supply of BCS
products. The Parties are the two largest BCS suppliers in the UK with a
combined market share of [90—-100%] in 2022. MED-EL UK LIMITED (MED-
EL) is the only other supplier in the UK.

The Parties told us that the sector is shifting from Passive BCS to Active BCS
at a significant rate. Oticon Medical does not currently have an Active BCS
product and the Parties told us that the future of Sentio is unclear.

The evidence from clinics and from the Parties’ internal documents shows that
Passive BCS products will continue to be prescribed to a significant
percentage of patients over the next two to three years, despite the increasing
use of Active BCS.



26.

27.

28.

29.

The evidence shows that the Parties are each other’s closest competitor in
relation to Passive BCS and competition from MED-EL’s Active BCS product
is significantly weaker. Our provisional view is that the Merger would likely
lead to a reduction in competition in Passive BCS by bringing together the
only two suppliers of Passive BCS products in the UK.

Our provisional view is that the Merger would also likely lead to a reduction in
competition for Active BCS products. Cochlear is by far the larger of the only
two existing suppliers of Active BCS products in the UK: MED-EL being the
other supplier. The evidence from Oticon Medical shows that the development
of Sentio, Oticon Medical’'s new Active BCS product, is progressing. If
launched, both Parties expect Sentio to compete with Cochlear’s Osia
product. In our view, internal documents show that Cochlear views Sentio as
a competitive threat and is already responding to that threat. Our provisional
view is that the Merger would likely result in the loss of that competition from
Sentio.

Contrary to the Parties’ view that BCS suppliers compete with providers of
other hearing solutions, our provisional view is that the evidence from clinics
and internal documents shows that competition from other hearing solutions is
limited.

Our provisional view is that the Parties currently impose an important
competitive constraint on each other that would be lost as a result of the
Merger. The market is already highly concentrated, and the Merged Entity
would face limited competition from other suppliers post-Merger.

... about the extent of buyer power against the Parties?

30.

The Parties told us that the NHS is the main buyer of BCS products in the UK
and has significant buyer power. With the exception of entry, which we cover
below, a customer’s buyer power depends on the availability of good
alternative suppliers it can switch to which in our provisional view would be
likely substantially reduced as a result of the Merger.

... about any countervailing factors?

31.

32.

We considered whether there are any actions which customers and/or
potential entrants could take to prevent or mitigate any SLC arising from the
Merger in the supply of BCS products in the UK.

We have not received any evidence on whether there are any Merger-
specific, rivalry enhancing efficiencies which benefit UK customers that would
be timely, likely and sufficient to prevent an SLC.



33.

Nor have we received evidence from the Parties or third parties that entry or
expansion, including that sponsored by the NHS, would be timely, likely and
sufficient to prevent an SLC.

... about the overall impact of the Merger on consumers and the
NHS?

34.

35.

Our statutory duty is to assess whether the Merger may be expected to result
in an SLC within any market or markets in the UK for goods or services. Any
such reduction in competition can have a potential impact on consumers.

In this case, we are concerned that the Merger could lead to poorer patient
outcomes, with patients potentially facing less choice, reduced quality or
reduced product innovation, as well as the potential for higher prices for the
NHS.

Provisional conclusions

36.

37.

Our provisional view is that the Merger will eliminate a major BCS competitor
from the market, that in addition to the Merged Entity only one BCS supplier
would remain, and that the competition from that supplier and other hearing
solutions would not be sufficient to offset the effects on competition of the
Merger. The loss of this competitor would significantly reduce the alternatives
available to the NHS and patients. We do not consider that entry or expansion
would be likely, timely and sufficient to prevent an SLC from arising.

For the reasons above, we provisionally conclude that the Merger may be
expected to result in an SLC in the supply of BCS products in the UK.



1.1

1.2

1.3

1.4

1.5

2,

Provisional findings

The reference

On 20 December 2022, the Competition and Markets Authority (CMA), in
exercise of its duty under section 33(1) of the Enterprise Act 2002 (the Act),
referred the anticipated acquisition (the Merger) by Cochlear Limited
(Cochlear) of the hearing implants division (Oticon Medical) of Demant A/S
(Demant) for further investigation and report by a group of CMA panel
members (the Inquiry Group).

Cochlear and Demant are together referred to as the Parties. For statements
referring to the future, Cochlear and Oticon Medical are referred to as the
Merged Entity.

In exercise of its duty under section 36(1) of the Act, the CMA must decide:

(a) Whether arrangements are in progress or in contemplation which, if
carried into effect, will result in the creation of a relevant merger situation;
and

(b) If so, whether the creation of that relevant merger situation may be
expected to result in a substantial lessening of competition (SLC) within
any market or markets in the United Kingdom (UK) for goods or services.

Our terms of reference are set out at Appendix A. We are required to publish
our final report by 5 June 2023.

This document, together with its appendices, constitutes the CMA’s
provisional findings published and notified to Cochlear and Demant in line with
the CMA'’s rules of procedure.'" Further information relevant to this inquiry
can be found on the CMA case page.'?

The Parties, the products and the Merger

The Parties

2.1

Cochlear is a public company listed on the Australian Securities Exchange
and headquartered in Sydney.'® Cochlear manufactures and supplies hearing
products globally, which treat a range of types of hearing loss, with a

™ CMA rules of procedure for merger, market and special reference groups (CMA17), Rule 11.
2 Cochlear/Oticon merger case page.
'3 Final Merger Notice dated 7 October 2022 (FMN), paragraph 45.
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2.2

particular focus on cochlear implants (Cl) and bone conduction solutions
(BCS)."* Cochlear's worldwide turnover in its 2021 financial year was
approximately £878 million, of which approximately £[¢<] million was
generated in the UK.'®

Demant is a global hearing healthcare and technology group headquartered in
Denmark and listed on the Copenhagen Stock Exchange.'® Demant develops,
manufactures and supplies hearing implants (both Cl and BCS) through
Oticon Medical."” Oticon Medical’'s worldwide turnover in its financial year
2021 was approximately £[¢<] million, of which approximately £[e<] million
was generated in the UK.'®

The products

Cochlear Implants

2.3

Cl are electronic products designed to replace a patient’'s damaged inner ear
or cochlea. Unlike hearing aids, which amplify sounds, Cl bypass the
functions of the middle and inner-ear structures and stimulate auditory nerves
directly.'® Cl consist of an external processor which contains a microphone to
pick up sound, a sound processor to convert those sounds into electrical
signals, and an internal implant which sends signals to the inner ear.?°

2.4  Cl are typically used for patients experiencing severe or total hearing loss.?"
Cl are classified as ‘Class I’ medical devices in the UK, 2 and the surgery
typically requires a general anaesthetic.

Bone Conduction Solutions

2.5 BCS are used in the treatment of conductive, mixed and single-sided hearing
loss. They bypass damaged parts of the ear by using a sound processor that
converts sounds into vibrations that are sent directly to the inner ear.22 BCS
rely on the stimulation of bones in the patient’s skull to bypass damaged outer
or middle ear structures.?* This is achieved through an external sound

4 FMN, paragraph 45.

5 FMN, paragraph 46.

6 FMN, paragraph 48.

7 FMN, paragraph 49.

8 FMN, paragraph 53.

9 FMN, paragraph 140.

20 FMN, paragraph 141.

21 FMN, paragraph 142(a).

22 FMN, paragraph 263; In the UK, medical products are classified into four risk levels (I, lla, llb and ), with

Class lll devices being the highest risk. See Chapter 2: Classification - GOV.UK for further information.

23 FMN, page 2.

24 FMN, paragraph 146.
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2.6

processor which converts sounds into vibrations that are sent through the
skull to the inner ear.2® BCS products can be subcategorised into:26

(a) Passive BCS: These rely on vibrations created by an external transducer
which are transmitted to an internal implant before travelling to the inner
ear.?” Passive BCS products generally use an abutment which penetrates
the skin to hold the sound processor in place.?® Passive BCS products are
usually categorised as Class Il medical products in the UK, and the
surgery typically involves a 10-20 minute procedure under local
anaesthetic.?°

(b) Active BCS: These use an internal implant or transducer to create the
necessary vibrations to stimulate bones in the inner ear to produce
sound. These products do not require an abutment and leave the skin
intact.3% Similar to a Cl, active BCS products are classified as Class IlI
products in the UK and typically require a general anaesthetic during
surgery.®'

(c) Non-Surgical BCS: These are typically used for children who are too
young for surgery, patients who cannot have surgery or patients who want
to sample BCS before adopting a surgical solution.3? These products
typically use a headband to hold an external sound processor in place
which will generate vibrations through the skin to the skull without an
implant.33

BCSs are suitable for patients with mild, moderate, moderately severe, or
severe hearing loss.3*

The Merger

2.7

On 25 May 2022, Cochlear agreed to acquire Oticon Medical for DKK
850 million (approximately GBP 100 million).3°

25 FMN,
2 FMN,
27 FMN,
28 EMIN,
29 FMIN,
30 FMN,
31 FMN,
2 FMN,
3 EMN,
3 FMN,
3 FMN,

paragraph 146.

paragraph 147

paragraph 147.

paragraph 147.

paragraphs 3 and 263.

paragraph 148.

paragraph 29; Third party responses to the CMA'’s questionnaire.
paragraph 186.

paragraph 155.

paragraph 146.

paragraphs 55 and 58. The GBP figure is derived from a conversion of DKK based on the Bank of

England exchange rate as of 12 September 2022 (GBP 1 = DKK 8.95920) (FMN, footnote 79).
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Merger rationale

2.8

3.1

3.2

Cochlear submitted that the strategic rationale for the Merger is to gain
increased scale to invest in hearing implants technological and clinical trials,
which would improve awareness of and access to hearing implants, provide
patients with clinical solutions better suited to their needs, and provide long-
term support to Oticon Medical’s Cl and BCS patients, in order to avoid
detriment to these patients and reputational damage to the industry.36

Relevant merger situation

This chapter addresses the first of the two statutory questions which we are
required to answer under section 36 of the Act and pursuant to our Terms of
Reference (see Appendix A), namely: whether arrangements are in progress
or in contemplation which, if carried into effect, will result in the creation of a
relevant merger situation.

The concept of a relevant merger situation has two principal elements: two or
more enterprises cease to be distinct enterprises within the statutory period
for reference;%” and the turnover test and/or the share of supply test is
satisfied.3®

Enterprises

3.3

3.4

The Act defines an ‘enterprise’ as ‘the activities or part of the activities of a
business’.?® A ‘business’ is defined as including ‘a professional practice and
includes any other undertaking which is carried on for gain or reward or which
is an undertaking in the course of which goods or services are supplied
otherwise than free of charge’.4°

Each of Cochlear and Oticon Medical is active in the supply of BCS products
in the UK and generates turnover worldwide and in the UK (see Chapter 2
above). Our provisional view is therefore that each of Cochlear and Oticon
Medical is a ‘business’ within the meaning of the Act and that, accordingly, the
activities of each of Cochlear and Oticon Medical are an ‘enterprise’ for the
purposes of the Act.

36 FMN, paragraph 62.

37 Sections 23 and 24 of the Act.

38 Section 23 of the Act.

39 Section 129(1) of the Act.

40 Section 129(1) and (3) of the Act.
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Ceasing to be distinct

3.5

3.6

3.7

3.8

The Act provides that two enterprises cease to be distinct if they are brought
under common ownership or common control.*!

The Merger concerns the acquisition by Cochlear of the entire issued share
capital of Oticon Medical’s legal entities, which are:

(a) Oticon Medical AB, a Swedish private limited liability company;
(b) Oticon Medical Maroc, a Moroccan limited liability company;

(c) Oticon Medical LLC, a US limited liability company incorporated in New
Jersey;

(d) Neurelec S.A.S, a French simplified joint-stock corporation; and
(e) Oticon Medical A/S, a Danish private limited company.*?

On completion of the Merger, Oticon Medical will be under the common
ownership and control of Cochlear*® Our provisional view is therefore that
arrangements are in progress or in contemplation which, if carried into effect,
will result in the enterprises of Cochlear and Oticon Medical ceasing to be
distinct.

The Merger has not yet completed, so Cochlear and Oticon Medical remain
independent enterprises. Our provisional view is therefore that the four-month
time limit (the statutory period for reference) for a relevant merger situation
under the Act is not engaged in the present circumstances.**

Turnover test

3.9

The turnover test is satisfied where the value of the turnover in the UK of the
enterprise being taken over exceeds £70 million.*® In this case, the turnover
test is not satisfied as the turnover in the UK of Oticon Medical does not
exceed £70 million (see Chapter 2 above). Our provisional view is therefore
that the turnover test in section 23 of the Act is not met.

41 Section 26 of the Act.

42 FMN, paragraph 56; Cochlear will also acquire certain other assets, including the relevant intellectual property
and the transfer of current employees employed within the above entities (FMN, paragraph 56(b)).

43 On completion of the Merger, Cochlear will have a 'controlling interest' in the Oticon Medical enterprise within
the meaning of that term in section 26 of the Act.

44 Section 24 of the Act. In summary, the four-month time limit applies only where the enterprises have ceased to
be distinct.

45 Section 23(1)(b) of the Act.
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Share of supply test

3.10

3.11

The share of supply test is satisfied where the merger would result in the
creation or enhancement of at least a 25% share of supply or acquisition of
goods or services of any description in either the UK or in a substantial part of
the UK.46

Cochlear and Oticon Medical overlap in the supply of BCS products in the UK,
with a combined share of supply, by value, of approximately [90—100%], with
an increment arising from the Merger of approximately [40-50%].4” Therefore
as a result of the Merger, the Merged Entity would have a combined share of
supply of more than 25% and the Merger would result in an increment in the
share of supply. Accordingly, we have provisionally found that the share of
supply test in section 23 of the Act is satisfied.

Provisional conclusion on the relevant merger situation

3.12

4.1

4.2

4.3

In view of the above, we have provisionally found that arrangements are in
progress or in contemplation which, if carried into effect, will result in the
creation of a relevant merger situation.

Counterfactual

Determining whether there is an SLC in the assessment of a merger involves
a comparison of the prospects for competition with the merger against the
competitive situation without the merger (which is referred to as the
counterfactual).*8

This chapter sets out our provisional conclusion on the appropriate
counterfactual to apply in our assessment of the effect of the Merger on the
supply of BCS products in the UK.

Our provisional conclusion is that, absent the Merger, the appropriate
counterfactual is the prevailing conditions of competition, ie that Oticon
Medical would most likely have continued to operate in the market for the
supply of BCS products in the UK (whether the BCS business of Oticon

46 Section 23 of the Act and paragraph 4.60 of Mergers: Guidance on the CMA’s jurisdiction and procedure
(CMA2 revised). The concept of goods or services of ‘any description’ is very broad. The CMA is required by the
Act to measure shares of supply by reference to such criterion or such combination of criteria as the CMA
considers appropriate (section 23(5) of the Act).

47 Based on 2021 figures. Table 5.5: Share of supply estimates for BCS products in the UK.

48 Merger Assessment Guidelines (CMA129), paragraph 3.1.
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Medical continued to operate under Demant’s ownership or under the
ownership of an alternative purchaser).

4.4  This chapter considers:
(a) the CMA’s framework for the assessment of the counterfactual;
(b) the Parties’ submissions on the relevant counterfactual; and

(c) our assessment of the appropriate counterfactual.

The CMA'’s framework for the assessment of the counterfactual

4.5 The counterfactual is an analytical tool used in answering the question of
whether a merger gives rise to an SLC.*° It provides the basis for a
comparison of the competitive situation with the merger against the
competitive situation absent the merger.>°

4.6  The counterfactual is not, however, intended to be a detailed description of
those conditions of competition that would prevail absent the merger.' The

detailed consideration of those conditions is relevant to our overall

conclusions, but they are better considered in the sections that deal with our

competitive assessment.®?> The CMA also seeks to avoid predicting the

precise details or circumstances that would have arisen absent the merger.3

4.7 In a phase 2 merger investigation, the CMA will select the most likely
conditions of competition as its counterfactual against which to assess the
merger.%* In its assessment of the counterfactual, the CMA may need to
consider multiple possible scenarios, before identifying the relevant

counterfactual.5® As part of this assessment, the CMA will take into account

whether any of the possible scenarios make a significant difference to the

conditions of competition; if they do, the CMA will ultimately select the most
likely conditions of competition absent the merger as the counterfactual.®® The

counterfactual assessment will often focus on significant changes affecting
competition between merger firms, such as entry into new markets in

CMA129
CMA129
CMA129
CMA129
CMA129
CMA129
CMA129
CMA129

49 Merger Assessment Guidelines
50 Merger Assessment Guidelines
51 Merger Assessment Guidelines
52 Merger Assessment Guidelines
53 Merger Assessment Guidelines
54 Merger Assessment Guidelines
55 Merger Assessment Guidelines
5 Merger Assessment Guidelines

, paragraph 3.1.
, paragraph 3.1.
, paragraph 3.7.
, paragraph 3.7.
, paragraph 3.11.
, paragraph 3.13.
, paragraph 3.13.
, paragraph 3.13.

,\,\,\,\,\,\,\,\
— — — — ~— — ~— —
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4.8

4.9

4.10

4.1

competition with each other, significant expansion by the merger firms in
markets where they are both present, or exit by one of the merger firms.%’

The CMA recognises that evidence relating to future developments absent the
merger may be difficult to obtain.58 Uncertainty about the future will not in
itself lead the CMA to assume the pre-merger situation to be the appropriate
counterfactual. As part of its assessment of the counterfactual, the CMA may
consider the ability and incentive (including but not limited to evidence of
intention) of the merging parties to pursue alternatives to the merger, which
may include reviewing evidence of specific plans where available.%°

The CMA may examine several possible scenarios to determine the
appropriate counterfactual, one of which may be the prevailing, or pre-merger,
conditions of competition, or conditions of competition that involve stronger or
weaker competition between the merger firms than under the prevailing
conditions of competition.®® An example of a situation where the CMA may
select a counterfactual different from the prevailing conditions of competition
is where the target is likely to exit the market absent the transaction under
review (the ‘exiting firm scenario’).

In forming a view on an exiting firm scenario, the CMA will apply the following
framework of cumulative conditions (and, as noted in paragraph 4.7, at phase
2 it will ultimately select the most likely conditions of competition absent the
merger as the counterfactual):

(a) Limb 1 - likelihood of exit: the firm is likely to have exited (through
failure or otherwise); and, if so

(b) Limb 2 - no alternative purchaser: there would not have been an
alternative, less anti-competitive purchaser for the firm or its assets to the
acquirer in question.62

The time horizon considered by the CMA when describing the counterfactual
will depend on the context and will be consistent with the time horizon used in
the competitive assessment.%3

57 Merger Assessment Guidelines (CMA129), paragraph 3.8.
58 Merger Assessment Guidelines (CMA129), paragraph 3.14.
59 Merger Assessment Guidelines (CMA129), paragraph 3.14.

61 Merger Assessment Guidelines (CMA129), paragraph 3.16 and see also paragraph 3.21.
62 Merger Assessment Guidelines (CMA129), paragraph 3.21.

( )7
( )7
( )
60 Merger Assessment Guidelines (CMA129), paragraph 3.2.
( )
( )
( )7

63 Merger Assessment Guidelines (CMA129), paragraph 3.15.
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The Parties’ submissions on the relevant counterfactual

Summary of the Parties’ submissions

4.12 The Parties submitted that the relevant counterfactual for the CMA’s
assessment of the Merger is not the prevailing conditions of competition.®4 In
particular, they submitted that:

(a) Demant would, on the balance of probabilities, have exited the ‘market’ for
hearing implants while maintaining some limited activities (in-house or
outsourced) in order to provide continued support to its installed base of
patients; and

(b) there was no alternative purchaser that would be able to take on
obligations to provide continuous lifetime support to Oticon Medical's
installed patient base or to make the necessary investments in research
and development (R&D) and in obtaining regulatory approvals to ensure
the cross-compatibility of Oticon Medical's installed implants with the
latest processors and platforms in a manner which provides ongoing and
future support and upgrades to patients.5°

The Parties’ submissions in relation to Limb 1 (likely exit of Oticon Medical
from the market absent the Merger)

4.13 The Parties submitted that Demant’s exit from the hearing implants business
was rational and inevitable, and that several factors influenced its strategic
decision to exit.5¢

The valuation of Oticon Medical and the BCS business

4.14 The Parties submitted that the value attributed by Cochlear to Oticon Medical
did not reflect Oticon Medical's value to Demant under its continued
ownership. In the Asset Sale and Purchase Agreement (ASPA), the BCS
business was attributed an Enterprise Value (EV) of DKK [<] million,
equivalent to almost GBP [¢<] million (as set out in Appendix D).

4.15 The evidence provided to us indicates that Cochlear’s valuation was based in
part on its assessment that the BCS business was growing and profitable.®”
The Parties told us that the transaction value did not equate to the value of

64 Parties’ response to Issues Statement, 3 February 2023, paragraph 1.1.

65 Parties’ response to Issues Statement, 3 February 2023, paragraph 1.1.

66 Parties’ response to Issues Statement, 3 February 2023, paragraphs 1.2 and 1.4.
67 See Appendix D.
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the assets transferring,® but rather demonstrated what Cochlear was willing
to pay to (i) ‘protect its investments in upholding the reputation of the hearing
implants sector’ and (ii) ‘increase scale and thereby generate better clinical
evidence needed’ to educate healthcare professionals (HCPs) on the benefits
of hearing implants, and grow the hearing implants market.®® The Parties
submitted that [6<].7°

The BCS business is not a significant part of Demant’s wider activities

4.16

The Parties submitted that it was commercially rational for Demant to decide
to discontinue the hearing implants business in its entirety, rather than only its
Cl business.”" Demant’s core business is the supply of hearing aids, a market
which the Parties told us is ‘fiercely competitive’, with hearing aids
manufacturers needing to invest significantly in R&D in order to develop
competitive products.”? The hearing implants business (Oticon Medical),
however, amounted to 3% of Demant’s total revenues in 2021. Demant
considered that continued investment in a loss-making business was an
‘unwelcome distraction’ from its core business in terms of costs, management
time, and risks, particularly given the requirement to provide lifetime support
to implant patients.”

Oticon Medical was loss making as a whole; the BCS business was not profitable on
a standalone basis

417

4.18

The Parties submitted that Oticon Medical had incurred [¢<] financial losses.”*
These losses are concentrated in the Cl business. However, Demant told us
that the profitability of the BCS business is overstated:’® this part of the
business is not sustainable on a standalone basis (ie outside of Demant), and
it is not possible to ‘profitably split up and retain’ parts of the Oticon Medical
business,’® were Demant to exit the Cl business.

More specifically, the Parties told us that an exit from the loss making ClI
business would have a negative impact on the BCS business, both in the
short and long term, and would result in the BCS business being
unprofitable.”” In particular, the BCS business benefits from significant

68 Parties’ response to Issues Statement, 3 February 2023, paragraph
69 Parties’ response to Issues Statement, 3 February 2023, paragraph
70 Parties’ response to Issues Statement, 3 February 2023, paragraph
" Parties’ response to Issues Statement, 3 February 2023, paragraph
2 Parties’ response to Issues Statement, 3 February 2023, paragraph
3 Parties’ response to Issues Statement, 3 February 2023, paragraph

1.3
1.3
1.3.
1.4.
1.4
1.4

74 FMN, paragraph 9(a).

75 Parties’ response to Issues Statement, 3 February 2023, paragraph 1.5(d).
76 Parties’ response to Issues Statement, 3 February 2023, paragraph 1.1.

7T FMN, paragraph 28.
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4.19

resources and staff that are provided from Demant’s core hearing aid
business, while the total shared capacity cost paid by the Cl business is
approximately DKK [¢<] million. In the short term, a significant proportion of
these costs would persist which would likely result in the BCS business being
unprofitable.”®

Demant submitted that no player in the hearing implants business restricts its
activities to BCS and the players are all present in Cl in order to achieve the
scale needed to succeed.”

Oticon Medical’s products lag behind rivals in respect of quality and other factors

4.20

The Parties submitted that Oticon Medical’'s products lag behind those of its
rivals on many performance metrics, and this gap has increased over time.8°
Innovation is key to competition in the hearing implants space and, over the
course of more than a decade of significant investment, Oticon Medical had
never been first to market’ with a key innovation and ‘could not deliver
products that had additional quality, cost, or price benefits over existing
competing technologies’.®' While Oticon Medical had invested in R&D with
respect to the BCS business, it had focussed on ‘synergies’ between sound
processors and its wider hearing aids business. Demant’s Active BCS
product, Sentio, would be [é<] compared to Cochlear’s existing product, and
[6<] with MED-EL’s.82

Oticon Medical was ‘behind the curve’ in innovation and would not have the ability to
compete in future as the market transitions towards Active BCS products

4.21

The Parties submitted that the market-wide transition from Passive BCS
products to Active BCS products represented a ‘paradigm shift’ in three critical
aspects that have heavily influenced Demant’s decision to exit the market:83

(a) First, it entails a move from producing a Class Il to a Class Ill medical
device which significantly increases quality assurance and regulatory
burdens, resulting in significantly higher regulatory approval and
compliance costs for Class Il compared to Class 11.84

(b) Second, bringing Oticon Medical’s Active Sentio product to market would
have required Demant to maintain relevant ‘know-how’ and its approved

78 Parties’ response to Issues Statement, 3 February 2023, paragraph 1.1.

° Parties' response to the AIS and WPs, 23 March 2023, paragraph 2.5.

80 Parties’ response to Issues Statement, 3 February 2023, paragraph 1.5(c).
81 Parties’ response to Issues Statement, 3 February 2023, paragraph 1.5(c).
82 Parties’ response to Issues Statement, 3 February 2023, paragraph 1.5(c).
83 Parties’ response to Issues Statement, 3 February 2023, paragraph 1.6.

84 Parties’ response to Issues Statement, 3 February 2023, paragraph 1.6(a).
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4.22

Class Ill manufacturing facility in Nice (which currently largely relates to Cl
business).® If the BCS business was operating on a standalone basis,
this would ‘[$<] reduce its gross margins’.8

(c) Third, the transition to Active, transcutaneous BCS products means:
(i) lost synergies with Demant’s hearing aids business and (ii) the BCS
business will take on a key feature of the Cl business in that patients will
require lifelong support from Demant.®”

The Parties told us that Sentio was a ‘stranded asset’ as Demant was not
prepared to make the lifelong commitment to support future potential patients.
The Parties told us that the project developing the Sentio product has [¢<] and
costs had [$<].88

The decision to exit has been announced and is final

4.23

The Parties submitted that Demant made public its decision to exit the hearing
implants market at the time of the announcement of the transaction,?® with the
news having been communicated to and accepted by staff, investors,
customers and HCPs.%

Demant’s decision-making process

4.24

4.25

On the basis of the above considerations, Demant told us that it had ultimately
concluded that the size of the ‘profit pool’ for hearing implants, the constraints
applied by national health systems and the demands and expectations of
HCPs ‘make it difficult for the market to sustain a fourth player that does not
bring significant qualitative, cost or price benefits’.®' It therefore determined to
exit the hearing implants sector.®> Demant told us that it wanted a solution
which would protect it from future customer claims, and it therefore needed to
find a buyer, for legal and moral reasons, who would continue supporting
patients.%

Demant’s board operates under a two-tier system made up of an Executive
Board (including the CEO and CFO) which is responsible for the day-to-day

85 Parties’ response to Issues Statement, 3 February 2023, paragraph 1.6(b) and Cochlear’s partial written
response to P2 s109 of 8 February 2023.

8 Parties’ response to Issues Statement, 3 February 2023, paragraph 1.6(b).

87 Parties’ response to Issues Statement, 3 February 2023, paragraph 1.6(c).

88 pParties’ response to Issues Statement, 3 February 2023, paragraph 1.7.

89 Parties’ response to Issues Statement, 3 February 2023, paragraph 1.8.

% Parties’ response to Issues Statement, 3 February 2023, paragraphs 1.8-1.10.

91 Parties’ response to Issues Statement, 3 February 2023, paragraph 1.11.

92 Parties’ response to Issues Statement, 3 February 2023, paragraph 1.11.

93 Parties’ response to Issues Statement, 3 February 2023, paragraphs 1.11-1.12.
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4.26

4.27

management of the business and a Board of Directors, which consists of eight
non-executives ([¢<]).

Demant submitted that, to avoid the risk of leakage and destabilisation of
Oticon Medical given that [¢<], the Executive Board believed that it must
present an orderly exit strategy before presenting the exit decision to the
Board of Directors — ‘this would reassure both [Oticon Medical]’'s employees
and its customers (including HCPs) that the business has a sustainable
future’.%4

Therefore, Demant submitted, prior to concluding that the best solution was to
exit the market via a sale, the Executive Board kept the decision to exit the
market strictly confidential, resulting in ‘the paucity of documentation around
the decision to exit as well as the straightforward and swift exercise to find a
suitable buyer’.®> Demant's Board of Directors subsequently authorised the
Executive Board (and more specifically Demant’s CEO, Sgren Nielsen) to
initiate discussions with other hearing implant manufacturers.%

Demant’s submissions in relation to Limb 2 (no alternative, less anti-
competitive purchaser)

4.28

4.29

4.30

Demant told us that there was no alternative purchaser that would have been
able to take on obligations to provide continuous lifetime support to Oticon
Medical's installed patient base, now or in the future.

The marketing of Oticon Medical was limited to other players active in the
hearing implants space (ie [¢<] and Cochlear), and Demant submitted that this
was as a result of its need to keep its decision to exit the hearing implants
sector strictly confidential. Had Demant conducted a public or more open
bidding process, it told us that this would have severely undermined the
confidence of HCPs and patients in using Oticon Medical’s implants.®”

Demant told us that the pool of potential acquirers was necessarily small
given the loss-making nature of Oticon Medical as a whole, and the ‘subscale’
nature of the hearing implants segment. Demant also told us that non-
specialist industry acquirers or financial buyers were considered inappropriate
for the following reasons:%

9 Parties’ response to Issues Statement, 3 February 2023, paragraph 1.13.
9 Parties’ response to Issues Statement, 3 February 2023, paragraph 1.15.
9% Parties’ response to Issues Statement, 3 February 2023, paragraph 1.15.
97 Parties’ response to Issues Statement, 3 February 2023, paragraph 1.17.
98 Parties’ response to Issues Statement, 3 February 2023, paragraph 1.19.
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(a) Companies outside of the hearing technology industry would be highly
unlikely to be successful in maintaining the required level of care for
Oticon Medical’s patients (assuming they were interested in acquiring
Oticon Medical).

(b) Hearing aid manufacturers not already active in the hearing implants
sector would not have had the necessary competencies, resources or
distribution networks to continue supporting Oticon Medical’s patients or
to manufacture and seek regulatory approval for Class Il devices.

(c) Financial acquirers would not be prepared to make the necessary
investments in R&D to support Oticon Medical’'s patient base. Oticon
Medical’s business model is not attractive to a financial buyer, which
would ultimately look to exit its investment. Financial investors are
generally unwilling to commit for the long-term to support patients on a
lifetime basis.

4.31 Of the potential acquirers approached as part of the sales process, the Parties
submitted that:

(@) [<].
(b) [<].

(c) Cochlear, therefore, was the only acquirer who could appropriately
support Oticon Medical’s patients.

Demant’s submissions on its plans, should the Merger not proceed

4.32 In respect of the BCS business, Demant told us that, should the Merger not
proceed, it plans to discontinue its activities in the BCS market including [<].
Demant has told us that it will discontinue the development of its Sentio
product and will not launch this in the market.®°

4.33 In respect of future sales, Demant told us that there may be some [¢<] in the
sale of current BCS products going forwards, provided that [¢<]. [¢<]. These
activities would take place against the backdrop of a market-wide shift
towards Active BCS products. '

4.34 Demant told us that Oticon Medical’s installed BCS patient base will be [¢<].
[<]. Demant submitted that there was a strong public interest to be

9 Parties’ response to Issues Statement, 3 February 2023, paragraph 1.24.
190 Parties’ response to Issues Statement, 3 February 2023, paragraph 1.25.
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considered by the CMA in terms of the future long-term wellbeing of Oticon
Medical’'s BCS patients. 0"

Our assessment of the counterfactual

4.35 The Parties have submitted that the counterfactual should be considered

4.36

under the ‘exiting firm scenario’.’%? As set out above, in forming a view on an
exiting firm scenario, the CMA will apply the following framework of
cumulative conditions:

(a) Limb 1 - likelihood of exit: the firm is likely to have exited (through
failure or otherwise); and, if so

(b) Limb 2 - no alternative purchaser: there would not have been an
alternative, less anti-competitive purchaser for the firm or its assets to the
acquirer in question.193

In relation to the exiting firm scenario at phase 2, the CMA will consider what
conditions of competition are most likely to have prevailed absent the
merger.104

Limb 1: would Oticon Medical likely have exited the market absent the Merger?

4.37

This section considers the evidence provided to us in relation to Limb 1 and
the key aspects of the Parties’ submissions. We first consider whether the
Oticon Medical business as a whole would have been likely to have exited the
market. We then consider what would likely have happened to the BCS
business of Oticon Medical.

Demant’s financial incentive to exit the hearing implants business

4.38

4.39

Appendix E sets out the financial performance of Oticon Medical, as a whole
and segmented for the Cl and BCS businesses, in the period 2019-2022.

The analysis shows that Oticon Medical (as a whole) has faced challenges
over this period associated with declining revenues and increasing operating
costs, particularly in [6<] spend. We note this is largely as a result of the
performance of the Cl business, which has seen [¢<] declines in revenue and
more marked increases in R&D costs over recent periods.

01 Parties’ response to Issues Statement, 3 February 2023, paragraphs 1.26-1.27.
102 Merger Assessment Guidelines (CMA129), paragraph 3.21.

103 Merger Assessment Guidelines (CMA129
104 Merger Assessment Guidelines (CMA129

, paragraph 3.21.
, paragraph 3.23.

~— —
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4.40 This overall assessment is illustrated by the following more detailed
observations:

(a) The BCS business saw relatively stable revenue performance over the
period included in our analysis (showing average annual growth'%® over
the period of [¢<]%), while the CI business’s revenue saw an average
annual decline of [<]% over the period (including a [¢<]% decline from
2021-22).

(b) The proportion of Oticon Medical’s total revenue arising from the BCS
business has increased over time. The BCS business’s revenue
comprised [<]% of Oticon Medical’s revenue in 2019, compared with
[<]% in 2022 (2021: [<]%).

(c) While the BCS business has provided the majority of Oticon Medical’s
revenue, the Cl business has generated the majority of certain categories
of operating costs, in particular R&D. In 2019, the CI business generated
[<]% of Oticon Medical’s total R&D spend, and this rose to [¢<]% by
2022 (2021: [<]%).

(d) Most significantly, the BCS business has consistently been profitable at
an EBIT'% |level over the period included in our analysis and, despite a
dip in 2021, has shown growth in profitability over the period. The BCS
business’s EBIT grew on average from 2019 to 2022 by [¢<]%, and by
[<]% from 2021 to 2022. Conversely, the Cl business has seen [<]
losses, which have increased at an annual average of [¢<]% (in total by
[<]%) from 2019 to 2022. In 2021, the CIl business saw an EBIT loss of
DKK [¢<] million, largely as a result of increasing [¢<] expenditure as
shown in Figure 1 in Appendix E.

4.41 The Parties have not submitted, and we do not have supporting evidence to
show, that Oticon Medical would likely have exited the hearing implants
business as a whole as a result of financial failure. As noted below, the
evidence provided to us to date implies that Oticon Medical would likely have
been profitable without the CI business.

105 Where we refer to ‘average annual growth’ in this chapter, we have used compound annual growth rate
(CAGR) to measure performance over several periods. CAGR gives an average yearly growth metric which aids
comparability across different companies by dampening the effect of volatility in performance over several
periods (as compared to a standard arithmetic mean).

106 EBIT means Earnings Before Interest and Tax and, in Demant and Oticon Medical’s presentation, is
equivalent to operating profit.
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Demant’s ability and incentive to support Oticon Medical

4.42

4.43

4.44

4.45

4.46

When assessing whether a firm would likely have exited the market because
of financial failure, we will also, where that firm is part of a larger corporate
group, consider the parent company’s ability and incentive to provide
continued financial support.'%”

Appendix E also provides a brief overview of the financial performance of the
Demant group. As noted at Figure 4.1, the majority of Demant’s revenue is
generated across its other activities, including in its ‘Hearing Healthcare’
division (which includes Diagnostics, Hearing Aids, Hearing Care and formerly
Hearing Implants or Oticon Medical), and its separate ‘Communications’
division, which focusses on audio and video solutions for business
professionals and gamers.'%® Demant has significant scale in the hearing
technology industry, has seen recent revenue growth, and is consistently
profitable over the period included in our analysis.

Based on the information provided to us, both (i) on the size and financial
performance of the Demant group and (ii) on the integration of Oticon Medical
within Demant, we consider that Demant had and is likely to continue to have
the ability to continue supporting the activities of Oticon Medical.

With respect to incentive, we note that, as illustrated in the Parties’
submissions, Demant considered it had a responsibility to the patients of its Cl
and BCS businesses to continue providing vital technology. As noted below, it
considered several options to sustain the future of the Oticon Medical
business, including [¢<]. We do not therefore have evidence of an incentive
for Demant to close the whole of the Oticon Medical business.

With respect to Demant’s incentive to support the BCS business in particular,
we note that the BCS business has a leading market position in the UK and a
prominent market position globally.'%® Based on the information Demant had
available to it on the performance of the BCS business, Demant is likely to
have considered it to have been generating income for the group. We
therefore consider that Demant was unlikely to have had the incentive, in late
2021, to pursue a strategy of closing down the BCS business.

Extent of evidence of decision to exit the hearing implants business

4.47

At phase 1, Demant provided the CMA with board members’ recollections of
board meetings leading up to the decision to exit, as well as copies of board

107 Merger Assessment Guidelines (CMA129), paragraph 3.28.
108 Demant Annual Report 2022.
109 FMN — Table 14B.
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minutes and notices produced between 1 June 2021 and 30 June 2022.110
The board’s summary of its recollections was produced in November 2022,
after the announcement of the Merger. We note, in this respect, that when

considering any exiting firm argument, the CMA will usually attach greater

weight to contemporaneous evidence in relation to the events at issue and
evidence that has not been prepared in contemplation of the merger.'"

4.48 We note further that a large part of the comments in these recollections of
discussions relate to concerns around the [¢<]. In a board meeting in August
2021, Demant submitted that [<].11? [¢<].1"® Demant noted that, in these
discussions, [¢<].1* We also note that concerns around the Oticon Medical
business were discussed in the context of exploring a range of solutions,
including the possibility of [¢<].""> Demant submitted that no decision was
taken at this time, and so this discussion was not recorded in the minutes to
this board meeting.''®

4.49 In a meeting of October 2021, the Demant board was briefed on an issue
relating to the ClI business’s Neuro Zti implants, which could result in a
voluntary field corrective action (essentially a product recall).’” Demant
submitted that the board resumed the discussion of the challenges associated
with [<], and it now became clear in the long term that Demant could not be
[¢<].1'® Demant told us that no decisions were made and this discussion was
therefore not recorded in minutes or in any other written communications.'"®

4.50 Following these discussions Demant submitted that, at a Chairmanship
meeting in October 2021, the Executive Board was given [¢<] to conclude on
the future of the Hearing Implants (Oticon Medical) business area, and that:

‘[]’_ 120
4.51 It was, therefore, decided that:

‘[]’_121

0 Annex A to the Parties Response to the P1 CMA Issues Letter of 10 November 2022.

"1 Merger Assessment Guidelines (CMA129), paragraph 3.24.

"2 Annex A to the Parties Response to the P1 CMA Issues Letter of 10 November 2022 — page 2.
113 Annex A to the Parties Response to the P1 CMA Issues Letter of 10 November 2022 — page 2.
114 Annex A to the Parties Response to the P1 CMA Issues Letter of 10 November 2022 — page 2.
15 Annex A to the Parties Response to the P1 CMA Issues Letter of 10 November 2022 — page 2.
116 Annex A to the Parties Response to the P1 CMA Issues Letter of 10 November 2022 — page 2.
"7 Annex A to the Parties Response to the P1 CMA Issues Letter of 10 November 2022 — page 3.
8 Annex A to the Parties Response to the P1 CMA Issues Letter of 10 November 2022 — page 3.
9 Annex A to the Parties Response to the P1 CMA Issues Letter of 10 November 2022 — page 3.
20 Annex A to the Parties Response to the P1 CMA Issues Letter of 10 November 2022 — page 3.
121 Annex A to the Parties Response to the P1 CMA Issues Letter of 10 November 2022 — page 4.
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4.52

4.53

The minutes of a board meeting of December 2021 record that the CEO of
Demant gave an update on the financial performance of Oticon Medical.'??
[6<].7122 The management had therefore ‘[<]'.124

We note that the recollections of discussions centred around various
transactions that might be entered into as an intended solution for Oticon
Medical’s difficulties (ie [¢<] or divesting the Oticon Medical business), rather
than any plans to close down the Oticon Medical business, or in particular the
BCS business. When considering evidence from board minutes, we observe
that discussions are in the context of Demant’s attempts to divest the Oticon
Medical business, and do not provide evidence of any decision to close the
business down.

The valuation of Oticon Medical and the BCS business

4.54

4.55

4.56

4.57

The valuation by Cochlear of the BCS business (see paragraph 4.14) and
Oticon Medical is explored in more detail in Appendix D. This appendix shows
that the BCS business was seen by Cochlear'? to be valuable, growing, and
profitable.

Further, we note that [¢<] provided the CMA with valuation analysis ([¢<])
which assessed the financial profile and potential performance of the BCS
business, describing the BCS business as ‘[¢<]’,'%¢ finding the BCS business
to be [¢<],'?” and [$<]."?® This assessment of value by a competitor of Oticon
Medical, on the face of it, is not consistent with the position that Demant
would have a financial incentive to close the business down without exploring
other options.

The CMA recognises that any valuation exercise necessarily assesses the
value of a business to the acquirer, and that the assessment of value to that
acquirer when considering the prospects for the business under its ownership
is generally likely to be greater than the price the acquirer is willing to pay (in
order to make the transaction financially attractive to an acquirer). Further, we
note that the value of Oticon Medical to a competitor of Demant would not
necessarily correspond to the strategic value of that business to Demant.

The Parties submitted that valuation analysis is not an appropriate basis to
judge whether Demant would have a financial incentive to exit the market by

122 Response to CMA P1 s109 of 30 September 2022 — ‘[¢<] — page 5.
123 Response to CMA P1 s109 of 30 September 2022 — ‘[¢<] — page 5.
24 Response to CMA P1 s109 of 30 September 2022 — ‘[<] — page 5.
125 |n addition, at phase 1, the CMA was informed by [¢<].

126 []

127 [<] response to CMA RFI dated 15 August 2022 — Annex B — page 2 — ‘[<]".
128 [3<] response to CMA RFI dated 15 August 2022 — Annex B. [<].
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4.58

4.59

4.60

4.61

way of closing the business.'?® However, our provisional view is that the
external perspective offered by assessments by Demant’s competitors
(including those assessments, underpinned by various due diligence
exercises, which influenced Cochlear’s decision to acquire Oticon Medical)
offer insight into other market participants’ perceptions of the business and its
prospects. These can be considered together with Demant’s own
assessments of Oticon Medical’s recent financial performance and strategic
potential.

In Cochlear’s assessment of the value of the Oticon Medical business, it
consistently attributed value to the ongoing Passive BCS business without
regard to [8<].13%.131 Cochlear also [<]. [6<].132

Cochlear submitted that its consideration of [¢<], and that Cochlear’s
assessments do not hold evidential weight in determining Demant’s actual
decision-making absent the Merger.'32 Cochlear further submitted that the key
financial aspects of its rationale focused on (i) increased investment in BCS to
enable it to better compete with alternative treatments and improve patient
access and (ii) [<].134

As further explored in Appendix D we note, in this respect, that [6<].13%

As noted above, the assessments of other market participants, although not
determinative of Demant’s decision-making process, do nonetheless offer
insight into others’ perceptions of: (i) Oticon Medical’'s operational
performance and (ii) the value of the assets of Oticon Medical (for example,
its intellectual property (IP) or strategic knowhow). We consider therefore that
these assessments provide insight into Demant’s likely incentives to close the
business without exploring alternatives. Contemporaneous evidence of
external perspectives on valuation is particularly helpful in enabling us to form
a judgement in a context where there is no contemporaneous evidence from
within Demant itself of incentives to close the business or a decision to that
effect.

129 Parties’ response to Annotated Issues Statement and Working Papers — paragraph 2.34.

130 EBITDA means Earnings Before Interest, Tax, Depreciation and Amortisation.

131 In Cochlear’s analysis and presentation, it conducted Net Present Value (NPV) analysis, assessing future
forecasts of the BCS business. This appears to be broadly equivalent to discounted cashflow (DCF) analysis.
132 For more detail, please refer to Appendix D.

133 Parties’ response to AlS and WPs — paragraph 2.37.

34 Parties’ response to AlS and WPs — paragraph 2.38.

185 Cochlear response to P1 s109 request dated 21 July 2022, [<].
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Significance of Oticon Medical (and the BCS business) to Demant’s wider activities

4.62 The Oticon Medical business was created by Demant through a series of
acquisitions and subsequent investment, including:

(a) In the case of the BCS business: the acquisition of the IP relating to BCS
technology in 2006 from Otorix, a Swedish innovation company which
focused on bone conduction R&D.'*8 The first Oticon Medical BCS
product (Ponto) was launched in 2009 following this acquisition, and the
Parties told us that Oticon Medical was an early innovator in BCS
products;'3” and

(b) In the case of the Cl business: the acquisition of Neurelec SA (Neurelec),
a French Cl specialist, in 2013."38 Owing to its origins, the Parties told us
that the CI business has a strong legacy presence in France, and French-
speaking North Africa, and has subsequently expanded into emerging
markets. 139

4.63 In Demant’s financial year ending in December 2021 (FY21), Oticon Medical
comprised 3% of Demant’s total revenues. In Demant’s reporting of the
financial year ending in December 2022 (FY22), it classified Oticon Medical
as a discontinued operation and did not present its results. However, our
analysis is that Oticon Medical’s contribution to Demant’s total revenue will
have remained largely consistent at 3% in 2022 (see Figure 4.1).

36 FMN, paragraph 51.

37 FMN, paragraph 51(a).

138 Oticon Medical — CMA teach-in presentation, 23 January 2023, page 9.
139 FMN, paragraph 51(b).
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Figure 4.1: Demant’s FY22 revenues across its business divisions

Hearing Implants/

Oticon Medical Communications

5%

3%
Diagnostics
1%
Hearing Aids
41%

Hearing Care
40%

B Hearing Aids O Hearing Care B Diagnostics

B Hearing Implants O Communications

Sources: Demant Annual Report 2022. Hearing Implants (Oticon Medical) performance was re-incorporated into the data, as
these are no longer presented in Demant’s reporting figures. This was incorporated using CMA analysis of Demant Internal
Document, Annex 5.1 to the Partial Response to Section 109 Notice Dated 8 February 2023, ‘[<].
Notes:
a) The chart above is a pie chart showing the proportions of Demant’s total revenue that it earned across its separate
activities in the year ending December 2022 (FY22).
b) Oticon Medical’s revenue (the Hearing Implants division) comprised approximately 3% of Demant’s total revenue in
FY22, shown in green.
c) The Communications division comprised approximately 5% of Demant’s total revenue in FY22, shown in yellow.
d) The Hearing Aids division comprised approximately 41% of Demant'’s total revenue in FY22, shown in dark blue.
e) The Hearing Care division comprised approximately 40% of Demant’s total revenue in FY22, shown in light blue.
f)  The Diagnostics division comprised approximately 11% of Demant’s total revenue in FY22, shown in teal.

4.64 We recognise that the Oticon Medical business comprised a small proportion
of Demant’s total revenues and was distinct in its activities (which involved
higher risk medical intervention), and so Demant would likely have considered
it to have been non-core to the wider corporate group.

4.65 In addition, Oticon Medical was loss-making as a whole (when accounting for
the Cl and BCS businesses together) and, given the nature of the hearing
implants sector and the requirement to provide lifetime support to implanted
patients, the ‘cost’ in terms of management time, regulatory burden, and
commitment would likely have outweighed financial ‘benefits’.

4.66 We recognise that Demant’s board might have sought strategically to pivot
away from the significant time and resource investment required for the
continuing operation of Oticon Medical (including the BCS business). Demant
described its board having ‘lost patience’ with Oticon Medical and ‘belief’ in its
future prospects having spent [¢<]% of management time on 3% of its
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4.67

business.'#° Demant told us that it faced ‘fierce competition in its core
[hearing technology] business’, and that this required ‘significant investment’
to remain successful.’#! It therefore no longer wanted to divert important
resources away from its core activities. MW&L Capital Partners (MW&L),
Demant’s lead advisers in the transaction process, told us that the sale of
Oticon Medical was [¢<].'42 Further, as noted by the Parties’ submissions and
illustrated in Figure 4.1 above, the BCS business, while profitable, makes only
a modest contribution to Demant’s overall financial position. ™43

We acknowledge that Oticon Medical represents a small part of Demant’s
overall operations, and was posing various challenges for Demant’s
management team. However, we do not consider that these factors by
themselves would have been likely to provide sufficient incentive for Demant
to close down Oticon Medical (and in particular the BCS business) absent the
transaction given (i) the nature of the business in terms of Demant’s
responsibilities with respect to patient care, and (ii) the data Demant had
available to it at the time the Merger was agreed showing that the BCS
business was growing and profitable. We do consider that this combination of
factors could have motivated Demant to pursue a sale of the business, and
there is evidence of a decision-making process to this effect and outcome
taking place in late 2021.

The financial performance of the BCS business

4.68

4.69

As set out above at paragraphs 4.17 to 4.19, Demant told the CMA that the
BCS business’s profitability was not reflective of its true performance, and that
the BCS business would not be profitable on a standalone basis (ie separate
from the Demant group and without the CI business).

The extent of the BCS business’s dependence on the Demant group

The evidence, from internal documents and views of third parties, shows that
the BCS business relies to some extent on resources from the Demant group:

(a) MWA&L told us that there is significant overlap in BCS products’ [¢<] and
[6<], and that this benefits the BCS business [$<].144

140 Demant Main Party Hearing Transcript — page 8, lines 9-14.

41 Parties’ response to the AIS and WPs, 23 March 2023, paragraph 2.10.

42 Note of call with third party - MW&L Capital Partners, paragraph 3.

143 Parties’ response to Annotated Issues Statement and Working Papers — paragraph 2.9.
144 Note of call with third party - MW&L Capital Partners - [$<], paragraphs 19-24.
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4.70

4.71

(b) Cochlear’s financial due diligence (FDD) report for the Merger prepared
by Ernst & Young (EY) [5<].14°

(c) Documents in the transaction virtual data room demonstrate that Demant
group entities act as [¢<] for the BCS business.'4¢

(d) Demant’s internal documents show that the BCS business benefits from
numerous Demant group benefits, particularly, as mentioned, in R&D and
in marketing and distribution.4”

As explored further below, Demant also submitted additional analysis during
the course of our investigation to outline benefits that Oticon Medical gains
from being a part of the Demant group, including:

(a) ‘Non-cash benefits’, which are difficult to quantify, such as brand
association with Demant’s hearing aid division (known as Oticon);48

(b) Intragroup shared services (eg legal, facilities management, knowledge
sharing);4°

(c) Specific cost benefits in relation to [6<];1%° and

(d) As noted at paragraph 4.69(a), R&D by Demant’s hearing aid division
benefiting the sound processor and other types of technology used by
Oticon Medical.'®"

We note that these types of interdependencies between a larger corporate
group and a subsidiary are a standard aspect of the way in which most large
companies operate. Many large corporate groups benefit from, and
strategically seek to maximise, cost synergies across their business activities
and product portfolios. While these group benefits could mean the BCS
business might be less profitable on a standalone basis (ie outside of
Demant), we do not consider the potential realisation and maximisation of
cost synergies demonstrates a need to close the business. As noted at
paragraph 4.46, Demant is likely to have considered the BCS business to
have been generating income for the Demant group in late 2021 (perhaps
partially as a result of favourable pricing arrangements and realised group
benefits), by way of revenue and profits.

145 Annex 435 to Cochlear’s response to P2 s109 request of 8 February 2023 — [<]".

146 Annex 8.10 to Demant’s response to P2 s109 request of 8 February 2023 - ‘[<]'.

147 Demant’s response to P2 s109 request of 8 February 2021, Q 1, [,<] — slides 1 -3.

48 Annex 433 to the Parties’ response to the AIS and WPs, dated 23 March 2023, pages 1 and 2.
49 Annex 433 to the Parties’ response to the AIS and WPs, dated 23 March 2023, page 2.

50 Annex 433 to the Parties’ response to the AIS and WPs, dated 23 March 2023, page 2.

51 Annex 433 to the Parties’ response to the AIS and WPs, dated 23 March 2023, page 2.
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4.72

4.73

The dependence of the BCS business on the Cl business

As noted at paragraph 4.18, Demant told us that only exiting from the loss-
making Cl business would have a negative impact on the BCS business in the
short and long term, and would result in the BCS business being
unprofitable. %2

With respect to this submission, evidence from internal documents and third
parties shows there is currently some operational and financial reliance by the
BCS business on the Cl business (and vice versa). For example:

(@)

(b)

(c)

(d)

Demant’s internal documents note significant shared employee costs
between the two business segments. 53

At an operating cost level, MW&L told us that distribution and
administrative expenses for the two businesses can be difficult to
separate, particularly because of staff costs (eg [¢<]) and with costs
associated with Oticon Medical’s [¢<] which are used by both the Cl and
BCS businesses. %

[<] described compatibility considerations around a business being
active in both Cl and BCS markets from a revenue generation point of
view, noting that clinicians generally work across both Cl and BCS
products (ie, for patients, Cl and BCS products have the same ‘call point’),
and sales teams therefore tend to work across both hearing implant
devices. However, in respect of the potential separability of the Cl and
BCS businesses, [¢<] of Oticon Medical that the Cl and BCS businesses
had begun as separate businesses before being brought into one brand
through Demant’s acquisitions.®® [<] noted that the two businesses had
largely separate manufacturing facilities and largely separate R&D
operations (which is reflected in our wider evidence).'®® It considered
therefore that, [6<].157

MED-EL explained to the CMA that a market participant offering only CI or
BCS products may be commercially viable, but it may be perceived by
customers as having too ‘narrow’ an offering, and this may impact its
performance over the long term. %8

152 FMN, paragraph 28.

153 Demant’s response to P2 s109 request of 8 February 2021, Q 1, [¢<] — page 9.
54 Note of call with third party — MW&L Capital Partners, [¢<].

55 Note of a call with a third party: [8<] — paragraph 15.

56 Note of a call with a third party: [8<] — paragraph 15.

57 Note of a call with a third party: [8<] — paragraph 15.

158 Note of a call with a third party: MED-EL — 8 February 2023 — paragraph 13.
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4.74

In the course of our investigation, we asked Demant for further evidence of
the extent of the BCS business’s financial dependence on the Cl business in
order to determine whether this had allowed the BCS business to appear to
be profitable ‘at face value’ across Demant’s management accounting data
but would mean the BCS business would not be profitable independent of the
Cl business.'® In response to our request, Demant provided the CMA with a
single high level analysis prepared by Demant following the announcement of
the Merger.

Figure 4.2: Demant’s analysis of the BCS business’s financial performance should Cl-related
costs be factored into its operating model

[+<]

Source: Annex DMT-V5-0000677 to Demant’s Response to Section 109 Notice Dated 8 February 2023.

[<].

4.75

4.76

4.77

Figure 4.2 shows that, as a result of increased operating costs originating
from the CI business, the BCS business would have incurred additional costs
of DKK [é<] million in 2021 if the CI business had been divested and would
therefore not have been profitable in 2021. Demant did not provide any
methodology, explanation, or data as to how these figures were calculated.
We are therefore not in a position to determine, on the basis of this evidence,
whether the BCS business would likely have remained profitable should
Demant have closed the Cl business only.

Further, when considering any exiting firm argument, the CMA will usually
attach greater weight to evidence that has not been prepared in contemplation
of the merger.'®° The Parties told us that this analysis, in particular, was first
prepared in July 2022, after the Parties had notified the CMA of the Merger
and after Demant had announced its decision to exit. When presented for
discussion with the CMA, Demant’s representatives were unable to provide
further detail as to how the analysis was produced.'®' We therefore consider
that this analysis was unlikely to have been significant for Demant’s decision
making, or to have influenced any decision by Demant to exit its activities in
hearing implants, including in the market for BCS products, in late 2021.

During the course of our investigation, Demant submitted further analysis of
why it considers BCS, within Demant, would not be profitable without the CI

business. This related to employee costs across the BCS and CI businesses
(see Table 4.1).

59 We asked for this because of Demant's initial submissions to us that the BCS business would not be profitable
absent the Cl business, as a result of approximately DKK [¢<] million of shared capacity costs.

60 Merger Assessment Guidelines (CMA129), paragraphs 3.24 and 2.29.

61 Demant Main Party Hearing transcript — page 24, lines 19-25.
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Table 4.1: Demant’s estimation of additional employee costs that would be allocated to the
BCS business if Cl were divested

(DKKm)
Category Estimated
additional cost

[X]
[] []
[<] []
%K] [X]

[X]
[¥] []
[¥] [¥]
%K] LN

[X]
[] []
[] []
[¥] [¥]
[5<] [5<]
%x] [X]
[<] K]

Source: Table 1 of the Parties’ response to the AIS and WPs, 23 March 2023, based on Oticon Medical’'s 2021 employee data.

4.78

4.79

4.80

Table 4.1 sets out Demant’s current view of additional staff costs of the CI
business which would be attributable to the BCS business if Demant were to
exit Cl only. This analysis implies that the BCS business, within Demant but
absent the CI business, would have incurred additional staff costs in 2022 of
around DKK [¢<] million. This would have reduced the BCS business’s 2022
EBIT from DKK [é<] million to around DKK [¢<] million, representing an [<]%
EBIT margin, which is above Demant’s group performance. 62

This analysis, based on Oticon Medical’'s 2021 employee data, was produced
in early 2023 for the purposes of our investigation. As previously noted, when
considering any exiting firm argument, the CMA will usually attach greater
weight to evidence that has not been prepared in contemplation of the
merger.'63

However, we do not consider, on the basis of this evidence, that overlapping
staff costs of the existing Passive BCS business and ClI business would have
incentivised Demant to close the BCS business at the time the Merger was
agreed. At this stage of our investigation, it is difficult to conclude more
broadly on the practical separability of the two businesses given the
unquantified nature of certain ‘revenue benefits’ that the BCS business may
gain from the Cl business, including for example ‘call point’ benefits and
market perceptions around the benefits of providing a full offering.

162 As shown in Table 1 of Appendix E, Demant achieved an EBIT margin of [$<]% in FY22. From FY19 to FY22,
EBIT margins ranged between [¢<] % to [<]%, averaging [$<]%.
163 Merger Assessment Guidelines (CMA129), paragraph 3.24.
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4.81

The Parties have not provided any evidence of documents or discussions
taking place at any level in Demant, either prior to the contemplation of the
Merger or since then (with the exception of the analysis prepared for the
purposes, and during the course, of our investigation), which raise concerns
about the apparent profitability of the BCS business or question the validity of
the financial data prepared at the time of the Merger and presented at
Appendix E. As noted, the evidence of Board discussions leading up to the
Merger, prepared for us based on recollections at the time, focuses on [<]
and does not mention BCS directly.

The potential shift towards Active BCS products and Oticon Medical’s Sentio product

4.82

4.83

4.84

4.85

As set out at paragraph 4.21 and 4.22, the Parties submitted that a move from
a Class Il to a Class Il device significantly raises the regulatory approval and
compliance requirements on medical device manufacturers, particularly in
light of the recent Medical Device Regulation. Demant also told us that
bringing the Sentio product to market would have required Demant to
maintain its current Class |l manufacturing facility (which relates to the CI
business), and that a move into the space for Active BCS products results in
the BCS business taking on a fundamental characteristic of the Cl business,
in that patients will require more substantial lifelong support.'64

More generally, Demant told us that it considered Sentio a ‘stranded asset’,
as any eventual launch was highly uncertain, and [<]."85 Demant submitted
that, absent the Merger, it has no intention of continuing to invest in the
project and will not bring the product to market. 66

As set out in Chapter 5, we have provisionally concluded that it is likely that a
significant proportion of patients will continue to receive Passive BCS
products in future and, consequently, sales of Passive BCS products are likely
to remain relevant for the Oticon Medical BCS business going forwards.

Nonetheless, Demant has submitted that presence in the market for Active
BCS products would be ‘crucial’ for the BCS business to remain a ‘credible
competitor’.’®” As considered in the Competitive Assessment chapter, we
have provisionally found evidence that the Sentio project faces some
challenges.'®® However, we also see evidence that, since its launch of a sales

64 Parties’ response to Issues Statement, 3 February 2023, paragraph 1.6(c).

165 Parties’ response to Issues Statement, 3 February 2023, paragraph 1.7.

166 Parties’ response to the AIS and WPs, dated 23 March 2023, paragraph 2.26.

67 Annex 433 to the Parties’ response to the AIS and WPs, dated 23 March 2023, page 3.
168 See paragraphs 5.101 to 5.106.
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4.86

process (in late 2021) and its announcement of the Merger, Demant
continued to invest in the Sentio project for commercial release, including:

(a) A development plan for the Sentio project, produced in October 2022
shows that the project remains well developed, since it refers to the
practical steps to be taken ahead of launch, including ensuring that the
system is [¢<], and ensuring that the product gains necessary regulatory
approvals. 169

(b) A forward-looking strategy document from around August 2022 shows
that, at a local management level, the Oticon Medical BCS business
expects to launch Sentio in [¢<] and that it has several plans for sales of
its Passive BCS products.'7°

During the early stages of our investigation, we received limited
contemporaneous evidence from Demant that the shift from Passive to Active
BCS products increases the reliance by the BCS business specifically on the
Cl business’s Class Il manufacturing facility in Nice. Demant initially provided
a simple historical breakdown of spending by the BCS business which relates
to this facility (see Table 4.2), but no evidence of how the BCS business
would rely on this facility if it were to launch Sentio.

Table 4.2: historical spend by the BCS business on the Nice manufacturing facility

(DKK “000)

Fy21 Fy22 FY23
R&D [<] [<] [<]
Distribution [<] [<] [<]

Source: Annex 2.1 to Demant’s response to P2 s109 of 8 February 2023 — ‘[<]'.

4.87

4.88

4.89

As set out in Table 4.2, over the period from 2021 to 2023 there is [<].

Demant subsequently produced analysis for the CMA which estimated the
cost of establishing a separate Class Il manufacturing facility to allow the
BCS business to develop Sentio for commercial release absent the Cl
business. As this was produced following the announcement of the Merger
and for the purposes of our investigation, it is unlikely to have influenced a
pre-Merger decision or provided a pre-Merger incentive for Demant to exit
from BCS products.

Demant estimates the cost of establishing a Class Il facility to be around
EUR [¢<] million (including all equipment costs, space for stock/ logistics,

169 Demant’s response to RFI (2), 10 January 2023, Q 11, [¥<], page 3.
170 Demant’s response to RFI (2), 10 January 2023, Q 11, [¥<].

37



office space, and a specialist ‘clean room’)."”" This is equivalent to
approximately DKK [¢<] million of upfront costs (which would be spread over a
ten year period to represent around DKK [¢<] million cost to the Statement of
Profit or Loss (P&L)"'7? each year).'”3 Demant also estimates an additional
[¢<] specialist employees would be required, at an average annual cost of
DKK [¥<], resulting in an additional DKK [<] million of annual costs.'”* These
costs are set out at Table 4.3.

Table 4.3: Demant’s expected yearly costs required to establish a Class lll facility
(DKKm)

2023 forecast 2024 forecast 2025 forecast

Depreciation and amortisation of facility and equipment [<] [<] [<]
Cost of additional employees needed [<] [<] [<]
Total yearly cost of a Class Il facility [] [] []

Source: Parties’ response to the AIS and WPs, 23 March 2023, Table 2.

Demant assumes staff costs increase each year in line with European Commission inflation predictions for Denmark (4.4% in
2023, 2.5% in 2024, held at 2.5% thereafter).

While capital expenditure (ie upfront investment) is represented by depreciation, it appears that these are also assumed to be a
‘proxy’ for ongoing capital expenditure, as these are assumed to increase in line with European Commission inflation
predictions similarly with staff costs.

4.90 Demant submitted that, as a result of the additional costs shown at Table 4.3,
combined with the uncertainty of the timing of Sentio’s release, it would have
‘no incentive’ to continue running the BCS business absent the Cl business
(ie if it exited the Cl business alone).'”®

4.91 Our provisional view is that any new development project would require an
up-front investment in the short to medium term to generate future returns, as
Demant experienced when it first launched the BCS business.'’® While any
investment in a product launch would be unlikely to generate cash in the short
term, we do not consider that this alone would incentivise Demant to
discontinue the BCS business or halt the development of Sentio.

4.92 Further, as discussed at Appendix F, Demant submitted this to us as part of a
business plan, prepared for the purpose of our investigation, to demonstrate
the impact on profitability of investing to launch the Sentio product. While this
analysis accounts for the impact on profitability of the anticipated costs
related to Sentio, it does not include any expected revenues associated with
the launch of Sentio. The analysis, therefore, appears to give an

71 Annex 433 to the Parties’ response to the AIS and WPs, dated 23 March 2023, page 3.

172 ‘p&|’, or Statement of Profit or Loss, is a measure of a business’s performance which assesses its income
and expenditure over a period of time.

173 Annex 433 to the Parties’ response to the AIS and WPs, dated 23 March 2023, page 3.

74 Annex 432 to the Parties’ response to the AlS and WPs, dated 23 March 2023, [<].

75 Parties’ response to the AIS and WPs, dated 23 March 2023, paragraph 2.18.

76 Demant Annual Report 2011 — pages 4, 6 and 12 describe the success of the newly established BCS
business and how the BCS business has started contributing positively to group earnings following two years in
the market.
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4.93

4.94

4.95

unrepresentative and incomplete account of the BCS business’s expected
financial performance with Sentio’s commercial release.

As noted in the CMA’s Merger Assessment Guidelines, the CMA seeks to
avoid predicting the precise details or circumstances that would have arisen
absent the Merger,'”” such as the extent to which Sentio is likely to be a
commercially successful product.

However, on the basis of the analysis presented to us, we consider that
Demant is unlikely to have been disincentivised to continue with the Sentio
project. Demant subsequently told the CMA that, should the Merger not
proceed, it plans to continue investing to complete the Sentio development
project (ie ensure the product is ready for commercial release) but would
‘keep it in the box’.'”® The analysis presented to us implies that a move into
Active BCS products would increase the reliance of the BCS business on the
Cl business as it exists today (ie it would forego additional costs of
establishing a separate facility). However, Demant’s updated analysis
exploring the potential costs of establishing a separate Class Il facility to
develop the product (i) does not imply that such a plan would be unfeasible,
and (ii) envisages the BCS business establishing this facility absent the Cl
business, reducing the BCS business’s ongoing reliance on the former.

In summary, while there are regulatory hurdles, costs and other investments
associated with (i) a move from a Class |l to a Class Il device, and (ii) any
long-term R&D project, we have seen significant evidence that Demant would
have continued to develop Sentio, including with a view to commercial
release, and that this would likely have been the case irrespective of the
position in relation to the Cl business. Further, as evidenced by third party
feedback'”®, demand for Passive BCS products is likely to continue to provide
income for the BCS business in the period before Sentio is ready for
commercial release.

Perceptions of the separability of the Cl and BCS businesses

4.96

While the views of the Parties and their advisers are not determinative for the
CMA’s assessment of the separability of the two businesses and whether they
could compete effectively on a standalone basis, Cochlear and Demant
appeared to consider that [<]. In particular, they agreed to certain [<].

77 Merger Assessment Guidelines (CMA129), paragraph 3.11.
78 Demant — Main Party Hearing Transcript — page 63, line 1.
179 Please see chapter 5, including paragraphs 5.77 to 5.93.
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4.97 [3<].180 [5<].181

4.98 The Parties have submitted that these provisions [¢<],"8? [<].183 The Parties
also submitted that [¢<], as contemplated by the Asset Sale and Purchase
Agreement (ASPA), was agreed before Cochlear was able to conduct any
meaningful due diligence on the financial performance of Oticon Medical. 84

4.99 However internal documents (including internal and external due diligence
reports) do not provide any evidence of a change in assessment of the
feasibility of [¢<]. By contrast, the following evidence indicates that the Parties
and their advisers considered that [¢<] was feasible and would likely remain
so:

(a) Most significantly, Demant considered these provisions to be viable at the
time the Merger was agreed (simultaneous with its announcement that it
would exit the hearing implants sector).

(b) The financial due diligence report commissioned by Cochlear and
conducted by EY notes [$<].185

(c) MWA&L told the CMA that it was not aware of any change in the Parties’
position with respect to the [¢<] since the signing of the transaction
documents.'® MWA&L told us that these provisions were put in place
[]_187

The position of Oticon Medical’s products relative to rivals in respect of quality and
other factors

4.100 As set out in Chapter 5, the evidence from internal documents and third
parties, including clinics and industry experts, does not suggest that Oticon
Medical's BCS products are viewed as lagging behind competing products in
respect of quality or other factors, and are preferred by some market
participants. For example, as set out in the competitive assessment chapter,
when asked whether they had a preferred or ‘go-to’ supplier for percutaneous
Passive BCS products, around two-thirds of clinics which expressed a
preference preferred Oticon Medical products.' Further, when asked about
their views on the likely impact of the Merger, ten clinics described the

180 FMN, Annex 201 — Agreed Form Asset and Share Purchase Agreement — Executed version, [<].
81 FMN, Annex 201 — Agreed Form Asset and Share Purchase Agreement — Executed version, [<].
182 parties’ response to AIS and WPs — paragraph 2.40.

183 Parties’ response to AIS and WPs — paragraph 2.39.

84 FMN, paragraph 32.

85 Annex 435 to Cochlear’s response to P2 s109 request of 8 February 2023 — ‘[<] — page 9.

86 Note of a call with a third party — MW&L Capital Partners — [¢<].

87 Note of a call with a third party — MW&L Capital Partners — [¢<].

188 Competitive assessment
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positive impact which Oticon Medical’s entry into the market had on factors
such as price and innovation. 8

Demant’s decision to exit the market and its public commitment to this decision

4.101

4.102

4.103

4.104

Demant told us that the decision to exit has been announced, is final, and has
been communicated to and accepted by staff, investors, customers and
HCPs. 1% Demant also told us that it would be ‘irrational’ not to follow through
with this decision given potential ‘reputational damage’ among customers and
investors. 91

As noted above, when considering any exiting firm argument, the CMA wiill
usually attach greater weight to evidence that has not been prepared in
contemplation of the merger. 9 The corollary of this is that the CMA will
usually attach relatively less weight to evidence relating to the operation of the
merged businesses after a merger agreement has been entered into. The
performance of a target business may, at least to some extent, reflect the fact
that a merger agreement has been entered into (notwithstanding that the
merger agreement, reflecting various legal obligations, will typically make
provision for that business to continue to be run in the same way between
signing and closing).

Notwithstanding this general approach, for completeness and in addition to
the evidence set out above on the ongoing development of Sentio, we set out
below evidence regarding Demant’s continued investment in the BCS
business since the announcement of the Merger and decision to exit. '3

We note in particular:

(a) Strong sales growth in the Passive BCS business and continued
investment by Demant in the BCS business’s operating cost spend (see
Figure 3 in Appendix E).

(b) This sales growth is partially attributed to Passive BCS product launches
which were subsequent to the announcement of the Merger.

(c) Internal documents subsequent to the announcement of the Merger which
show that the BCS business is planning for the future and maintaining its
momentum of business activities, rather than planning for a market exit

189 Response to the CMA questionnaire from a number of third parties, January 2023, question 12 [NHS clinics].
190 Parties’ response to Issues Statement, 3 February 2023, paragraphs 1.8-1.10.

91 Parties’ response to the AIS and WPs, dated 23 March 2023, paragraph 2.2.

192 Merger Assessment Guidelines (CMA129), paragraph 3.24.

198 We note that Demant has been subject to an Initial Enforcement Order since November 2022 which requires
that it maintains the competitive capability and viability of Oticon Medical.
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and product discontinuation should the transaction with Cochlear not
proceed.'®*

(d) Demant’s financial advisers (MW&L) for the transaction process, in their
own opinion, considered it [5<]. [<].19°

(e) When we questioned Demant, it was unable to give any clear time horizon
or outline for a proposed exit from the market for BCS products (absent
the Merger), indicating an exit could take ‘months or years’.'%

Provisional conclusions on Limb 1: would Oticon Medical likely have exited the
market absent the Merger?

4.105

4.106

4.107

4.108

Our provisional conclusion is that Demant was not likely to have closed down
Oticon Medical absent the Merger. In particular, we do not consider it likely
that Demant would have closed the BCS business absent the Merger. This is
for the following reasons.

First, we have seen no evidence that Demant had decided to close the
business absent the Merger.

Second, we have seen no evidence (and the Parties have not submitted) that
Oticon Medical would likely have exited the market for reasons of financial
failure. While, on the basis of the financial information provided to us, Oticon
Medical appeared to be loss-making as a whole, the scale of the reported
losses of Oticon Medical are very small compared to the Demant group’s
profitability and Demant had the ability to continue to support the business.
We therefore do not consider it likely that Oticon Medical (as a whole) would
have been unable to meet its financial obligations in the near future, and the
BCS business itself did not require Demant to fund any losses.

Third, we have seen no evidence of an incentive for Demant to exit the market
for BCS products. The BCS business is shown to be growing and profitable in
Demant’s management accounts, in its presentation of the BCS business to
potential purchasers and in financial due diligence commissioned by
Cochlear. It was also considered to be an attractive and growing business by
third parties in the transaction process. Given this, in late 2021, we consider
that Demant was likely — based on the information available to it — to have
considered the BCS business to be generating income for the group. We note
the analysis which was produced by Demant’s advisers for the purposes of

194 Demant’s response to RFI (2), 10 January 2023, Q 11, [K].
95 Note of a call with a third party — MW&L Capital Partners — [<]. [<].
196 Demant — Main Party Hearing Transcript, page 47 — lines 24-25, page 48, lines 20-23.
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4.109

4.110

our investigation,'®” positing that a hypothetical BCS business operating
within Demant, but without the CI business, may not have been profitable.
Taking this analysis at face value, we observe that the BCS business would
likely have remained profitable in 2022 factoring in the additional costs.
However, in any case, this analysis was produced after the agreement of the
Merger, and so cannot have influenced any decision to exit the market for
BCS products in late 2021.

Fourth, Demant agreed to provisions in the ASPA [&<], implying that it
considered at the time of its announcement that this would be a viable option
for the BCS business. Demant has indicated to us that it plans to continue
with development projects of the BCS business (including Sentio) should the
Merger not proceed.

Our provisional conclusion is therefore that Demant was not likely to have
closed Oticon Medical (including the BCS business) and was likely to have
had the ability and incentive to continue supporting the BCS business in the
short to medium term.

Limb 2: would there not have been an alternative, less anti-competitive,
purchaser for the BCS business?

4111

4.112

4.113

In forming a view on an exiting firm scenario, the CMA requires that both
limbs of the test are met. As our provisional conclusion with respect to Limb 1
is that it is likely that Demant would not have exited the market for BCS
products, it is not necessary to address Limb 2. Nevertheless, for
completeness, we consider below Demant's submissions on the absence of
alternative purchasers for Oticon Medical as a whole or for the BCS business
separately.

As noted at paragraph 4.12(b), Demant submitted that there would not have
been an alternative purchaser who would have been able to provide adequate
support to Oticon Medical’s installed patient base, now or in the future.%®

As noted at paragraphs 4.29 and 4.30, Demant told us that the process for the
sale of Oticon Medical was necessarily limited because: (i) Demant wanted to
avoid the risk of any information leakage on the sale which might raise
concerns of staff, professionals in the industry, or Oticon Medical’s patient
base; and (ii) the business as a whole was not [<], and so wouldn’t have

97 Merger Assessment Guidelines (CMA129), paragraph 3.24 provides that when considering any exiting firm
argument, the CMA will usually attach greater weight to evidence that has not been prepared in contemplation of
the merger.

198 Parties’ response to Issues Statement, 3 February 2023, paragraph 1.1.
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4.114

4.115

4.116

interested financial acquirers,'%° trade acquirers in the hearing technology
industry or trade acquirers outside of the hearing technology space.?%

Demant told us that it therefore considered it appropriate to only run a limited
sales process and approach a small number of potential purchasers. This
limited sales process does not provide sufficient evidence for us to conclude
on whether or not other purchasers would have been interested in Oticon
Medical’'s business (as a whole) if it had been more widely marketed at the
time, including to hearing technology firms outside of the specialist hearing
implants sector. The CMA in its phase 1 investigation sent brief high-level
questions to some broader hearing technology firms assessing their interest in
the Oticon Medical business as a whole, and none expressed interest.
However, we do not consider this to have significant evidentiary value given
that in this context these firms did not have access to financial or operational
data regarding Oticon Medical (and would not therefore have been in a
position to assess a potential acquisition).

Within the hearing implants specialism, two alternative purchasers have
informed us that they would have been interested in acquiring Oticon Medical
as a whole:

() [5<1.2°" [3).22

(b) Envoy Medical told us that it would have been interested in acquiring the
business as a whole or in part, and remains s0.203

Additionally, because Demant sought to divest the whole of Oticon Medical
(ie, the Cl and BCS businesses together, which were loss-making as a
combination), it was unable to test whether a hearing technology industry
purchaser may have been interested in the BCS business on its own. As
noted at paragraph 4.62, Demant itself started to supply BCS products, as a
non-specialist hearing technology manufacturer, through the acquisition of IP
from a Swedish innovation company in 2006. A standalone BCS business,
which was demonstrated to be growing, profitable and had a well-developed
project for the release of an Active BCS product, may have proven attractive
to a player in the wider industry. MW&L told us that, in their opinion, [6<].204

199 Demant submitted analysis to the CMA considering why the BCS business would be unattractive to a financial
acquirer if sold on a ‘standalone’ basis. We consider this analysis in Appendix F.

200 Parties’ response to Issues Statement, 3 February 2023, paragraph 1.19.

201 Note of a call with a third party - [¢<] — paragraph 14.

202 Note of a call with a third party - [¢<] — paragraph 14.

203 Note of a call with a third party — Envoy Medical — 9 March 2023 — paragraph 18.

204 Note of a call with a third party- MW&L Capital Partners, [¢<] — paragraph 13.
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Provisional conclusion on Limb 2: would there not have been an alternative, less
anticompetitive, purchaser for the BCS business?

4117

4.118

4.119

We note that the BCS business is growing and profitable, and as such may
have generated greater interest had Demant approached a broader pool of
potential purchasers. We also note that businesses in the wider hearing
technology sector have entered the hearing implants sector inorganically
(ie through an acquisition) in recent history, including Demant and Sonova.

One alternative purchaser told us that it had been interested in acquiring all of
Oticon Medical, or only the BCS business, during the transaction process.
Another third party told us that, had it been approached, it would have been
interested in Oticon Medical (as a whole or the BCS business only).

Our provisional conclusion is that, absent the Merger, it is most likely not the
case, for the BCS business, that there would not have been an alternative,
less anti-competitive purchaser (either on a stand-alone basis or together with
the Cl business).

Provisional conclusion on the counterfactual

4.120

5.1

5.2

In view of the above, our provisional conclusion is that the most likely
conditions of competition to be taken as the appropriate counterfactual in the
present case are the prevailing conditions of competition, ie that Oticon
Medical would most likely have continued to operate in the market for the
supply of BCS products in the UK (whether the BCS business of Oticon
Medical continued to operate under Demant’s ownership or under the
ownership of an alternative purchaser).

Competitive assessment

This chapter sets out our assessment of the competitive constraints which
exist on the Parties’ supply of BCS products. We assess whether the Merger
may be expected to lead to a significant reduction in competition between the
Parties by removing a competitor which previously provided a significant
competitive constraint and, in doing so, whether the Merged Entity would
likely have the ability and incentive to worsen or not improve its offering when
assessed against the position absent the Merger. This is a horizontal
unilateral effects theory of harm.

We first set out the background on how competition works in the supply of
BCS products in the UK before setting out the evidence we have gathered
regarding the existing and potential competitive constraints on the Parties,
and our assessment of the effects of the Merger on competition.
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5.3  This chapter should be read in conjunction with Appendix C.

Nature of competition for the supply of BCS products

5.4  The assessment of whether a merger gives rise to an SLC must be in terms of
an SLC ‘within any market or markets in the UK for goods or services’.?%® An
SLC can affect the whole or part of a market or markets. The Parties overlap
in the supply of BCS products in the UK,2% and we consider that it is
appropriate to assess the competitive effects of the Merger by reference to
this relevant market as it comprises the most important constraints on the
Parties’ overlapping products.?%’ In particular, we consider this to be the case
because:

(a) As shown below, the internal documents of the Parties and the views of
clinics show that the most important competitive constraints on the Parties
come from those providers supplying BCS products.2% In particular, as
outlined in paragraphs 5.54 and 5.55 below, clinics consider other hearing
solutions (including hearing aids, reconstructive or middle ear surgery,
middle-ear implants, CROS hearing aids, and non-surgical products) to be
relatively weaker substitutes for the Parties’ BCS products. References to
these other hearing solutions also feature considerably less than
references to BCS products in the Parties’ internal documents, in many
cases the former being referenced by way of context rather than as
competitive alternatives to the latter (see paragraphs 5.42 to 5.49 below
and Appendix C).

(b) Although the BCS products which are available to patients are those
which are offered in each clinic in line with the applicable national
framework, as outlined in paragraphs 5.13 to 5.33, the competitors and
competitive dynamics are broadly similar across the UK nations. In
addition, the Parties’ internal documents show that the Parties consider

205 The Act, section 36(1)(b) in relation to an anticipated merger; see also Merger Assessment Guidelines
(CMA129), paragraph 9.1.

206 |n technical terms, this overlap is our market definition. The assessment of the relevant market(s) is an
analytical tool that forms part of the analysis of the competitive effects of a merger and should not be viewed as a
separate exercise (Merger Assessment Guidelines (CMA129), paragraph 9.1). In view of the nature of the
competitive constraints assessed in this chapter, we think it is appropriate to take a simple approach to market
definition in this case and focus on assessing the strength of the most important (current and likely future)
constraints from different competitors or categories of competitors as part of the competitive assessment (Merger
Assessment Guidelines (CMA129), paragraph 9.5).

207 Merger Assessment Guidelines (CMA129), paragraph 9.5.

208 \We have included non-surgical products (as well as surgical products) on the grounds that, as outlined in
paragraphs 5.13 to 5.33, the conditions of competition for non-surgical products are broadly the same as for
surgical products, namely that these products are provided by the same three suppliers as for surgical products.

46


https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/1011836/MAGs_for_publication_2021_--.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/1011836/MAGs_for_publication_2021_--.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/1011836/MAGs_for_publication_2021_--.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/1011836/MAGs_for_publication_2021_--.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/1011836/MAGs_for_publication_2021_--.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/1011836/MAGs_for_publication_2021_--.pdf

5.5

5.6

competitive dynamics and shares of supply at a UK level, rather than on a
nation-by-nation basis.

In assessing the competitive effects of the Merger, where relevant, we take
into account constraints outside the relevant market, segmentation within the
relevant market, and other ways in which some constraints are more
important than others.2%°

We discuss in the next section how competition works in the supply of BCS
products. We first consider how the NHS procures BCS products; before
assessing the factors on which BCS suppliers compete.

How the NHS procures BCS products

5.7

5.8

5.9

5.10

The Parties primarily supply BCS products at the wholesale level, with sales
to the NHS accounting for over [¢<]% of the Parties’ sales.?'° The remaining
sales are made to private hospitals, retailers or private patients, and the
Parties have told us that this proportion is not expected to change in the
future.2' As such, the NHS procurement process is important for
understanding the nature of competition in the supply of these products.

To supply BCS products to NHS hospital trusts, suppliers must go through a
process to be listed on an NHS framework. Each UK nation is responsible for
maintaining its own procurement framework for BCS products which are
overseen by central procurement bodies, namely NHS Supply Chain (in
England), NHS Wales, the Procurement and Logistics Service of Northern
Ireland Health and Social Care (PaLS), and NHS Services Scotland (NSS).
These bodies are referred to collectively as Central Procurement Bodies.

Clinicians then decide which specific products from the applicable framework
to prescribe to a patient by considering a range of factors, including the
patients’ needs and preferences.?'2

NHS England procures BCS products on a nationally centralised basis
through NHS Supply Chain.2'® Whilst in theory, individual hospital trusts can

209 Merger Assessment Guidelines (CMA129), paragraph 9.4.

210 Cochlear’'s Response to the CMA’s S109, 10 January 2023, Q3 and 5, Annex 209 and Annex 210; and
Demant’s Response to the CMA’s S109, 10 January 2023, Annex 2.1 and Annex 3.1.

211 Cochlear’'s Response to the CMA’s $109, 10 January 2023, question 4 and Demant's Response to the CMA’s
S$109, 10 January 2023, question 4.

212 Note of a call with a third party, January 2023, paragraph 6 [NHS Supply Chain]. Separately a clinic in
England told us that their hospital had a Commissioning Group which made decisions about which products from
the framework they were able to prescribe to patients. Note of a call with a third party, January 2023,

paragraph 17 [Bristol Hospital].

213 FMN, paragraph 241.
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purchase BCS products directly from suppliers (ie rather than going through
NHS Supply Chain), in practice this is uncommon.2'#

5.11 BCS products are categorised as high-cost, tariff-excluded devices which
means that the cost of these products is funded centrally by NHS England.
Whilst individual clinics pay for these products, they are reimbursed by NHS
England.?'> Under the current visible cost model, which was introduced in
2021, clinics can see the cost of BCS products and can take this into account
in their decision-making.2'® This represented a change from the previous
zero-cost model where clinics could not see the cost of BCS products.?'” The
Clinical Commissioning Policy for BCS implants produced by NHS England in
2016 states that, where a patient is suitable for more than one BCS product,
the most cost-effective option must be selected by the clinician with patient
involvement.?'® The guidance does not, however, set out how clinics should
do this in practice.

5.12 In the other UK nations, funding is not centralised, and therefore the cost of
the BCS products which individual trusts/clinics purchase comes out of their
individual budgets.?"®

The factors on which BCS suppliers compete

5.13 As set out in the CMA’s guidance, the CMA will, in its merger assessments,
develop a general understanding of the competitive process, including of the
competitive parameters that are most important to the process of competition
in the relevant industry.?20

5.14 We have therefore considered the factors on which BCS suppliers compete:
first, to be listed on the framework agreement, and then, to be selected by
clinicians.

214 Note of a call with a third party, January 2023, paragraph 6 [NHS Supply Chain].

215 Note of a call with third party, January 2023, paragraph 6 [NHS Supply Chain] and Demant'’s response to the
CMA’s S109, 10 January 2023, question 9, ‘Business Review Meeting Q1 2021 UK Medical v2.6.pptx’ DMT-V4-
0009060, slide 38.

216 Demant’s Response to the CMA’s S109, 10 January 2023, Q7, 10, 11, 17, DMT-V3-0001472.pptx, slide 33.
217 Note of a call with third party, January 2023, paragraph 6 [NHS Supply Chain] and Cochlear’s Response to
the CMA’s S109 Q9 230120 Response to S.109.pdf.

218 Clinical Commissioning Policy: Bone conducting hearing implants (BCHIs) for hearing loss (all ages)
(Reference: NHS England: 16041/P), page 18.

219 FMN, paragraph 259; Business Services Organisation, Procurement and Logistics Service (BSO PaLS)
[Northern Ireland regional procurement body]’'s Response to the CMA’s RFI, 24 January 2023, question 2; and
Note of a call with a third party, February 2023, paragraph 3 [Scottish Regional Procurement Body].

220 Merger Assessment Guidelines (CMA129), paragraph 2.3.
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Competition to be listed on the framework

5.15 As outlined above, to supply BCS products to clinics, suppliers must be listed
on the NHS framework. Each UK nation is responsible for maintaining its own
framework:

5.16

(@)

(b)

(c)

(d)

In England, the current framework initially ran from 1 August 2020 until
1 July 2022 when it was extended for a further 24 months until 1 August
2024.%21

The current framework in Northern Ireland runs from 1 January 2023 to
1 January 2025, with the option to extend for up to 24 months to
1 January 2027.2%?

In Scotland, the current framework initially ran from 31 May 2018 until

30 May 2021. It was initially extended for a further 12 months until

May 2022, before subsequently being extended again until 31 May 2023.
It is now expected to be extended again until 31 May 2024.223

In Wales, the current framework runs from 1 January 2021 to
31 December 2023, with an option of an additional 12-month extension
until 31 December 2024.2%4

In England, the tender process for the framework is run by NHS Supply
Chain, with input from professionals with direct experience of BCS, and
operates as follows:

(@)

(b)

Suppliers must meet a set of minimum criteria. This includes factors such
as whether the suppliers have demonstrated their economic and financial
standing and technical and professional ability and that no people
connected with the organisation have been convicted of a serious
offence.??5

NHS Supply Chain then scores suppliers according to three factors:
quality, customer support and prices. In 2020, when the last tender
process was run, price was given a relative weighting of 70%, quality 19%

221 FMN, paragraph 229(a).

222 Business Services Organisation, Procurement and Logistics Service (BSO PaLS)’s Response to the CMA'’s
RFI, 24 January 2023, question 4 and 7.

223 Contract: NP667/17 Award of Bone Conduction -
https://www.publiccontractsscotland.gov.uk/Contracts/Contracts_View.aspx?id=543216; and Note of a call with a
third party, February 2023, paragraph 5 and 6 [Scottish Regional Procurement Body].

224 FMN, paragraph 229(c) and NHS Wales Shared Services Partnership’s Response to the CMA'’s RFI,

24 January 2023, question 4.

225 NHS Supply Chain’s Response to the CMA’s RFI, 24 January 2023, question 5b and Note of a call with a third
party, January 2023, paragraph 8 [NHS Supply Chain].
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and customer service 11%. Those suppliers whose total score met or
exceeded the threshold of 50% were listed on the framework.226

5.17 We understand that the framework process is broadly similar in the other UK
nations.??” We also understand that this process is not likely to materially
change in the future.??®

5.18 NHS Supply Chain told us that it seeks to maximise the number of suppliers
on the framework to increase clinicians’ choice of products.?2°

5.19 Three suppliers participated in the last tender process for BCS products in
each UK nation, namely Cochlear, Oticon Medical, and MED-EL, with all three
being successful.?3° The Central Procurement Bodies told us that they were
not aware of any other suppliers who were likely to participate in future
tenders.?3!

5.20 In addition, the Central Procurement Bodies told us that it was important for
them to ensure that Cochlear and Oticon Medical were on the framework.
NHS Supply Chain told us that if either Oticon Medical or Cochlear were not
on the framework, there would be ‘huge patient impact’.2? This was echoed
by NHS Wales which noted there would be short-term disruption if Cochlear,
the main supplier in Wales, was no longer available.?33 PaLS noted that, if
there was a supply issue with both Parties, the only alternative to the Parties
on the framework would be MED-EL.23* The NSS told us that it would prefer
at least one of Cochlear or Oticon Medical to be involved going forward.?*

5.21 Once on the framework for BCS products in England, suppliers are unable to
unilaterally increase prices. To increase prices suppliers must provide a
justification and seek the consent of NHS Supply Chain.23¢ Each party to the

226 Note of a call with a third party, January 2023, paragraph 8 [NHS Supply Chain]; and FMN, paragraph 229(a),
footnote 287: Supplies - 181042-2020 - TED Tenders Electronic Daily (europa.eu).

227 FMN, paragraph 230.

228 Business Services Organisation, Procurement and Logistics Service (BSO PalLS)'s Response to the CMA’s
RFI, 24 January 2023, question 7; NHS Wales Shared Services Partnership’s Response to the CMA’s RFl,

24 January 2023, question 7; and Note of a call with a third party, January 2023, paragraph 16 [NHS Supply
Chain].

229 Note of a call with a third party, July 2022, paragraph 3 [NHS Supply Chain].

230 Note of a call with a third party, January 2023, paragraph 16 [NHS Supply Chain] and NHS Supply Chain’s
Response to the CMA’s RFI, 24 January 2023, question 5a.

231 Note of a call with a third party, January 2023, paragraph 16 [NHS Supply Chain]; Business Services
Organisation, Procurement and Logistics Service (BSO PaLS)’s Response to the CMA’s RFI, 24 January 2023,
question 6 and 8; NHS Wales Shared Services Partnership’s Response to the CMA’s RFI, 24 January 2023,
question 6 and 8; and Note of a call with a third party, February 2023, paragraph 7 [Scottish Regional
Procurement Body].

232 Note of a call with a third party, January 2023, paragraph 17 [NHS Supply Chain].

233 NHS Wales Shared Services Partnership’s Response to the CMA’s RFI, 24 January 2023, question 9.

234 Business Services Organisation, Procurement and Logistics Service (BSO PalLS)'s Response to the CMA’s
RFI, 24 January 2023, question 9.

235 Note of a call with a third party, February 2023, paragraph 10 [Scottish Regional Procurement Body].

236 Cochlear’'s Response to the CMA’s $109, 10 January 2023, Q9 230120 Response to S.109.pdf.
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framework (ie either NHS Supply Chain, on behalf of clinics, or suppliers) can
approach the other to discuss discounts, value added offerings and
commitment or bulk buy deals.?” We understand that this has not happened
between 2020 and 2022. However, volume-based discounts may become
more common in the future with the implementation of a National Pricing
Matrix (NPM) in England as this will provide clinics with the option to purchase
BCS products at pre-agreed and transparent lower prices if they commit to
make a certain volume of purchases over a 12-month period.238

5.22 The frameworks in Northern Ireland, Scotland and Wales contain similar
provisions to allow for renegotiations.?*® We understand that renegotiations
are relatively uncommon in Northern Ireland and Scotland but have occurred
in Wales.240

5.23 Overall, the evidence shows that the NHS procurement processes are
designed to create incentives for suppliers to compete on price, quality, and
customer support in order to be listed on the frameworks.

Competition to be selected by clinicians

5.24 We now consider the key factors which suppliers compete on to get their
products selected by clinicians. We first consider evidence from clinicians
before turning to our review of the Parties’ and third parties’ internal
documents.

Clinician engagement

5.25 When asked to specify how important certain factors are to them when
choosing which BCS product to prescribe, the evidence from responses to our
clinic questionnaire shows that clinics consider the most important factor to be
the suitability of the product to address the patient’s hearing loss (see
Table 5.1). This was followed by the reliability and performance of the
product. Clinicians considered price to be least important, with only 16 out of
50 giving it a score of 3 or more.?*!

237 Cochlear’'s Response to the CMA’s S109, 10 January 2023, Q9 230120 Response to S.109.pdf and Note of a
call with third party, January 2023, paragraphs 11-13 [NHS Supply Chain].

238 NHS Supply Chain’s Response to the CMA’s RFI, 24 January 2023, question 3, also NHS SC RFI response to
Q1 CMA Response Document 2022_09_09.docx.

239 Cochlear’'s Response to the CMA’s S$109, 10 January 2023, Q9 230120 Response to S.109.pdf.

240 Business Services Organisation, Procurement and Logistics Service (BSO PalLS)'s Response to the CMA’s
RFI, 24 January 2023, question 3; Note of a call with a third Party, February 2023, paragraph 4 and 5 [Scottish
Regional Procurement Bodyland NHS Wales Shared Services Partnership’s Response to the CMA’s RFI,

24 January 2023, question 3.

241 Response to the CMA questionnaire from a number of third parties, January 2023, question 3. [<].
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Table 5.1: Relative importance of factors to clinicians when deciding what BCS products to
prescribe (1=not important, 5=very important)

Factors Average Total number of
score scores >3
Suitability to address specific patient’s hearing loss 4.91 48
Reliability of the product 4.66 47
Performance or failure rate of the abutment / implant 4.57 44
Perceived ease of use 4.29 42
Innovation in product features 3.90 33
Compatibility [connectivity with other devices, such as phones, TV] 3.84 33
Aesthetic of product 3.82 33
Customer support [post-implantation support and availability/frequency of upgrades] 3.67 31
Cross-compatibility of the implant with other manufacturers’ processors 3.44 24
Reputation of the brand 3.44 24
Familiarity with technology or brand 3.30 23
Price/cost of specific product 2.87 16

Source: CMA’s questionnaire to clinics (50 responses).

5.26 A number of clinicians also told us that patient preferences play an important
role in their decision about which BCS product to prescribe.?42

Internal documents and submissions

5.27 Both Parties’ internal documents show that patient outcomes, innovation,
customer service, quality and performance are important dimensions of
competition.

(a) An October 2022 Cochlear internal slide deck compares its Passive
Percutaneous BCS product with Oticon Medical’s Passive BCS product
and MED-EL’s Active BCS product on factors such as [¢<]. In the same
document Cochlear compares its non-surgical BCS product with rivals
according to dimensions such as [$<].243

(b) A June 2019 Oticon Medical internal slide deck compares Oticon
Medical’'s BCS products to those offered by Cochlear and MED-EL on
factors including [$<].244

(c) A December 2020 Cochlear strategy slide deck compares Cochlear’s
product to MED-EL’s Bonebridge product according to factors including
[]_245

242 Note of a call with third party, January 2023, paragraph 5 [Northern Care Alliance]; Note of a call with third
party, January 2023, paragraph 10 [Bristol Hospital]; and Note of a call with third party, January 2023,

paragraph 7 [Auditory Implant Centre, Belfast].

243 Cochlear’'s Response to the CMA’s S109, 10 January 2023, Q7, Annex 220: [¥<], pages 3, 5, 8-20, 22-25, 27-
34.

244 Demant’s Response to the CMA’s S109, 10 January 2023, Q7, [¥<], slides 12-15, 22-27, 32-35.

245 Cochlear’'s Response to the CMA’s S109, 12 August 2022, Q10a, [].
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(d) A [<] Cochlear document setting out its marketing and launch strategy in
relation to Osia describes how it expects health care professionals to
select Osia for reasons including [6<].246

(e) An Oticon Medical internal document from 2019 identifies [$<].247
Similarly, another Oticon Medical internal document from 2020 notes that
the [5<].248

(f) An Oticon Medical internal document from 2019 notes that its [<] [$<].24°
In another Oticon Medical internal document from 2021, it compares its
BCS business to Cochlear and MED-EL on [$<].2%0

5.28 The importance of innovation as a competitive factor is also reflected in
submissions made by the Parties. The Parties submitted that, in the hearing
implants segments, the ability to innovate is the key parameter of competition,
more so than price.?%' Cochlear told us that, to date, it had spent more than
$2bn AUD in research and development.2%2 Oticon Medical also told us that it
considered innovation to be key and had been spending [¢<]% of its revenues
on R&D.2%3

5.29 Internal documents from MED-EL also show that it compares its performance
with Cochlear’s Active product (Osia) on factors such as size, battery life,
whether a patient can safely use an MRI, and reliability.2%*

5.30 Price is mentioned within the Parties’ internal documents to some extent, but
comparatively less than other factors:

(a) An Oticon Medical slide deck relating to its budget for 2020 contains a
SWOT analysis which, amongst the threats identified, [6<].25°

(b) Another Oticon Medical internal document from October 2021 [8<].256 The
document goes on to outline Oticon Medical’s future strategy, but this has
a greater focus on [<].

5.31 Overall, the evidence shows that, suppliers compete to be selected by
clinicians on a range of dimensions of quality — including functionality,

246 []

247 Demant’s Response to the CMA’s S109, 10 January 2023, Q7, [¥<], slide 14.

248 Demant’s Response to the CMA’s S109, 10 January 2023, Q12, 17, [&<], slide 1.

249 Demant’s Response to the CMA’s S109, 10 January 2023, Q7 and 8, [¢<], slide 28.
250 Demant’s Response to the CMA’s S109, 10 January 2023, Q7, 12, 17, [&<], page 19.
251 Parties’ response to the Issues Statement, 3 February 2023, paragraph 1.5(c).

252 Cochlear teach in presentation, 23 January 2023, slide 3 [¢<].

253 Demant teach in presentation, 26 January 2023, slide 23 [¥<].

254 MED-EL'’s Response to the CMA’s S109, January 2023, [¢<] and [<].

255 Demant’s Response to the CMA’s S109, 10 January 2023, Q7, 8, [¥<], slide 28.

256 Demant’s Response to the CMA’s S109, 10 January 2023, Q7, 9, 12, 17, 18, [¥<], slide 20.
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5.32

5.33

reliability, and performance, as well as through innovating to improve quality.
Whilst there is some evidence that price is a competitive dimension, this
seems relatively less important than other parameters. As noted in
paragraphs 5.15 to 5.23, competition to be on the frameworks takes place
based on price, quality, and customer support, with price being the most
important factor.

In response to the AIS and WPs, the Parties submitted that the Merger would
not impact price, quality or innovation as these factors are impacted by
commercial and contractual factors other than competition from Oticon
Medical.?” The Parties also told us that price has been locked in by the
NHS2%8 and that they [$<].25° We consider that effective competition provides
incentives for firms to compete to improve price, quality and innovation and
that any commercial or contractual factors are likely to be imperfect and
insufficient to mitigate the impact of any likely deterioration of competition
arising from the Merger. In addition, the [¢<] for existing technology does not
mean that this could not happen in the future as a result of the Merger, or that
the Merger could not impact the prices of new products.

As a result, if the Merger were to give rise to an SLC, this could lead to poorer
patient outcomes, with patients potentially facing less choice, reduced quality
or reduced product innovation as well as the potential for higher prices for the
NHS relative to the position absent the Merger. In the remainder of this

chapter, we assess whether the Merger may be expected to result in an SLC.

Framework of assessment

5.34

Horizontal unilateral effects can arise in a merger where one firm merges with
a competitor that previously provided a competitive constraint, allowing the
merged entity profitably to increase prices or degrade non-price aspects of its
competitive offering (such as quality, range and innovation).?%° This involves a
comparison of the prospects for competition with the merger against the
counterfactual,?6' which in this case, as set out in Chapter 5, is the prevailing
conditions of competition.

257 Parties' response to the AIS and WPs, dated 23 March 2023, paragraphs 3.30, 3.31 and 3.41. The Parties
submitted that Cochlear has a commercial incentive to look after Oticon Medical’s patient base and protect its
reputation as well as a contractual commitment to [¢<]. They also submitted that innovative sound processors
and accessories are also crucial for Cochlear’s non-surgical segment. Recipients of which then are likely to flow
through to its Osia product.

258 Parties' response to the AIS and WPs, dated 23 March 2023, paragraph 3.28.

259 Notes of a hearing with Cochlear, 21 March 2023, page 7 lines 19-25 and page 8 lines 1-2.

260 Merger Assessment Guidelines (CMA129), paragraph 4.1.

261 Merger Assessment Guidelines (CMA129), sections 3 and 4.
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5.35 The concern under horizontal unilateral effects essentially relates to the
elimination of a competitive constraint by removing an alternative to which
customers could switch. The CMA’s main consideration is whether there are
sufficient remaining good alternatives to constrain the merged entity post-
merger. Where there are few existing suppliers, the merger firms enjoy a
strong position or exert a strong constraint on each other, or the remaining
constraints on the merger firms are weak, competition concerns are likely.
Furthermore, in markets with a limited likelihood of entry or expansion, any
given lessening of competition will give rise to greater competition
concerns.2%?

5.36 The Parties submitted that ‘there is no realistic prospect that the merged entity
would be able to profitably raise prices or degrade non-price aspects of its
competitive offering (such as quality, range, service and innovation post-
merger)’,2%3 because:

(a) Oticon Medical is not a competitive constraint because the market is
shifting rapidly to Active BCS products, and Oticon Medical does not have
a current Active BCS product offering nor a proven proof of concept;254
Oticon Medical is generally a diminishing competitor in BCS that has
failed to innovate in respect of implants technology and was losing market
share as the pandemic hit.26%

(b) Sentio, the Active BCS product which Oticon Medical has been
developing [¢<] and it is currently yet to [¢<] or receive any regulatory
clearance.?%¢ Even if it was released, Sentio would not [$<].267 Oticon
Medical no longer plans to bring Sentio to market because it is not
prepared to make the lifelong commitment to support future potential
patients and because it would require Oticon Medical to maintain relevant
know-how and its Class Ill approved manufacturing site in Nice, which
would [¢<] the gross margin of its BCS business;68

(c) MED-EL is a significant competitive constraint, with a broad product
portfolio and an established track record of significant innovation;259

(d) BCS products are a small sub-set of a broader range of hearing products
that treat mild to moderate hearing loss, including hearing aids,

262 Merger Assessment Guidelines (CMA129), paragraph 4.3.

263 Parties’ response to Issues Statement, 3 February 2023, paragraph 3.3.

264 Parties’ response to Issues Statement, 3 February 2023, paragraphs 3.25 and 3.35.
265 Parties’ response to Issues Statement, 3 February 2023, paragraphs 3.19-3.23.

266 Parties’ response to Issues Statement, 3 February 2023, paragraph 1.7.

267 Parties’ response to Issues Statement, 3 February 2023, paragraph 3.35.

268 Parties’ response to Issues Statement, 3 February 2023, paragraphs 3.36 and 3.39.
269 Parties’ response to Issues Statement, 3 February 2023, paragraph, 3.34.
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(e)

reconstructive (or middle ear) surgery, middle-ear implants, contralateral
routing of signal (CROS) hearing aids, and non-surgical products.?”° If the
merged entity were to seek to increase prices or reduce the pace of
innovation in the BCS segment, this would deter patients and health care
professionals from switching away from other hearing solutions.?”" There
is a significant opportunity for growth in hearing implants, as they account
for a small proportion of the total global revenue from hearing solutions;
this growth potential is a powerful constraint.?”? Innovation will continue to
be driven by the commercial incentive to expand the hearing implants
segment and these efforts are independent of any competitive pressure
exerted by Oticon Medical;?"® and

The very significant majority of BCS sales are via the NHS which has
substantial purchasing power due to existing alternatives — including
MED-EL’s BCS products and the wide range of hearing products that can
treat the same hearing loss as BCS products — and the lack of significant
costs of switching between these solutions.?’* The NHS also has the
option of refusing to pay.?”>

5.37 We consider the Parties’ submissions as part of our assessment. However,
we make three initial comments on these submissions which relate to the
overall framework of assessment:

(a) Where the CMA finds evidence that competition mainly takes place

among few firms, any two would normally be sufficiently close competitors
such that the elimination of competition between them would raise
competition concerns, subject to evidence to the contrary. The smaller the
number of significant players, the stronger the prima facie expectation that
any of the two firms are close competitors. In such a scenario, the CMA
will require persuasive evidence that the merger firms are not close
competitors in order to allay any competition concerns.?’8 In this case,
there are only three firms currently active in the supply of BCS products in
the UK.

270 Parties’ response to Issues Statement, 3 February 2023, paragraphs 3.12-3.17. To support their submission,
the Parties provided an audiogram showing that there is overlap between the indications and fitting ranges of
BCS products and other hearing solutions, and data showing that BCS volumes are small compared to other
solutions. The Parties also referenced internal documents which they submitted demonstrate that they monitor
other hearing solutions.

271 Parties’ response to Issues Statement, 3 February 2023, paragraph 3.18.

272 Parties’ response to Issues Statement, 3 February 2023, paragraph 3.4.

273 Parties’ response to Issues Statement, 3 February 2023, paragraphs 4.2 and 4.6.

274 Parties

response to Issues Statement, 3 February 2023, paragraphs 5.1-5.3.

275 Parties' response to the AIS and WPs, dated 23 March 2023, paragraph 3.42.
276 Merger Assessment Guidelines (CMA129), paragraph 4.10.
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(b) We agree with the Parties that the strength of the NHS’s buyer power is
related to the alternatives it has available. We note that most forms of
buyer power that do not result in new entry — for example, buyer power
based on a customer’s size, sophistication, or ability to switch easily — are
unlikely to prevent an SLC that would otherwise arise from the elimination
of competition between the merger firms.2”” This is because a customer’s
buyer power depends on the availability of good alternatives it can switch
to, which in the context of an SLC will have been reduced. In that sense,
market power and buyer power are two sides of the same coin, and an
SLC can be interpreted as a substantial lessening of customers’ buyer
power.2’® Therefore, in assessing the strength of the competitive
constraints between the Parties that would be lost as a result of the
Merger, and the strength of the competitive constraints on the Parties
from other suppliers that would remain after the Merger, we are effectively
taking account of customers’ buyer power.

(c) Oticon Medical's development of Sentio represents potential competition
to Cochlear from an Active BCS product. Unilateral effects can arise from
the elimination of potential or dynamic competition.?”® The CMA’s
assessment of competitive effects from the loss of future competition
between the merger firms is similar to its assessment when the merger
firms are existing suppliers, except the CMA’s assessment will reflect the
future competitive conditions.?8° The impact on competition is likely to be
more significant when there are fewer strong existing competitive
constraints on the other merger firm; where the other merger firm would
already have market power absent the merger; and/or where there are
few other potential constraints.28"

5.38 Our assessment is structured as follows:

(a) We assess the closeness of competition between the BCS products
currently supplied by the Parties, the constraint from MED-EL and the
constraint from other hearing solutions.

(b) We then describe the Active BCS products which have emerged and
assess how the relative importance of Active BCS and Passive BCS
products is likely to evolve in the future.

277 Merger Assessment Guidelines (CMA129), paragraph 4.20.
278 Merger Assessment Guidelines (CMA129), paragraph 4.20.
279 Merger Assessment Guidelines (CMA129), paragraph 5.1.

280 Merger Assessment Guidelines (CMA129), paragraph 5.14.
281 Merger Assessment Guidelines (CMA129), paragraph 5.15.
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5.39

(c) We then assess the competitive constraint from Sentio.

(d) Finally, we consider whether there are any countervailing factors that
could prevent an SLC arising from the Merger.

In undertaking our assessment, we have taken account of a wide range of
evidence including: the Parties’ submissions, internal documents we received
from the Parties, and evidence from our engagement with the Parties,
competitors, the NHS (including clinics) and other third parties.

Competitive constraints

5.40

5.41

This section considers the closeness of competition between the BCS
products currently supplied by the Parties, the constraint from MED-EL and
the constraint from other hearing solutions. We structure this by the type of
evidence which we have received, as follows:

(a) We first outline evidence from our analysis of the Parties’ internal
documents.

(b) We then consider the views of clinics, including the responses from our
questionnaire to them.

(c) We then outline evidence from MED-EL and other third parties.

(d) We finally set out the shares of supply of the Parties and their competitor,
MED-EL.

At the end of each sub-section, we summarise the inferences we are drawing
from that evidence source. At the end of the section, we then consider all the
different sources of evidence together in the round.

Parties’ internal documents

5.42

In this section we present our provisional findings based on evidence from the
Parties’ internal documents. We begin by presenting our provisional findings
based on Cochlear’s documents, before doing the same for Oticon Medical’'s
documents. The evidence is set out in Appendix C. We also address the
points made in the Parties’ response to the AlS and WPs.

Cochlear’s internal documents

5.43 Cochlear’s internal documents show that it considers a wide range of hearing

solutions across both Active and Passive BCS products, including other BCS
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5.44

5.45

products, MED-EL'’s Bonebridge product and other types of hearing solutions,
and that:

(a) In relation to its Passive BCS product, as set out in paragraph 4 of
Appendix C, Cochlear views Oticon Medical’'s Passive BCS product [<]
MED-EL’s Bonebridge product is a [¢<] and that the constraint from other
hearing solutions is limited.

(b) In relation to its Active BCS product, as set out in paragraph 5 of
Appendix C, Cochlear views MED-EL's Bonebridge product to be [<]
and, [<], Oticon Medical’s Ponto product. The constraint from other
hearing solutions is limited.

In the Parties’ response to the AIS and WPs, they submitted that the
constraint from other hearing solutions is not limited and that:

(a) Cochlear’s internal documents show that it has a longstanding core
strategic priority to grow the hearing implant market.?8? In the significant
majority of Cochlear’s internal documents, other hearing solutions are
referred to as competitors, rather than market context, and do not always
feature in less detail than BCS products.?8

(b) The fact that Cochlear assesses its technology against other BCS
products in more detail than other hearing solutions does not in itself
mean that these pose a more limited competitive constraint.28

In relation to these submissions, we consider that the products and
competitors which firms reference, monitor and respond to in internal
documents provides evidence on competitive conditions, and the detail in
which this is undertaken will invariably reflect their perceptions of the
competitive importance of rivals. Where firms identify specific competitors,
undertake detailed monitoring of them, and outline plans to react to these, we
consider this shows that these competitors are viewed as providing (or
potentially providing) a strong competitive constraint. Conversely, where,
within the same or similar documents, firms do not consider other competitors

282 Parties’ response to the AlS and WPs, dated 23 March 2023, paragraphs 3.3-3.8. To support their submission
further, the Parties referred to analysis undertaken by Cochlear showing that for almost [6<]% of patients eligible
for a cochlear implant, these had not been discussed or raised by their audiologist and separately state that
Cochlear is [¢<] Osia offers better performance over middle-ear surgery. The Parties also provided evidence
showing that hearing aid manufacturers spend significant amounts on improving factors such as performance,
features, and remote care and stated that whilst globally around 200,000 patients have received a BCS implant,
6.5 million have had middle-ear surgery.

283 Parties' response to the AIS and WPs, dated 23 March 2023, paragraph 3.18.

28 Parties' response to the AIS and WPs, dated 23 March 2023, paragraph 3.19 and paragraph 1.4.
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5.46

or do not do so in the same level of detail, this is consistent with those
competitors being viewed as providing no, or a weaker, constraint.

As set out in paragraphs 7 to 14 of Appendix C, Cochlear’s internal
documents contain references to other hearing solutions and show that its
strategic objectives include gaining market share as well as growing the
market. However, the evidence also shows that, across a wide range of types
of documents, Cochlear undertakes detailed monitoring of BCS competitors
(including their product features, strengths and weaknesses and expected
future strategies) and outline plans to react to these. This is not the case for
other hearing solutions which, by contrast, are referenced in many cases by
way of context rather than as competitive alternatives to BCS products. We
therefore consider that this evidence shows that the competitive constraint
from other hearing solutions is limited.

Oticon Medical’s internal documents

5.47

5.48

5.49

As set out in paragraphs 15 and 16 of Appendix C, Oticon Medical’s internal
documents show that:

(a) It considers Cochlear to be its [¢<] competitor for Passive BCS products
and, to a [<], MED-EL.

(b) MED-EL and other hearing solutions have some [¢<], including that MED-
EL’s BCS product line [<].

(c) Other hearing solutions are very rarely mentioned within Oticon Medical’s
internal documents and provide very limited constraint.

In response to the AIS and WPs, the Parties submitted that Oticon Medical’s
internal documents do not focus on the competitive constraint from hearing
aids and the competitive interaction between hearing aids and BCS products
because Oticon Medical is a small part of Demant’s corporate group that
focuses on hearing aids.?8 However, we have not seen any evidence from
Oticon Medical’s internal documents of it referring to hearing aids as a
competitor in relation to BCS products or drawing on Demant’s expertise in
hearing aids.

The Parties also submitted that Bonebridge [¢<]. They submitted that it is a
strong constraint in Active BCS which is supported by evidence from
Cochlear’s internal documents and clinics, as well as MED-EL stating its
intention to grow. They also submitted that MED-EL’s second-generation

285 Parties' response to the AIS and WPs, dated 23 March 2023, paragraph 1.9 of Annex.
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processor makes [¢<] and that MED-EL is actively recruiting in the UK to drive
growth for Bonebridge.28¢ In relation to these submissions, we consider that
MED-EL does constrain Cochlear’s Osia Active BCS product, but that this is
weakened by the fact that the Parties’ documents show that it has [¢<] and
that this is reflected by MED-EL’s share of supply which has remained
relatively low for the last four years.

Our assessment of the evidence from internal documents

550 Our assessment of the evidence from internal documents is that:

(@)

(b)

(c)

In relation to Passive BCS products, the Parties view each other as their
closest competitors and the constraint from MED-EL is limited.

The Parties have submitted that their internal documents demonstrate
that MED-EL’s Bonebridge product has [<].287 Our review of internal
documents shows that whilst MED-EL'’s Bonebridge product has
advantages and disadvantages [<], the Parties view it [¢<]. However, we
have found that that MED-EL’s Bonebridge product provides some
constraint on Cochlear for Active BCS products. Oticon Medical's Passive
BCS products also provide some constraint on Cochlear’s Osia product.

Other hearing solutions, like hearing aids and middle-ear implants
generally provide limited constraint on both Passive and Active BCS. The
Parties have submitted that their internal documents demonstrate that
they operate in a market where the most significant competitive
constraints include patients which do nothing, hearing aids, and other
forms of hearing solution.?®® However, we have found that these other
solutions feature considerably less in their internal documents than the
other merging party or MED-EL and, in many cases, they are referenced
as market context rather than as competitors.

Clinics’ views

5.51 In this section, we present evidence from clinics, including from their
responses to our questionnaire.?®® We begin by presenting results about

286 Parties' response to the AlS and WPs, dated 23 March 2023, paragraphs 3.33-3.36.

287 Parties’ response to the Issues Statement, 3 February 2023, paragraphs 3.34 and 3.35.

288 Parties’ response to the Issues Statement, 3 February 2023, paragraph 2.6.

289 This questionnaire was sent to 208 clinics who are customers of the Parties. We received 54 usable
responses (26% response rate), but not all clinics responded to every question. Response to the CMA
questionnaire from a number of third parties, January 2023, [].
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which suppliers clinics use, before outlining evidence about the alternatives
they have available and their views on the impact of the Merger.

Current suppliers of BCS products

5.52 In our questionnaire to clinics, we asked them which BCS products they
provide to patients. As shown in Table 5.2:

(a) Most clinics provide Passive BCS products to patients and the Parties are
the only suppliers of these.?°° The vast majority of clinics provide BCS
products supplied by both Cochlear and Oticon Medical.?®"

(b) Only about half of clinics provide Active BCS products to patients.2% Of
these, about half provide products supplied by both MED-EL and
Cochlear,?% around a quarter provide only Cochlear’s product,?** and the
remaining clinics only provide MED-EL'’s product.?®

(c) About half of clinics provide non-surgical BCS products from more than
one supplier,??6 and about a quarter of clinics provide products from all
three.2%” 13 out of 38 clinics only provide non-surgical BCS products from
MED-EL.2%

Table 5.2: Active and Passive BCS products provided by UK clinics
Suppliers used Passive BCS Active BCS Non-surgical BCS

Cochlear only
Oticon Medical only
MED-EL only

Both Cochlear and Oticon Medical 36

Both Cochlear and MED-EL - 1
Both Oticon Medical and MED-EL -

Cochlear, Oticon Medical and MED-EL -

Total 47 26

'S, )]
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-
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Source: CMA’s analysis of questionnaire to clinics (50 responses).

290 Response to the CMA questionnaire from a number of third parties, January 2023, question 2 [<].

291 Response to the CMA questionnaire from a number of third parties, January 2023, question 2 [<].

292 Response to the CMA questionnaire from a number of third parties, January 2023, question 2 [<].

293 Response to the CMA questionnaire from a number of third parties, January 2023, question 2 [<].

294 Response to the CMA questionnaire from a number of third parties, January 2023, question 2 [<].

295 Response to the CMA questionnaire from a number of third parties, January 2023, question 2 [<].

2% Response to the CMA questionnaire from a number of third parties, January 2023, question 2 [<].

297 Response to the CMA questionnaire from a number of third parties, January 2023, question 2 [<].

298 Response to the CMA questionnaire from a number of third parties, January 2023, question 2 [<].
Additionally, eight clinics who responded to the question about their current non-surgical BCS suppliers named a
supplier other than Cochlear, MED-EL or Oticon Medical, namely Starkey, Siemans, Bruckhoff, Autel and Shotz
[<].
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5.53 We asked clinics whether they had a ‘preferred’ or ‘go-to’ supplier for BCS
products.?® As shown in Table 5.3, we found that:3%

(@)

(b)

(c)

19 out of 27 clinics said that Cochlear was their preferred supplier for
transcutaneous Passive BCS products.3%! Six clinics noted that this was
the only product available.302

A third of clinics did not have a preferred supplier of percutaneous
Passive BCS products.3%® Oticon Medical was preferred by about two-
thirds of those who expressed a preference.3%* Ten clinics told us they
preferred Oticon Medical’s percutaneous Passive BCS product as it had a
universal abutment and could work with both Oticon Medical and
Cochlear processors.3% Three clinics thought that Cochlear was best for
mild hearing loss and Oticon Medical was better for severe hearing
loss.306

About a third of clinics did not have a preferred supplier of Active BCS
products.3%” Of the remaining 22 clinics, 15 preferred Cochlear’s
product,3%® and seven preferred MED-EL'’s product.3%° Across all the
clinics who responded, irrespective whether they had a preferred supplier
or not, five told us that Cochlear’s product benefits from better fitting
options,3'% and connectivity and two said it had a higher fitting range.3"
One clinic noted that Bonebridge had a better battery life,3'2 and another
said it was better for patients who prefer easier options with wireless
technology.3'3

29 This was an open-ended question. In our analysis, we excluded cases where clinics either indicated that the
question was not applicable to them because they did not offer these products or did not answer the question.
The number of clinics who said the question was not applicable to them was three for percutaneous Passive BCS
[6<] 17 for transcutaneous Passive BCS [[¢<]13 for Active BCS [é<]and one for non-surgical BCS [¢<]. The
number of clinics who did not answer the question was one for percutaneous Passive BCS [¥K], five for
transcutaneous Passive BCS [¢<] four for Active BCS [¢<] and six for non-surgical BCS [¢<].

300 Some clinics said in their response that their choice would depend on the patient’s hearing loss and/or
preferences. This was mentioned by ten clinics for percutaneous Passive BCS products [¢<], four clinics for
transcutaneous Passive BCS products [¢<], five clinics for Active BCS products [¢<], and 14 clinics for non-

surgical BCS products [¢<].

301 Response to the CMA questionnaire from a number of third parties, January 2023, question 4 [<].
302 Response to the CMA questionnaire from a number of third parties, January 2023, question 4 [<].
303 Response to the CMA questionnaire from a number of third parties, January 2023, question 4 [<].
304 Response to the CMA questionnaire from a number of third parties, January 2023, question 4 [<].
305 Response to the CMA questionnaire from a number of third parties, January 2023, question 4 [5<].
306 Response to the CMA questionnaire from a number of third parties, January 2023, question 4 [<].
307 Response to the CMA questionnaire from a number of third parties, January 2023, question 4 [<].
308 Response to the CMA questionnaire from a number of third parties, January 2023, question 4 [<].
309 Response to the CMA questionnaire from a number of third parties, January 2023, question 4 [<].
310 Response to the CMA questionnaire from a number of third parties, January 2023, question 4 [<].
311 Response to the CMA questionnaire from a number of third parties, January 2023, question 4 [<].
312 Response to the CMA questionnaire from a number of third parties, January 2023, question 4 [<].
313 Response to the CMA questionnaire from a number of third parties, January 2023, question 4 [<].
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(d) Over half of clinics did not have a preferred supplier of non-surgical BCS
products.3'* Of those who did, about half preferred Oticon Medical,3'® and
just under a half preferred Cochlear.®'® A minority said they preferred
MED-EL.3""

Table 5.3: Clinics’ ‘preferred’ or ‘go-to’ suppliers of BCS products

Preferred supplier Passive Passive Active Non-surgical
Transcutaneous Percutaneous

Cochlear 19 9 15 6

Oticon Medical 1 21 - 7

MED-EL - - 7 2

No preference 7 15 10 24

Total 27 45 32 39

Source: CMA’s analysis of questionnaire to clinics (51 responses)

Alternatives to BCS products

5.54 We asked clinicians what products they would prescribe if one or more
features of a BCS product that they had prescribed in the last 12 months
worsened significantly (see Table 5.4).3'® We referred to patients who had
been prescribed BCS products as we wanted to know what alternatives were
available for these patients, and clinicians were able to indicate multiple
alternatives.3'® The responses show that:

(a) For percutaneous Passive BCS products, most clinics considered the
Parties to be each other’s closest competitors. 24 of the 29 clinics who

314 Response to the CMA questionnaire from a number of third parties, January 2023, question 4 [<].

315 Response to the CMA questionnaire from a number of third parties, January 2023, question 4 [5<].

316 Response to the CMA questionnaire from a number of third parties, January 2023, question 4 [<].

317 Response to the CMA questionnaire from a number of third parties, January 2023, question 4 [<].
Additionally, nine clinics who responded to the question about preferred non-surgical BCS supplier named a
supplier other than Cochlear, MED-EL or Oticon Medical, namely Starkey, Bruckhoff and BHM Tech [<]. A
further nine clinics that told us that they only use MED-EL for non-surgical BCS products named MED-EL and
another supplier as their preferred suppliers [¢<] and two clinics that told us that they only use MED-EL for non-
surgical BCS products named another supplier as their preferred supplier [¢<].

318 The question asked ‘Thinking about the patients that you have recently prescribed a (name of BCS product)
and the factors you told us were important in your decision, if one or more of these factors worsened significantly
(eg significant reduction in quality) please specify (a) what product you would prescribe instead and from which
supplier and (b) the basis for your response in (a). Please only answer this question if you have prescribed a
(name of BCS product) in the previous 12 months’. This was an open-ended question. We did not ask this
question for non-surgical products because we see little reason why switching from Ponto / Baha for non-surgical
patients would be substantially different to that for surgical patients. In our analysis we excluded cases where
clinics either indicated that the question was not applicable to them because they did not offer these products or
did not answer the question. The number of clinics who said the question was not applicable to them was 33 for
Baha Attract [<], 11 for Baha Connect [¢<], seven for Ponto [<], and 28 for Osia [¢<]. The number of clinics
who did not answer the question was two for Baha Attract [¢<], nine for Baha Connect [¢<], five for Ponto [<],
and two for Osia [<].

319 A number of clinics which responded to this question said that their choice would depend on the patient’s
hearing loss and/or preferences. This was mentioned by one clinic identifying alternatives to Cochlear’s Baha
Attract product [¢<] three clinics identifying alternatives to Cochlear’s Baha Connect product [¢<], four clinics
identifying alternatives to Oticon Medical’'s Ponto product [¢<], and three clinics identifying alternatives to
Cochlear’s Osia product [¢<].
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identified alternatives to Cochlear’'s Baha Connect identified Oticon
Medical’'s Ponto BCS product as an alternative.32° 32 out of the 37 who
identified alternatives to Oticon Medical’'s Ponto identified Cochlear's BCS
products (Baha Attract or Baha Connect).®?’

(b) Fewer clinics identified Active BCS products as alternatives to
percutaneous Passive BCS products. Six of the 29 clinics who identified
alternatives to Cochlear’s Baha Connect identified an Active BCS product,
and the same number named MED-EL'’s Bonebridge®?? and Cochlear’s
Osia products.323 Three of the 37 clinics who identified alternatives to
Oticon Medical’s Ponto identified an Active BCS product, with all of these
clinics explicitly identifying MED-EL’s Bonebridge. 3?4

(c) Eight of the ten who identified alternatives to Cochlear’s transcutaneous
Passive BCS product (Baha Attract) identified another Passive BCS
product.®?% A similar number (seven out of ten) identified an Active BCS
product,3?¢ with four of these explicitly stating that they consider
Cochlear’s Osia product to be a potential alternative.32”

(d) The overall number of clinics who identified other (ie non-BCS) hearing
solutions as being potential alternatives to percutaneous and
transcutaneous Passive BCS products was generally low. One out of the
ten clinics who identified alternatives to Cochlear’s Baha Attract identified
other hearing solutions,32 four out of the 29 clinics who identified
alternatives to Cochlear’s Baha Connect identified other hearing
solutions,3?° seven out of the 37 clinics who identified alternatives to
Oticon Medical’s Ponto identified other hearing solutions.33° With regard

320 Response to the CMA questionnaire from a number of third parties, January 2023, question 7 [<].

321 Response to the CMA questionnaire from a number of third parties, January 2023, question 8 [¢<].
Additionally, six out of 37 clinics said that they would select a Cochlear BCS processor as this was compatible
with the Oticon Medical Ponto implant [&<].

322 Response to the CMA questionnaire from a number of third parties, January 2023, question 7 [<].

323 Response to the CMA questionnaire from a number of third parties, January 2023, question 7 [<].

324 Response to the CMA questionnaire from a number of third parties, January 2023, question 8 [<].

325 Response to the CMA questionnaire from a number of third parties, January 2023, question 6. Of the eight
who identified alternatives to Cochlear’s transcutaneous Passive BCS product (Baha Atrract), four explicitly
stated Cochlear Passive BCS [¥<], two said Oticon Medical’s Ponto [¢<] and two stated Unspecified
Percutaneous Passive BCS [].

326 Response to the CMA questionnaire from a number of third parties, January 2023, question 6. Of the seven
who identified an Active BCS product as an alternative, two explicitly stated MED-EL Bonebridge [¢<] and one
said Unspecified Active BCS [<].

327 Response to the CMA questionnaire from a number of third parties, January 2023, question 6 [<].

328 Response to the CMA questionnaire from a number of third parties, January 2023, question 6 [¢<].

329 Response to the CMA questionnaire from a number of third parties, January 2023, question 7 [<].

330 Response to the CMA questionnaire from a number of third parties, January 2023, question 8. Of the seven
who identified other hearing solutions as alternatives to Oticon Medical’s Ponto, three said MED-EL Soundbridge
Middle Ear Implant [$<] one said Hearing Aids [<], and one said Non-Surgical BCS [].
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to Osia, six out of the 16 clinics who identified alternatives identified other

hearing solutions as alternatives.33

(e) Ten out of 16 clinics who identified alternatives to Cochlear’s Osia product
identified MED-EL’s Bonebridge product.33? Seven out of 16 identified
Passive BCS products as an alternative (with two naming Cochlear’s
Passive products,333 three Oticon Medical’'s Ponto,33* and two not
specifying33®). Five out of 16 clinics stated that middle-ear implants were
an alternative to Cochlear’s Osia product,33¢ with four mentioning MED-

EL’s Soundbridge product.337

Table 5.4: Clinics’ alternatives to the Parties’ BCS products

Passive Passive Percutaneous Active BCS
Transcutaneous

Best alternative Cochlear Baha Cochlear Baha Oticon Medical Cochlear

Attract Connect Ponto Osia
Passive BCS 8 24 32 7
Cochlear Passive BCS 4 - 32 2
Oticon Medical Ponto 2 24 N/A 3
Unspecified percutaneous Passive BCS 2 - - 2
Active BCS 7 6 3 10
Cochlear Osia 4 3 - N/A
MED-EL Bonebridge 2 3 3 10
Unspecified Active BCS 1 - - -
Other solutions 1 4 7 6
Unspecified middle ear implant 1 - - 1
MED-EL Soundbridge (middle-ear - 2 3 4
implant)
Hearing aids - 1 1 1
Cochlear Implants - 1 2 -
Non-surgical BCS - - 1 -
Unspecified solutions 0 1 2 0
Unspecified Cochlear product - - 1 -
Unspecified Oticon Medical product - 1 - -
Unspecified MED-EL product - - 1 -
No alternative - - 3
Total 10 29 37 16

Source: CMA’s analysis of questionnaire to clinics (total number of responses shown in the Total row of the Table).

5.55 In our calls with clinics, they provided further details on why non-BCS

solutions, such as hearing aids and middle-ear implants, may not be viable

alternatives for patients who are typically prescribed BCS products:

331 Response to the CMA questionnaire from a number of third parties, January 2023, question 5 [5<].
332 Response to the CMA questionnaire from a number of third parties, January 2023, question 5 [5<].
333 Response to the CMA questionnaire from a number of third parties, January 2023, question 5 [¢<].
334 Response to the CMA questionnaire from a number of third parties, January 2023, question 5 [<].
335 Response to the CMA questionnaire from a number of third parties, January 2023, question 5 [¢<].
336 Response to the CMA questionnaire from a number of third parties, January 2023, question 5 [¢<].
337 Response to the CMA questionnaire from a number of third parties, January 2023, question 5 [5<].
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5.56

5.57

(@)

(b)

Two clinics told us that they did not consider standard hearing aids to be a
good alternative as patients referred to them for BCS products have
typically already tried standard hearing aids and they have not helped.338

One clinic told us that most BCS patients would also be eligible for
middle-ear implants but that the clinic would always offer less invasive
treatments in the first instance as middle-ear implants require invasive
surgery and are riskier for patients. The clinic told us that its middle-ear
implant programme is very small, providing about three to four implants in
2022 (compared to 50 for BCS).3%° The clinic also told us that, in some
cases, reconstructive surgery may be an alternative option, but the clinic
similarly tried to avoid this solution if possible, as it is more invasive. The
clinic also told us that it may be able to explore CROS or bi-contralateral
routing of sound (BI-CROS) options for single-sided hearing patients.340

In response to the AIS and WPs, the Parties submitted that:

(@)

(b)

It is to be expected that clinics performing hearing implant surgeries will
report that two Passive BCS products are closest competitors, just as two
Active BCS products are closest.3*! The question the CMA asked clinics
did not assess the extent to which, prior to patients being referred for BCS
products, clinics would be willing to recommend alternative hearing
solutions. Clinics were also not asked whether other hearing solutions
would be potential alternatives in the hypothetical event that, for example,
all surgical BCS products worsened significantly (or, conversely, if hearing
aids significantly improved).342

The low awareness around hearing implants means that clinicians do not
have complete visibility of the full range of hearing solutions and their
benefits, are unable to provide patients with holistic advice on a patient's
range of options and will be hesitant to promote solutions they are not
familiar with.343

In relation to these submissions, we consider that the question which we
asked clinics (ie what product they would prescribe if one or more of aspects
of their chosen BCS product worsened significantly) was the most relevant to

338 Note of a call with a third party, January 2023, paragraph 9 [¢<]; and Note of a call with a third party, January
2023, paragraph 5 [<]. One of these clinics was also included in our questionnaire, the other was not.

339 Note of a call with a third party, January 2023, paragraph 9 [¢<]. The other clinic [<] indicated that it was not
a middle-ear implant site so its knowledge around this was more limited. Note of a call with a third party, January
2023, paragraph 9 [].

340 Note of a call with a third party, January 2023, paragraph 6 [¢<]. This clinic was not included in our

questionnaire.

341 Parties' response to the AIS and WPs, dated 23 March 2023, paragraph 3.22.
342 Parties' response to the AIS and WPs, dated 23 March 2023, paragraph 3.22.
343 Parties' response to the AIS and WPs, dated 23 March 2023, paragraph 3.24.
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understanding the competitive constraints on each Party and assessing the
likely impact of the Merger (see paragraph 5.54). We also consider that the
clinicians who responded are those who prescribe BCS products, and their
awareness and views of other hearing solutions are reflective of how the
market functions and the options which they would be aware of and willing to
recommend to patients post-Merger.

Impact of the Merger

5.58

5.59

When asked about their views on the likely impact of the Merger, 42 out of 54
clinics told us that they thought the Merger would worsen competition.344 28
said they were concerned that the Merger would lead to less innovation,3*® 15
cited concerns about the impact on price3# and 13 expressed concerns about
the impact on choice.3*” Ten clinics described the positive impact which
Oticon Medical’s entry into the market had on factors such as prices and
innovation.348

In the Parties’ response to the AlS and WPs, they submitted that clinics did
not articulate exactly how price, choice or innovation would be negatively
impacted.3*°® We consider that this likely reflects the fact that clinics were not
asked to describe how the Merger would impact market outcomes but that, as
outlined above, several clinics cited the positive impact of Oticon Medical’s
presence as the basis for their views.

Our assessment of the clinics’ evidence

5.60

The evidence provided by clinics shows that:

(a) For Passive BCS products, the Parties are each other’s closest
competitors and that Active BCS products (including MED-EL’s
Bonebridge product) currently represent a weaker constraint than other
Passive BCS products.

(b) MED-EL’s Bonebridge product provides a constraint on Cochlear’s Active
BCS product. In addition, some clinics regard Passive BCS products as a

344 Response to the CMA questionnaire from a number of third parties, January 2023, question 12 [¢<].

345 Response to the CMA questionnaire from a number of third parties, January 2023, question 12 [¢<].

346 Response to the CMA questionnaire, January 2023 from a number of third parties, question 12 [$<].

347 In addition, two clinics [¢<] who said that they felt the merger would have no impact on competition also said
that they were concerned that the merger would lead to a reduction in choice. Response to the CMA
questionnaire, January 2023 from a number of third parties, question 12.

348 Response to the CMA questionnaire from a number of third parties, January 2023, question 12 [¢<].

349 Parties' response to the AIS and WPs, dated 23 March 2023, paragraph 3.24.
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(c)

good alternative to Active BCS products and Oticon Medical's Passive
BCS products provide some constraint on Cochlear’s Active BCS product.

Across both Active and Passive BCS products, the constraint from other
hearing solutions, such as hearing aids and middle-ear implants, is
limited.

Evidence from MED-EL and other third parties

5.61

The evidence provided by MED-EL shows that it considers Cochlear’s Osia
product to be a significant competitor as well as Cochlear and Oticon
Medical's Passive BCS products.

(@)

(b)

(c)

MED-EL told us that Oticon Medical's Ponto product is a major competitor
with the majority of market share, followed by Cochlear’'s BAHA
product.3%0 MED-EL has also told us that it believes that the launch of
Cochlear’s Osia 2 product has affected its market share as it has some
connectivity features that candidates may prefer to MED-EL'’s Bonebridge
product.

MED-EL stated that it considers that Active and Passive BCS implantable
devices target broadly similar patient groups.®' This is because both
products’ primary use is for the treatment of conductive or mixed hearing
loss. MED-EL considers that, when BCS products are used to treat
patients with conductive hearing loss, Passive BCS products are more
suitable than Active BCS products for those with higher degrees of
hearing loss.

A MED-EL internal document compares its Bonebridge product to
Cochlear’s Active BCS and Passive BCS products and Oticon Medical’'s
Passive BCS product. The document notes that MED-EL considers its
Bonebridge product and Cochlear’s Osia product to address a similar
candidate population and [¢<], but states that other percutaneous BCS
options lack modern advantages and should not be considered the best
option.3%2 In another document, MED-EL notes that its Bonebridge
product has strengths compared to Cochlear’s Osia processor, including
its battery life and cost-effectiveness as well as possible weaknesses,
such as a lower fitting range yet to be proven in clinical practice.3%3

350 MED-EL Internal document, Annex 14 to RFI [1],18 January 2023.
351 MED-EL response to the CMA’s S109, 18 January 2023, Q11, 13, Annex 19, [<], 20 January 2023.
352 MED-EL response to the CMA’s S109, 18 January 2023, Q4, 5, 6, 8, 11, Annex 21, ‘[&<], 28 February 2022,

slide 10.

353 MED-EL response to the CMA’s S109, 18 January 2023, Q4, 5, 6, 8, 11, Annex 22, [¥] 7 January 2020.
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5.62 The British Society of Audiology (BSA), an industry body, told us that if
hypothetically one Party’s percutaneous Passive BCS product was not
available, the other Party’s Passive BCS product would be prescribed instead.
It also told us that if Cochlear's Active BCS product (Osia) was not available,
MED-EL's Active BCS product (Bonebridge) would be prescribed and if
Cochlear’s transcutaneous Passive BCS product was not available, either
Osia or Bonebridge would be prescribed instead.3%

5.63 MED-EL told us that it considers that BCS products provide distinctive
benefits to patients and, therefore, in most cases other hearing solutions are
not good alternatives to BCS products:

(a) MED-EL told us that it does not consider that BCS products are generally
substitutable with other hearing solutions, such as conventional acoustic
hearing aids.3%°

(b) MED-EL also told us that there is limited substitutability between BCS
products and middle-ear implants. It stated that its Soundbridge middle-
ear implant is more suitable for patients with sensorineural hearing loss,
or where ear-specific stimulation is required, whilst its Bonebridge BCS
product is more suitable for those with mixed or conductive hearing loss. It
told us that, whilst there may be some patients who may be considered
for both products, most clinics would likely prefer to use a BCS product
where possible, as middle-ear implants require more extensive surgery.3%

(c) MED-EL stated that it does not consider that patients could be considered
for both BCS products and cochlear implants because the latter are
suitable for patients that have little function in the inner ear whereas BCS
products rely on the inner ear being at least partially intact.3%” MED-EL
stated that whilst cochlear implants could be used instead of BCS
products in the case of single-sided deafness, such use is not currently
funded by the NHS.3%8

5.64 MED-EL also told us that it plans to increase its market share across all
hearing solutions.

(a) MED-EL has told us that its aim is to increase its market share to [¢<]%
across all hearing solutions, including BCS products. However, MED-EL
was not able to specify the timeframe over which it expected to achieve

354 British Society of Audiology’s response to the CMA’s RFI, 18 January 2023, question 2. (RFI 18 January
2023).

355 MED-EL's response to the CMA’s S$109,18 January 2023, Q4, 5, 9, Annex 15.

356 Note of call with MED-EL, 8 February 2023, paragraph 18.

357 Note of call with MED-EL, 8 February 2023, paragraph 21.

358 Note of call with MED-EL, 8 February 2023, paragraph 23 and 24.
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this growth or the extent to which BCS products would contribute to this
and plans to achieve this aim are not evidenced in internal documents.359

(b) MED-EL told us that it expects to be able to grow its market share by
promoting [¢<]. In addition to [¢<], it intends to renew its focus on [<],
and promoting the unique benefits and features of its products. However,
it has also noted this process will [¢<].36° |t also told us that it expects its
second generation Bonebridge product (which was released in 2019) to
contribute to this growth, noting that this has a reduced drilling depth
compared to its predecessor, which increases the suitability of its product
for a greater number of patients.36

5.65 Our assessment of the evidence from MED-EL and other third parties is that
Active BCS products compete most strongly with each other, although they do
compete, to a lesser degree, with Passive BCS products. We also consider
that the evidence from MED-EL and other third parties shows that other
hearing solutions, including hearing aids, provide limited competitive
constraint.

Shares of supply in BCS products

5.66 We have estimated shares for the supply of BCS products by requesting sales
data from the Parties and MED-EL for the past four years. The sales data
encompassed sales of implants, processors, and accessories for BCS
products to all clinics in the UK.362 Our share of supply estimates are
presented in Table 5.5.

Table 5.5: Share of supply estimates for BCS products in the UK

Revenue (£m) Share of supply (%)
Entity 2019 2020 2021 2022 2019 2020 2021 2022
Cochlear [5<] [5<] [5<] [<] [40-50] [30-40] [40-50] [40-50]
Oticon Medical [5<] [5<] [5<] [<] [50-60] [50-60] [40-50] [40-50]
Merged Entity [5<] [5<] [5<] [<]  [90-100]  [90-100]  [90-100]  [90-100]
MED-EL [5<] [5<] [5<] [<] [5-10] [5-10] [10-20] [5-10]
Total [5<] [5<] [5<] [<] 100 100 100 100

Source: CMA’s calculations based on the Parties’ and competitors’ sales data.

5.67 Our estimates show the following:

359 Note of call with third party, February 2023, paragraphs 8 and 9 [MED-EL].

360 MED-EL's response to CMA’s.S109, 18 January 2023.

361 Note of call with third party, February 2023, paragraph 15 [MED-EL].

362 \We have also calculated market shares based upon the sales of implants and processors separately and this
show similar results.
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5.68

(a) The Merger combines the two largest suppliers of BCS products in the UK
to create a Merged Entity with a share of supply in 2022 of [90-100%)].

(b) The two Parties each held relatively similar shares of supply in 2022, of
just under [40-50%].

(c) The only other competitor in the market is MED-EL which has a share of
supply of [5-10%)] in 2022. MED-EL'’s share of supply has never exceeded
[5-10%)] over the last four years.

(d) The total size of the BCS market has been increasing. Between 2021 and
2022 it increased by almost 50%.

Therefore, from this share of supply evidence we consider that the supply of
BCS products is highly concentrated with the Parties accounting for the vast
majority of sales. MED-EL’s share of supply has remained relatively low over
the last four years.

Provisional conclusions on competitive constraints

5.69

Our overall provisional conclusions are that:

(a) The BCS market is heavily concentrated, with the two Parties having a
combined share of supply of [90-100%] in 2022.

(b) The Parties are each other’s closest competitor in relation to Passive BCS
products. Whilst MED-EL provides some competitive constraint, this is
significantly weaker. The constraint from other solutions, such as hearing
aids and middle-ear implants, is limited.

(c) MED-EL is a constraint on Cochlear’s Osia Active BCS product. Passive
BCS products provide some constraint to Active BCS products and,
Oticon Medical’s Passive BCS products provide some constraint on Osia.

(d) While the Parties submitted that BCS products are a small sub-set of a
broader range of hearing products that treat mild to moderate hearing
loss, including hearing aids, reconstructive (or middle ear) surgery,
middle-ear implants, CROS hearing aids, and non-surgical products, the
documentary evidence and evidence from third parties shows that this
constraint is limited.
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Evolution of Active and Passive BCS

5.70 This section describes the Active BCS products which have emerged before
setting out our assessment of how the relative importance of Active BCS and
Passive BCS products is likely to evolve in the future.

The emergence of Active BCS products

5.71 We first considered the Active BCS products currently supplied in the UK and
how they emerged. We then describe the differences between Active BCS
and Passive BCS products. Lastly, we assess the sales of Active BCS
products and how this has changed over time.

Emergence of currently available Active BCS products
5.72 BCS products can be categorised as Passive BCS or Active BCS.

(a) Passive BCS implants use an external transducer (ie outside of the skin).
These can be either percutaneous (such as Cochlear’s Baha Connect and
Oticon Medical’'s Ponto) or transcutaneous BCS (such as Cochlear’s
Baha Attract). Percutaneous Passive BCS implants use an abutment
which penetrates the skin to hold the transducer and the external sound
processor in place. Transcutaneous Passive BCS implants use internal
and external magnets to hold the external transducer and sound
processor in place.363

(b) Active BCS implants use an implanted transducer to transmit the
necessary vibrations to the inner ear. All Active BCS products are
transcutaneous, thus the sound processor is kept in place by magnets
rather than an abutment.34

5.73 There are currently two Active BCS products available in the UK. MED-EL
developed the first Active BCS product, Bonebridge, and introduced this to the
UK in 2012. A second generation Bonebridge product was launched in the UK
in 2019. Alongside this, Cochlear has released its Osia product which
received regulatory approval in the United States in December 2019 and
subsequently received approval in the EU.36°

5.74 The evidence shows that MED-EL has faced a number of challenges in
increasing take-up of its Bonebridge product:

363 FMN, paragraph 182.
364 FMN, paragraph 3.
365 The UK will accept the EU regulatory approval until July 2023. FMN, paragraph 185.
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(a) In a [¢<] competitive update document, Cochlear notes that it considers
that Bonebridge requires complex surgery, is not compatible with MRI
scans (in the US), has a lower clinical fitting range (compared to
Cochlear’s Passive BCS products), and has had issues around
reliability.3%® One clinic told us that it prefers not to offer Bonebridge as the
surgery is intrusive.®” Oticon Medical noted in a 2021 internal document
that it considers that Bonebridge has [<]. It, however, notes that there
had been a 50% reduction in its size which has made it [$<].368

(b) MED-EL has also submitted that the strong position of the Parties in BCS
means that clinical staff are afforded fewer opportunities to develop or
maintain skills with different BCS products, which, it considers can
increase their reluctance to adopt rivals’ products.36°

(c) MED-EL also told us that, until 2022, it only had [¢<] sales representatives
actively selling its products to customers in the UK, which limited its ability
to gain market share.3° This was also identified in an Oticon Medical
internal document from 2021.371

(d) MED-EL told us that the way in which the NHS procurement process
works has restricted its ability to grow. In particular, it stated that it
understands some NHS trusts have agreements with suppliers outside
the standard tender process that commit them to buy specific volumes of
a supplier's BCS products in exchange for discounts on these. Where
clinics have these volume-based agreements in place which, for example,
commit them to purchase [<]% of its volume from one supplier, MED-EL
stated that it can only compete for the remaining [¢<]% of the clinic’s
business.?”2 However, as set out in paragraphs 5.21 to 5.22, the evidence
available to us does not show that this practice is widespread for BCS
products.

5.75 In 2019, Cochlear introduced an Active BCS product, Osia.3”® Cochlear
submitted that it took over a decade to develop its Osia product.3’* In addition
Osia cost about [¢<] million SEK to develop (which is about £[s<] million),
compared to Baha which cost about [¢<] million SEK to develop (about

366 Cochlear’'s Response to the CMA's S109, 10 January 2023, Q7, Annex 216 [¢<].

367 Note of a call with a third party, January 2023, paragraph 16 [Bristol Hospital].

368 Demant’s Response to the CMA’s S109, 10 January 2023, Q7, 9, 12, 17, 18. [&] slide 21.

369 MED-EL’s response to the CMA’s S109, 18 January 2023, Annex 15, page 1.

370 MED-EL’s response to the CMA’s S109, 18 January 2023, Annex 14, paragraph 2.

871 Demant’s Response to the CMA’s S109, 10 January 2023, Q7, 9, 12, 17, 18: [&K], Oct 2021. [K], slides 21
and 22.

372 MED-EL's response to the CMA’s S109, 18 January 2023, Annex 15, and Note of a call with MED-EL,
February 2023, paragraph 5.

373 Cochlear teach-in slides, 23 January 2023, page 18. [<]

374 Parties’ response to Issues Statement, 3 February 2023, paragraph 3.37 and Parties’ response to s.109.
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£[5<] million).37® Cochlear has faced a number of challenges in launching
Osia, including:

(a) A clinic told us that COVID-19 resulted in it choosing to fit fewer patients
with Cochlear’s Active BCS products as they require general
anaesthetic.3”® However, in an internal document from 2021 Cochlear
notes that, despite the pandemic, it thought that Osia was a success as,
since its launch, Cochlear had sold more than [<] systems, trained more
than [<] staff, received orders from [¢<] clinics and gained a [¢<]% share
of acoustic system sales.3"7

(b) A Cochlear internal document from 2021 noted that [<]. In relation to the
UK, the document states that Osia is reimbursed but notes that a risk is
that Cochlear [5<] and that NICE has not yet reviewed this.37®

(c) The same internal document outlined that [$<].379

5.76 We understand that Cochlear’s Osia product and MED-EL'’s Bonebridge
products differ in several ways. For example, the products use different
technologies, have different fitting ranges, and differ in terms of their
aesthetics.38 The extent to which one product is a good alternative for the
other is considered further in the Competitive Constraints section of this
chapter.

Comparison of Active BCS products and Passive BCS products

5.77 Active BCS products can have several advantages relative to Passive BCS
products, including:

(a) Reduced likelihood of complications, such as wound infections and skin
growth around the abutment. This was identified as an advantage by

375 Cochlear’s response to CMA’s $109, 10 January 2023, response, Q15, page 9. Cochlear / Oticon Medical
phase 2 51160-2 — 230120 Response to S.109.

376 Note of a call with a third party, January 2023, paragraph 11 [Auditory Implant Centre, Belfast].

877 Cochlear’s response to the CMA’s Phase 1 [s109], 21 July 2022, Q8e, Annex 014, [Phase 1] ([¥<], page 9
(slide 85).

378 Cochlear’s response to the CMA’s Phase 1 [s109], 21 July 2022, Q10a, [¥<], slide 3 [October 2021].

379 Cochlear’s response to the CMA’s Phase 1 [S109], 21 July 2022, Q10a, slide 3 [October 2021], [<].

380 According to submissions from MED-EL and the Cochlear teach-in Osia uses piezoelectric technology in its
transducer whereas Bonebridge uses an electromagnetic transducer which means that Bonebridge is suitable for
those with a hearing loss of up to 45db whereas Osia has a fitting range up to 55db. In addition, Osia is attached
which a single screw whereas Bonebridge requires two screws and Bonebridge requires the drilling of a well in
the skull which Osia does not.
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5.78

5.79

22 out of 40 clinics in response to our questionnaire,®' as well as within a
recent academic study.38?

(b) Improved cosmetic outcomes. This was mentioned by 20 out of 40 clinics
in response to our questionnaire, 33 as well as within Oticon Medical’s
internal documents. 384

(c) Better sound quality. This was mentioned by 12 out of 40 clinics in
response to our questionnaire.3 Five out of 40 told us that Active BCS
products have less feedback.38

(d) Less ongoing care of the surgical site. This was mentioned by seven out
of 40 clinics in response to our questionnaire.38”

The Parties submitted that Active BCS products are generally considered a
better option for paediatrics as an abutment may not be the best option for a
young child whose head is still growing and who may be prone to accidents
that damage the abutment and exacerbate the wound.3® However, this was
not mentioned by any of the clinics in our questionnaire as an advantage of
Active BCS products. Indeed, one clinic said that a disadvantage of Active
BCS products was that it could not be fitted to children under the age of 5.38°
Cochlear also states in internal documents that it [6<].39

However, Active BCS products can also have disadvantages compared to
Passive BCS products, including:

(a) Active BCS products require more invasive surgery. This was mentioned
by 21 out of 40 clinics in response to our questionnaire,3®' as well as
within Oticon Medical’s internal documents.3°2 The surgery for Active BCS
typically involves a general anaesthetic and takes up to one hour,
whereas a Passive BCS can be implanted in 10-20 minutes under local
anaesthetic.3% The Parties told us that that one hospital (Manchester) has

381 Response to the CMA questionnaire from a number of third parties, January 2023, question 9 [<].

382 Cochlear / Oticon Medical phase 2 51160-2 - Annex 380 - Longitudinal economic analysis of Bonebridge 601

versus percutaneous bone-anchored hearing devices over .pdf - (academic study submitted by Cochlear).
383 Response to the CMA questionnaire from a number of third parties, January 2023, question 9 [5<].

384 For example, slide 26. Demant’s Internal Document [8<] in response to the CMA’s S109, 10 January 2023,

Question 10, 11, 12, 14, 15, 17, 18

385 Response to the CMA questionnaire from a number of third parties, January 2023, question 9 [<].
386 Response to the CMA questionnaire from a number of third parties, January 2023, question 9 [<].
387 Response to the CMA questionnaire from a number of third parties, January 2023, question 9 [<].
388 Parties' response to the AlS and WPs, dated 23 March 2023, paragraph 4.2.

389 Response to the CMA questionnaire from a number of third parties, January 2023, question 9 [5<].
390 Cochlear's Response to the CMA’s S109, 10 January 2023, Q 7, [¥<].

391 Response to the CMA questionnaire from a number of third parties, January 2023, question 9 [<].
392 For example, slide 22 Annex 115 - [] (response to Merger Notice Q10) and slide 26. Demant's Internal

Document [<], January 2022. [¥<] in response to the CMA’s S109, 10 January 2023, Questions 10, 11, 12, 14,

15, 17, 18.
393 FMN, paragraph 3.
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recently obtained approval to perform Active BCS implant surgery in an
outpatient setting in less than 30 minutes under local anaesthetic. The
Parties also told us that they expected this development to be followed by
other clinics quite quickly as the community of specialist ENT surgeons
carrying out hearing implants is small and well-connected.3% We consider
that this development could reduce the significance of this disadvantage
in the future, and note that one clinic told us that it has started to offer
Osia under local anaesthetic.3% However, it is unclear the extent to which
this is likely to gain significant traction within the next two to three years.
The Parties submitted that this was overly cautious given the resource
constraints that the NHS is under.3%

(b) Passive BCS products are more powerful than Active BCS products.
Passive BCS products have a fitting range of up to 65dB, whereas Active
BCS products only go up to 55dB. This was mentioned as a disadvantage
by 14 out of the 40 clinics in our questionnaire.3%" In relation to this:

(i) The Parties submitted that only an estimated 5% of suitable patients
with conductive or mixed hearing loss fall into the 55dB to 65dB range
at the time of fitting.3% The evidence from clinics indicated that this
may underestimate the number of patients who may be better suited
to Passive BCS products. This is because clinics told us that when
deciding which product to prescribe, a relevant consideration is the
fact that, as people are living longer and hearing typically deteriorates
with age, Active BCS products may not be strong enough for certain
patients in the longer term. This is especially the case for patients
who have particularly progressive hearing loss.3%° The implication of
this is that clinics may consider Passive BCS products more suitable
for patients who are currently towards the upper end of the Active
BCS range. In the Parties’ response to the AIS and WPs, they told us
that, even if this were true, it would only impact a small number of
patients (as only about 10% of Baha patients are in the 50 to 64db
range) and that Osia can actually be a better solution for patients with
degenerative hearing loss.40

(i) The Parties also told us that it is likely that, in the near future, Active
BCS products will have the same range as Passive BCS products.*%’

3% Parties’ response to Issues Statement, 3 February 2023, paragraph 3.30.

395 Note of a call with a third party, January 2023, paragraph 9 [Bristol Hospital].

3% Parties' response to the AlS and WPs, dated 23 March 2023, paragraph 4.4.

397 Response to the CMA questionnaire from a number of third parties, January 2023, question 9 [<].
398 Parties’ response to Issues Statement, 3 February 2023, paragraph 3.25.

399 For example, Note of a call with a third party, January 2023, paragraph 15 [Northern Care Alliance].
400 Parties' response to the AIS and WPs, dated 23 March 2023, paragraph 4.5(a).

401 Parties’ response to Issues Statement, 3 February 2023, paragraph 3.25.
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One reason for this is that [¢<].492 In the Parties’ response to the AIS
and WPs, they referred to [¢<].403 However, the document [¢<] with
the implication being that it is subject to uncertainty. We have not
seen this timeline mirrored in other documents. The extent to which
this development is likely to take place within the next two to three
years is therefore unclear.

(c) Active BCS implants can result in distortive shadow effects on MRI
images when the head is scanned. This is a particular disadvantage for
patients who require frequent MRIs. Clinicians told us that they do not
consider Active BCS products to be suitable for such patients.4%* This was
mentioned by 15 out of the 40 clinics in our questionnaire.4%® However,
the Parties submitted that this only impacts those patients who require
frequent head-based MRIs, and this only impacts a very small number of
patients (around one or two per 100,000 persons). They also submitted
that patients who do require frequent MRIs have the option of Active BCS
products where the internal magnet is replaced with a non-magnetic plug
and where a retainer disk (adhesive) is used to keep the external sound
processor in place.*%

(d) Active BCS products have higher initial costs than Passive BCS products.
In the UK, the current prices of the Parties’ Passive BCS implants and
processors are around £[¢<], Cochlear’s Active BCS Product (Osia) costs
around £[¢<] and MED-EL'’s Active BCS Product (Bonebridge) is around
£[8<].497 This was mentioned by three out of the 40 clinics in our
questionnaire.*%® However, a study by the Hearing Implant Centre at
Guy’s and St Thomas’ NHS Foundation Trust undertaken in 2022 (and
submitted by the Parties) found that whilst the short-term costs to the
NHS of Active BCS products are greater than Passive BCS products, over
the longer-term the costs to the NHS are similar.4%®

5.80 The above shows that Active BCS products have both advantages and
disadvantages compared to Passive BCS products. It also implies that the

402 The Parties told us that [¢<]. Parties' response to the AIS and WPs, dated 23 March 2023, paragraph 4.5.
403 Parties' response to the AIS and WPs, dated 23 March 2023, paragraph 4.5(b).

404 Note of a call with third party, January 2023, paragraph 13 [Bristol Hospital] and Note of a call with third party,
January 2023, paragraph 15 [Northern Care Alliance].

405 Response to the CMA questionnaire from a number of third parties, January 2023, question 9 [5<].

406 Parties' response to the AIS and WPs, dated 23 March 2023, paragraph 4.6.

407 Cochlear’s Response to the CMA’s S109, 10 January 2023, Q1 Annex 205 [$<]; Demant's response to the
CMA’s S109, 10 January 2023: Annex 1.1 [¢<]; and MED-EL'’s response to CMA’s S109, 18 January 2023 []
Question 2.

408 Response to the CMA questionnaire from a number of third parties, January 2023, question 9 [¢<].

409 The Parties’ reiterated these views in their response to the AIS and WPs (Parties' response to the AlS and
WPs, dated 23 March 2023, paragraph 4.7). Cochlear follow-up response to teach-in, 23 January 2023,

Annex 380, [].
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relative significance of these advantages and disadvantages for a given
patient, and therefore by extension the most appropriate BCS product for
them, will depend on their individual circumstances.

Sales of Active BCS products

5.81 As shown in Table 5.6, the number of Active BCS implants sold annually has
increased by over 300% between 2019 and 2022, and this has been driven
mainly by the release of Cochlear’s Active BCS product (Osia):

(a) MED-EL experienced an approximately [0-5%] increase in sales of its
implants between 2021 and 2022, whereas Cochlear’s Osia implant sales
increased by about [6<]% between 2021 and 2022.

(b) Annual sales of Cochlear’s Osia implants represent about [70-80%] of all
Active BCS implant sales in 2022. Despite being released more recently,
the annual sales of Cochlear’s Osia implants are [¢<] the annual sales of
MED-EL’s Bonebridge implants.

(c) Active BCS implants account for about [¢<]% of all Cochlear’s BCS
implants sold in 2022. We note that this figure is broadly consistent with
the Parties’ submissions as to how Cochlear’s Active BCS implant share
as a proportion of its total BCS implant sales has changed over time.410

5.82 However, despite the significant increase in the number of Active BCS
implants, there are still considerably more annual sales of Passive BCS
implants in the market. Active BCS implants accounted for only about [10-
20%] of all implants in 2022 (up from about [10-20%] in 2021, and about [5-

10%] in 2020).

Table 5.6: Sales of Active and Passive BCS implants, 2019-2022

2019

2020

2021

2022

Active implants

Cochlear [%] [%] [%] [%]
MED-EL [%] [%] [%] [%]
Total [%] [%] [%] [%]
Passive

implants

Cochlear [%] [%] [%] [%]
Oticon Medical (%] [%] [%] [%]
Total [%] [%] [%] [%]

Source: CMA’s estimates based on the Parties’ and competitors’ Active BCS and Passive BCS implant sales volume data.

5.83 These results are broadly consistent with our clinic questionnaire. 26 out of 38
clinics told us that Active BCS products currently account for less than 25% of

410 Parties’ response to Issues Statement, 3 February 2023, paragraph 3.29.
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their total BCS implants.*!" Three clinics reported that Active BCS products
accounted for 25-50% for BCS implants,*'? eight said they were 50-75%,4'3
and only one told us they were more than 75% of their total implants.*'#

5.84 The Parties submitted that the growth in Active BCS implants has occurred in
a period when, as a result of Coronavirus (COVID-19), healthcare systems
have been under significant pressure, BCS surgery has been deprioritised
and clinics have been working through waiting list backlogs.4'® The Parties
also told us that sales of Osia passed [¢<] in December 2022 which makes it
the fastest growing hearing implant system in history.416

5.85 The Parties also submitted data for how sales of Cochlear’s Osia implants
had increased in recent years at four leading hospitals.*'” This evidence does
not provide a complete view of how the proportion of Active BCS implant
sales and Passive BCS implant sales have been changing over time in these
clinics as it only captures sales of Cochlear’s Passive BCS product and not
Oticon Medical’s. In addition, it only captures trends within a relatively small
number of clinics.*'® For these reasons we consider that our analysis above
better captures trends in the proportion of sales of Active BCS implants and
Passive BCS implants.

Provisional conclusions on the emergence of Active BCS products

5.86 The evidence considered above shows that whilst Active BCS products have
advantages as compared to Passive BCS products, they also have
drawbacks. Over the last couple of years, there has been a significant
increase in sales of Active BCS implants. This has been driven by the
introduction of Cochlear’s Osia product, whilst MED-EL'’s sales growth has
been limited. However, Passive BCS implants continue to account for a
considerably greater proportion of BCS implant sales than Active BCS
implants.

411 Response to the CMA questionnaire from a number of third parties, January 2023, question 11, [<].

412 Response to the CMA questionnaire from a number of third parties, January 2023, question 11, [<].

413 Response to the CMA questionnaire from a number of third parties, January 2023, question 11, [5<].

414 Response to the CMA questionnaire from a number of third parties, January 2023, question 11, [5<].

415 Parties' response to the AIS and WPs, dated 23 March 2023, paragraph 4.12.

416 Parties' response to the AIS and WPs, dated 23 March 2023, paragraph 4.11.

417 Parties’ response to Issues Statement, 3 February 2023, paragraph 3.32.

418 \We also note that across 3 of the 4 clinics the proportion of Active BCS as a percentage of all BCS implants
has not been consistently increasing across time but has fluctuated. These clinics accounted for [¢<]% of Osia
implant sales, [¢<]% of Baha implant sales and [¢<]% of all Osia and Baha implant sales in 2022.
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Projected future evolution of Active BCS products in relation to Passive BCS
products

5.87 In this section we consider how sales of Active BCS products as a proportion
of sales of all BCS products are expected to change in the future. We first
consider evidence from internal documents and then from our third-party
engagement.

Parties’ internal documents and submissions

5.88 Oticon Medical’s internal documents show that, whilst it believes that sales of
Active BCS products will increase in the future, it still expects there to be a
role for Passive BCS products:

(a) In a 2022 internal document, Oticon Medical says that it expects there to
be a [¢<] % move away from percutaneous to transcutaneous Active in
new patients’ surgeries in the UK [$<].41° However, it notes that limiting
factors include [¢<]. This is mirrored in another internal document which
estimates the [6<].420

(b) In a 2020 internal document, Oticon Medical states that globally [<]. It
goes on to explain that this is because of factors such as the [<].
However, Oticon Medical states that it is its strong belief that more
patients will choose active transcutaneous solutions when these solutions
and the surrounding ecosystem have matured.*?’

(c) In a 2022 internal document, Oticon Medical states that it expects
transcutaneous Active BCS products to become a preferred choice
globally but that this depends on it having a widened indication and
reimbursement being established. Oticon Medical also notes that it
expects transcutaneous Active BCS to be a growth driver alongside the
percutaneous segment.#?? Several other Oticon Medical documents show
that it views Active BCS products as existing alongside Passive BCS
products.423

419 Demant’s Response to the CMA’s $109, 10 January 2023, Q 7, 10, 11, 18, [<], slide 22.

420 Demant’s response to the CMA’'s S109, 10 January 2023, Q 7, 10, 11, [<] slide 9.

421 Demant’s Response to the CMA’s S109, 10 January 2023, Q10, [<] pages 5 and 6.

422 Demant’s Response to the CMA’s S109, 10 January 2023, Q11, [&<] slide 8.

423 Demant’s Response to the CMA's S109, 10 January 2023, Questions 7, 10, 11, 12, 15, 17, 18, [] slide 27;
Demant's Response to the CMA’s S109, 10 January 2023, Questions 7, 10, 11, 18, [¢<] slide 7; Demant's
Response to the CMA’s S109, 10 January 2023, Questions 7, 10, 11, [&] slides 7 and 9; and Demant’s
Response to the CMA’s S109, 10 January 2023, Questions 7, 12, 17, 18, [<] slides 3, 15, and 20; Demant’s
response to the CMA’s S109, 10 January 2023, Q11, [], slide 9.
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5.89

5.90

5.91

Cochlear’s internal documents also show that it expects there to be a global
increase in the sale of Active BCS products: 4?4

(a) In a 2022 internal document, Cochlear states that it expects Osia to be a
driver of growth between 2022 and 2026. [5<].425

(b) In a 2022 internal document, Cochlear states that in Q1 of the 2021
financial year it sold, on average, approximately [¢<] Osia and [¢<] Baha
products per day. It estimates that in Q4 2023 it will sell approximately
[6<] Osia and [<] Baha products per day.4?%

(c) In a 2019 internal document, Cochlear states it expects sales of Osia to
increase from [¢<] units in 2020 to [¢<] units in 2024, whilst sales from
Baha Connect will fall [¢<] from [¢<] units in 2020 to [¢<] units in 2024.
[<]. However, it still expects that, by 2024, Baha will make up [<]% of its
total revenue from processors.*%”

In the Parties’ response to the AIS and WPs, the Parties stated that the
internal documents referred to above show that Cochlear expects there to be
a significant global increase in the sale of Active BCS products, and any
remaining business for its Passive BCS products will be focused on emerging
markets.428

To demonstrate this the Parties referred to a 2021 Cochlear internal
document which shows that Cochlear expected sales of Osia to increase [¢<]
between [<] (from [6<] to [¢<]).#?® However, it also shows that Cochlear
expected sales of Baha to fall more modestly over the same timeframe (from
[¢<] to [¢<]) and does not show that these sales are only expected to be in
emerging markets. We consider this document provides further evidence that
Cochlear expects there to be growth in the sale of Active BCS products, but
there to still be a role for Passive BCS products.

Evidence from third parties

5.92

Clinics have told us that that they expect there to be an increase in the use of
Active BCS products in the next two to three years. However, most clinics

424 We note that a limitation of this evidence is that it relates to global sales rather than sales in the UK, and that
there could be differences across countries.

425 Cochlear's Response to the CMA’s $109, 10 January 2023, Q7, [].

426 Cochlear's Response to the CMA’s S109, 10 January 2023, Q10, [¥].

427 Cochlear’s response to the CMA’s S109, 10 January 2023, Q7, [¢<] Annex 221 - [<].

428 Parties' response to the AIS and WPs, dated 23 March 2023, paragraph 4.11.

429 Annex 151 to the FMN, Q10, [¥<], slide 42.
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think that they will still be prescribing more Passive BCS products than Active
BCS products in the future. As shown in Table 5.7:

(a) 28 out of 38 clinics told us that, out of the BCS products they currently
prescribe, 50% or more are Passive BCS products.*3° 26 out of 38 told us
that in two to three years’ time they expected that Passive BCS products
would continue to account for 50% or more of the BCS products they
prescribe.*3’

(b) 16 out of 38 clinics expect Active BCS products to account for less than
25% of all BCS products prescribed in the next two to three years.*32

Table 5.7: Clinicians estimates of the proportion of prescribed BCS products which are Active
and Passive currently and how they expect this to change in the next 2-3 years.

Currently/latest In next 2-3 years

year
Proportions Passive Active Passive Active
<25% 4 26 7 16
25%-50% 6 3 5 7
50%-75% 4 8 11 11
>75% 24 1 15 4

Source: CMA’s questionnaire to clinics (38 responses).

5.93 Consistent with this 43 out of 46 clinics told us they expected there would still
be a need for Passive BCS products in the future.*33

(a) 16 out of 46 clinics told us that this was because Passive BCS products
will continue to be more suitable for some patients with more severe
hearing loss as they have a greater fitting range.*3

(b) 14 out of 46 clinics said that Passive BCS products will be required for
patients who require regular MRI scanning.43°

(c) 11 out of 46 clinics said that they see a continued role for Passive BCS
products as these can be done under local anaesthetic and in a shorter
time scale, therefore putting less strain on hospital beds.*3¢

430 Response to the CMA questionnaire from a number of third parties, January 2023, question 11, [&<].

431 Response to the CMA questionnaire from a number of third parties, January 2023, question 11 [<].

432 Response to the CMA questionnaire from a number of third parties, January 2023, question 11 [<].

433 Response to the CMA questionnaire from a number of third parties, January 2023, question 10 [<].
Additionally, six clinics told us that they expected the use of transcutaneous Passive BCS products to reduce
over time [<] with two stating that this was because they do not have any benefits over Active BCS products
[<]; [<].

434 Response to the CMA questionnaire from a number of third parties, January 2023, question 10, B [¢<].
435 Response to the CMA questionnaire from a number of third parties, January 2023, question 10 [¢<].

436 Response to the CMA questionnaire from a number of third parties, January 2023, question 10 [<].
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5.94

5.95

5.96

5.97

(d) Four out of 46 clinics told us that some patients will prefer Passive BCS
products.*37

In the Parties’ response to the AIS and WPs, the Parties told us that:

(a) The reasons identified by clinics as to why they expected there would still
be a need for Passive BCS products align with the disadvantages of
Active BCS products outlined in paragraph 5.79, which only impact a
small proportion of potential patients and/or are expected to be mitigated
within the next two to three years.438

(b) Many clinics have yet to provide Active BCS products to their patients or
receive training in these. The Parties submitted that clinics that have not
been trained on Active BCS implants were likely to be too conservative in
their estimates on the pace of the switch from Passive BCS to Active
BCS.439

In relation to these submissions, we consider that the evidence from clinics is
consistent with the Parties’ own internal documents in showing that, whilst use
of Active BCS products is expected to increase in the next two to three years
(including as training is rolled out and Active BCS products improve), there
will continue to be a significant proportion of patients who receive Passive
BCS products.

The British Society of Audiology, an industry body, told us that there would be
some patients better suited to Passive BCS products than Active BCS
products for years to come.**° The Royal National Institute for Deaf People, a
patient group similarly also told us that there would be a small number of
patients who may benefit more from Passive BCS and would be unsuitable for
Active BCS products due to risks of surgery, underlying health issues and
anatomical anomalies.*4!

MED-EL told us that it expects there to be a market transition away from
percutaneous Passive BCS products towards Active BCS products, although
there could be some inertia. MED-EL also told us that in the short- to medium-
term, it expects there will continue to be demand for percutaneous Passive
BCS products. This is because Active BCS products are currently more

437 Response to the CMA questionnaire from a number of third parties, January 2023, question 10 [<].

438 Parties' response to the AlS and WPs, dated 23 March 2023, paragraph 4.9.

439 The Parties also told us that the evidence on sales to four clinics provided in response to the issues statement
(and summarised in 5.85) shows that, once trained, clinics have rapidly switched from Baha to Osia implants.
Parties' response to the AIS and WPs, dated 23 March 2023, paragraph 4.12.

440 Responses to the CMA questionnaire from the British Society of Audiology Questions 4 and 5.

441 Responses to the CMA questionnaire from the Royal National Institute for Deaf People. Q5.
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limited in audiometric fitting range than Passive products, although it expects
that this could change in the medium- to long-term as technology improves.44?

Provisional conclusions on projected future evolution of Active BCS products in
relation to Passive BCS products

5.98 Our provisional conclusion is that, whilst it is likely that there will be a material
increase in the use of Active BCS products in the next two to three years,
there will continue to be a significant proportion of patients that continue to
receive a Passive BCS product.

Provisional conclusions on the evolution of Active BCS products and Passive
BCS products

5.99 Our overall provisional conclusions are, given Active BCS products have both
advantages and disadvantages relative to Passive BCS products, the choice
of whether an Active BCS product or Passive BCS product is most suitable for
a given patient depends on their individual circumstances. The differences
between the products mean that whilst Active BCS product sales have grown
significantly since 2019, and it is likely that there will be a material increase in
the use of Active BCS products in the next two to three years, the evidence
from the Parties and clinics shows that there will still be a significant
proportion of patients who will continue to receive Passive BCS products in
the UK in the next two to three years.

Competitive constraint from Sentio

5.100 This section considers the competitive constraint from Oticon Medical’s Active
BCS product (Sentio). We first present evidence from Oticon Medical’s
internal documents before considering evidence from internal documents and
our engagement with Cochlear and MED-EL.

Oticon Medical’s internal documents

5.101 Oticon Medical’s internal documents show that in September 2022 it was
aiming to launch Sentio in the UK in [6<].#43 Oticon Medical’s internal
documents show that it considers that Sentio would compete with Osia and
Bonebridge, and have some advantages over these solutions:

442 Note of call with MED-EL, 8 February 2023, paragraph 16.
443 Demant’s Response to the CMA's S109, 10 January 2023, Q 7, 10, 11, 18, [¥<], slide 20.
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(a) In a September 2020 Oticon Medical business review slide deck, Oticon
Medical compares Sentio with Osia and Bonebridge. According to this
assessment, Sentio would be a [$<].444 Other Oticon Medical internal
documents from between August 2020 and September 2022 similarly
note that Sentio is expected to be [¢<] than Osia and Bonebridge.*4°

(b) In an internal document from May 2021, Oticon Medical describes the
competitive strategies which Cochlear and MED-EL are adopting in
relation to Osia and Bonebridge. The document states that Oticon Medical
expects [6<].446

(c) In an internal document from February 2022, Oticon Medical states that
its target group for Sentio is [¢<]. Oticon Medical states that it also aims to
supply Sentio to [6<].447

5.102 Oticon Medical’s internal documents also show that it expected [<]:

(a) In a 2022 internal document, Oticon Medical states that it expects the
average sales price [<]. Based on this, Oticon Medical calculates that
[<]. Oticon Medical describes that it expects [¢<] and that this would
significantly contribute to its profits.448

(b) Oticon Medical reiterates in a number of other internal documents that it
expects [6<].449

5.103 In the Parties’ response to the AIS and WPs, they submitted that:

(a) The profitability estimates in Oticon Medical’s internal documents are
overstated. They state that this is because these estimates rely on full
reimbursement from public health systems and do not reflect the costs
that would be shared with the wider Demant group.#*°

(b) Oticon Medical’s internal documents, and views, do not necessarily reflect
the views of Demant in relation to the BCS business. Oticon Medical is

444 Demant’s Response to the CMA's S109, 10 January 2023, Question 7, 10, 11, ‘[¢<]’, September 2020, [¢<]
(phase 1) slide 26; and Demant’s Response to the CMA’s S109, 10 January 2023, Q 7, 10, 11, 12, 15, 17, 18,
[<], page 30.

445 Annex 110 to the FMN — [¥<], slide 8; Demant’s Response to the CMA’s S109, 10 January 2023, Q 7, 10, 11,
18, [<] slides 10 and 15; Demant’s Response to the CMA’s S109 Q 7, 10, 11, 12, 15, 17, 18, [&<] slide 30; and
Demant’s Response to the CMA’s S109, 10 January 2023, Q 7, 10, 11, [<] slide 13 and 31, Demant’s Response
to the CMA’s S109, 10 January 2023, Q 7, 10, 11, 18, [<] slides 14-15.

446 Demant’s response to the CMA’s Phase 1 S109, [add date of s109] Q17a, [¥<], slide 19.

447 Demant’s Response to the CMA’s S109, 10 January 2023, Q 7, 10, 11, slide 37, [<].

448 Demant’s Response to the CMA's S109, 10 January 2023, Q 7, 10, 11, 18, [¥<], slide 25.

449 Demant’s Response to the CMA's S109. 10 January 2023, Q 7, 10, 11, 12, 15, 17, 18, [¥<], slide 31; Demant’s
Response to the CMA’s S109, 10 January 2023, Q 7, 10, 11, 18, [<] slide 25, Demant’s Response to the CMA’s
S$109, 10 January 2023, Q 7, 10, 11, 18, [<], slide 25.

450 Parties' response to the AlS and WPs, dated 23 March 2023, paragraph 2.24.

86



predisposed to present a more optimistic view of the future of the BCS
business to justify investment by Demant.*%!

5.104 We address the point about cost sharing with the wider Demant group in the
Counterfactual chapter. With regard to the other points, the Parties did not
provide any evidence to support their position that these documents are
viewed by Demant as being overly optimistic and do not reflect its views.

5.105 The Parties also submitted that Oticon Medical’s internal documents track the
development of Sentio (as they would for any ongoing R&D), and they show
that Sentio has continued to [¢<] and its eventual launch remains highly
uncertain.*%? In relation to this submission, we have found evidence that there
have been challenges associated with Sentio:

(a) A 2022 internal document identifies several [¢<] which Oticon Medical
faces in relation to Sentio, including i[s<]. However, the same document
states that [$<].453 This is consistent with another 2022 internal document
where Oticon Medical notes that Sentio’s sound processor has [6<].4%

(b) In another internal document from 2022, Oticon Medical also discusses
[6<] associated with Sentio, including around its commercial launch.*%

(c) In an internal document from September 2022, Oticon Medical identifies
[6<] associated with Sentio, including that [6<].456

(d) An internal document from 2021 reports that Sentio is [<].4%7

5.106 However, despite these challenges, in the hearing, Demant told us that Sentio
was [<]. It stated that the current expectation was that Sentio would receive
regulatory clearance in [¢<] and would be able to be launched in the UK from
[¢<]. However, Demant stated that this timeline was subject to uncertainty.4%

Evidence from Cochlear and MED-EL

5.107 We consider that our review of Cochlear’s internal documents shows that it
has been monitoring the development of Sentio and views this as a
competitive threat:

451 Parties' response to the AIS and WPs, dated 23 March 2023, paragraph 2.25.

452 Parties’ response to Issues Statement, 3 February 2023, paragraph 1.7. The Parties reiterated these views in
their response to the AIS and WPs, dated 23 March 2023, paragraph 2.24.

453 Demant’s response to the CMA’s S109, 10 January 2023, Q7, 11, 18, [¥<], page 1.

454 Demant’s Response to the CMA's S109, 10 January 2023, Q 7, 10, 11, [<], slides 20 and 21.

455 Demant’s Response to the CMA's S109, 10 January 2023, Q 11, [<], slides 4 and 6.

456 Demant’s Response to the CMA's S109, 10 January 2023, Q 7, 10, 11, 18, [¥<], slide 30.

457 Demant’s response to the CMA’s S109, 10 January 2023, Q11, [<], slide 2.

458 Notes of a hearing with Demant, 22 March 2023, Page 61, lines 17-23, [<].
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(a) Ininternal documents from 2021 and 2022, [$<].4%9 [$<].460
(b) A Cochlear internal document notes that a [§<].46

(c) In several internal documents, Cochlear compares its Active BCS product
to Bonebridge and Sentio.*6? Several documents also state that Cochlear
expects Sentio to [<].463

(d) A Cochlear internal marketing and launch strategy document for Osia
from 2021 states that a [¢<]. The document goes on to describe [$<].464

5.108 In the Parties’ response to the AlS and WPs, they submitted that they do not
consider that these documents demonstrate that Sentio is a competitive threat
or that the potential release of Sentio has had any impact on Cochlear’s
innovations.8% In particular the Parties told us that:

(a) The risk document referred to in paragraph 5.107(a)*¢® shows that,
[].467

(b) The document referred to in paragraph 5.107(b)*%8 refers to Sentio as part
of a broader presentation and the focus of the presentation is on
Cochlear’s proposals and strategies to address unmet patient need and
grow the hearing implants segment. Similarly, the document referred to in
paragraph 5.107(d)*%° does not show Cochlear responding to the threat of
Sentio but instead seeking to grow the market.47°

5.109 In relation to these submissions, we consider that Cochlear’s internal
documents show that it perceives Sentio as a risk which it is seeking to
respond to:

4%9 Cochlear’s Response to the CMA’s S109, 10 January 2023, Q7: COT-000000009 — Annex 212 — [&<]
[November 2021]; & COT-000000011 — Annex 214 — [&<] August 2019], COT-000000010 — Annex 213 — [&]
[November 2022]; & COT-000000012 — Annex 215 — [¢<] December 2022].

460 Cochlear's Response to the CMA’s S109, 10 January 2023, Q7: Annex 214, [<].

461 Annex 151 to the FMN - [&<].

462 Annex 108 to the FMN - [&<].

463 Cochlear’s response to the CMA’'s S109, 10 January 2023, Q7, 17, 18, Annex 231, [¢<] November 2021 and
Cochlear’s response to the CMA’s S109, 10 January 2023, Q7, 17, 18, Annex 235, [¢<], June 2022, [<].

464 Cochlear’s response to the CMA’s $109, 10 January 2023, Q7, 17, 18, Annex 231, [¢<], 9 November 2021.
465 Parties' response to the AIS and WPs, dated 23 March 2023, paragraph 4.13.

466 Cochlear's Response to the CMA’s S109, 10 January 2023, Q7: COT-000000009 — Annex 212 — [¥<],
November 2021]; & COT-000000011 — Annex 214 — [<] [August 2019], COT-000000010 — Annex 213 — [],
[November 2022]; & COT-000000012 — Annex 215 — [<], December 2022].

467 Parties’ response to the AIS and WPs, dated 23 March 2023, paragraph 4.14.

468 Annex 151 to the FMN - [&<].

469 Cochlear’s response to the CMA’s S109, 10 January 2023, Q7, 17, 18, Annex 231, [¢<], 9 November 2021.
470 Parties' response to the AlS and WPs, dated 23 March 2023, paragraphs 4.15-4.16.
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(a) [<].47"

(b) The document in paragraph 5.107(b) shows that one of Cochlear’s three
must-win areas was to retain market leadership and that it regarded [<]
to this. The document also provides updates on Cochlear’s other must-
win areas, namely growing the hearing implant market and delivering
consistent revenue and earnings growth.#”2 We consider that this
document shows that Cochlear views Sentio as a threat to one of its key
strategic objectives.

(c) In the document in paragraph 5.107(d) Cochlear states that one of its key
business objectives with the Osia system release is to achieve market
growth and states elsewhere that the main competitor for Osia except ‘do
nothing’ is middle-ear surgery and hearing aids. The document also states
that another objective is to [¢<]. Cochlear also describes the features it
expects Sentio to have (noting that this was subject to uncertainty).4” We
consider that this document therefore shows that protecting its market
share in response to the threat of Sentio was one of Cochlear’s main
drivers to innovate.

5.110 The Parties have also submitted that:

5.111

(a) the fact that Cochlear monitored a potential product does not in itself
provide an indication that the product, if launched, would constrain it; and

(b) such internal documents were based on assumptions and estimates
rather than concrete evidence, and more recent documents reflect that
Cochlear does not consider Sentio to be a threat.4™

In respect of these submissions, we consider that the fact that Cochlear
monitors the development of Sentio, assesses how this product compares to
its own and regards [¢<] demonstrates that it views it as a potential
competitive threat. We consider that we can place weight on this evidence,
notwithstanding that: (a) these internal documents rely on assumptions, since
it is to be expected that (in the absence of full information about its rivals) a
competitor will make various assumptions in relation to competitive threats;
and (b) ultimately, whether Sentio will constrain Osia in the future is inherently
uncertain and will depend on how the product performs if and when it is

471 Cochlear's Response to the CMA’s S109, 10 January 2023, Q7: COT-000000009 — Annex 212 — [¥<],
[November 2021]; & COT-000000011 — Annex 214 — [¢<], [August 2019], COT-000000010 — Annex 213 — [<],
[November 2022]; & COT-000000012 — Annex 215 — [8<] [December 2022].

472 Annex 151 to the FMN - [&<].

473 Cochlear’s response to the CMA's S109, 10 January 2023, Q7, 17, 18, Annex 231, ‘[¢<], 9 November 2021.
474 Parties’ response to Issues Statement, 3 February 2023, para 3.38. The Parties reiterated these views in their
response to the AIS and WPs, dated 23 March 2023, paragraphs 4.13 and 4.16.
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launched — the presence of some uncertainty in how a market is likely to
develop in future does not in itself preclude a finding that there are
competition concerns on the basis of all the available evidence.*” In addition,
the evidence set out in paragraph 5.107(d)*’® shows that Sentio is already
constraining Cochlear as Cochlear is responding to this competitive threat,
including through innovation.

5.112 In relation to their submission that more recent documents reflect that
Cochlear no longer consider Sentio to be a threat, the Parties identified a
marketing and launch document from 2022. This notes that Sentio is [¢<] and
the announcement that Cochlear could purchase Oticon Medical makes
Sentio ‘highly unsecure’.4’” We note that Cochlear’s perception of Sentio
within this document differs from its view in other documents from 2022 (as
outlined in paragraph 5.107) and, in part, is impacted by the proposals for the
Merger.

5.113 MED-EL told us that based on its understanding of Sentio, it considers that it
could be a major competitor. However, it noted that the extent of its
competitive threat is presently unclear and dependent on its performance in
clinical trials.*7®

Provisional conclusions on the competitive constraint from Sentio
5.114 The evidence considered above shows that:

(a) Oticon Medical considers that Sentio will compete with Osia and
Bonebridge. Whilst the development and potential market launch of
Sentio is inherently uncertain, the evidence shows that Oticon Medical
believes that it has several advantages relative to competing Active BCS
solutions and, if launched, Sentio would ultimately [¢<] than Oticon
Medical's Passive BCS product.

(b) Cochlear and MED-EL are monitoring Sentio and consider it a competitive
threat, and Cochlear is already taking steps to respond to this threat.

475 Merger Assessment Guidelines (CMA129), paragraph 2.10.

476 Cochlear’s response to the CMA’'s S109, 10 January 2023, Q7, 17, 18, Annex 231, [<], 9 November 2021.
477 Cochlear’s response to the CMA's S109, 10 January 2023, Q7, 17, 18, Annex 237, [¢<], June 2022.

478 MED-EL'’s response to the CMA’s.S109, 18 January 2023, Document 14, and Note of call with MED-EL,
February 2023, paragraph 17.
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Countervailing factors

5.115 In this section, we consider whether there are any countervailing factors that
prevent or mitigate an SLC arising from the Merger.4’® We note that we have
not received any submissions on efficiencies, and therefore we have not
considered them at this stage.

5.116 This section therefore examines whether entry or expansion of rivals,
including that sponsored by the NHS, would be timely, likely and sufficient to
prevent an SLC.480

Framework of assessment

5.117 If effective entry or expansion occurs as a result of a merger and any
consequent adverse effect (for example, a price rise), the effect of the merger
on competition may be mitigated, the CMA might conclude that no SLC arises
as a result of the merger.48!

5.118 As set out in the Merger Assessment Guidelines, the framework used by the
CMA to determine whether entry or expansion would prevent an SLC is that it
must be timely, likely and sufficient.#8? These conditions are cumulative and
must be satisfied simultaneously.*83

5.119 The CMA considers that entry or expansion preventing an SLC from arising
would be rare.484

Parties’ submissions
5.120 The Parties submitted that:

(a) If the BCS segment were to grow, or if the Merged Entity were to attempt
to raise prices or decrease its innovation efforts, new competitors may be
likely to launch competing BCS products. They identified potential
entrants as being Medtronic, Envoy Medical, BHM Tech and the big tech
companies (especially Apple, Samsung and Google).*85

(b) Given the anticipated growth of the implantable segment, and
notwithstanding the regulatory barriers and concerns of clinics around

479 Merger Assessment Guidelines (CMA129), paragraph 8.1.

480 Merger Assessment Guidelines (CMA129), paragraph 8.31.

481 Merger Assessment Guidelines (CMA129), paragraph 8.28.

482 Merger Assessment Guidelines (CMA129), paragraph 8.31.

483 Merger Assessment Guidelines (CMA129), paragraph 8.32.

484 Merger Assessment Guidelines (CMA129), paragraph 8.29.

485 Parties’ response to Issues Statement, 3 February 2023, paragraph 6.1.
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long-term reliability, potential entry by those able to provide innovative or
high-quality solutions must be viewed as likely.48¢

(c) The Parties did not provide submissions regarding potential expansion of
existing firms.

5.121 We consider the Parties’ submissions as part of our assessment.

Our assessment

5.122 There has not been successful entry into the UK BCS market since MED-EL
entered in 2012. As noted in paragraphs 5.67 and 5.68, MED-EL’s market
share has remained fairly stable over the last four years and was [5-10%] in
2022. Medtronic acquired Sophono, a BCS supplier, in 2016,*87 but Sophono
subsequently stopped supplying BCS products in 2019.488 Medtronic told us
that [5<].48°

5.123 Third parties have described challenges with entry and expressed the view
that entry would become more difficult as a result of the Merger.

(a) Envoy Medical told us that key a barrier to entry was the limited size of
the market and it considered that it would be challenging for a new entrant
to compete with the Merged Entity if the Merger were to proceed. It also
told us that, in order to be competitive, any market entrant would need to
develop a completely new solution which addressed the same hearing
loss in a different and improved way. However, Envoy Medical noted that
it considered that new entrants should eventually be able to overcome
regulatory barriers and intellectual property issues.*%

(b) [<].4"
5.124 The Parties have also submitted that entry may not be either likely or timely:

(a) In the hearing, Demant told us that it considered that there could be
innovation by smaller new entrants. However, it also told us that that any
entrant would be unlikely to gain a large market share unless their product
was very different. It noted that in its view such entry was possible rather
than likely.492

486 Parties’ response to Issues Statement, 3 February 2023, paragraph 6.2.

487 Note of a call with a third party, March 2023, paragraph 3 [<].

488 FMN, paragraph 121.

489 Note of a call with Medtronic, March 2023, paragraph 5 [¢<].

490 Note of a call with a third party-Envoy Medical, 9 March 2023, paragraphs 27-29.
491 Note of a call with a third party, [¢<], paragraph 8.

492 Note of a hearing with Demant, 22 March 2023, page 72 lines 4-15.
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5.125

5.126

5.127

5.128

5.129

(b) In the hearing, Cochlear told us that it considered that the limited size of
the BCS segment meant that it was difficult for the BCS segment to
sustain more suppliers. However, it considered that if sales were to grow
then over time there would be more opportunity for entry.4%3

The Parties’ internal documents are consistent with a long lead time to
develop products, conduct clinical trials and gain regulatory approval to
launch products, such that organic entry in the next 2 - 3 years would be
unlikely.4%4

In addition, the evidence shows that entry is likely to become more difficult as
the use of Active BCS products increases. The Parties have also submitted
that the transition from Passive BCS products to Active BCS products entails
a move from Class Il to Class Ill medical devices which will significantly
increase the need for reliability and internal quality assurance procedures,
and will require them to comply with the EU Medical Device Regulation.*%
The complexity and cost of developing Active BCS products is also reflected
in internal documents.#% In the hearing, Cochlear told us that that the move
towards Active BCS products increases the need for scale.*%”

We have not received any evidence from the Parties or through our enquiries
of any large-scale entrant who would likely enter in a timely manner, including
as a result of sponsored entry by the NHS.

The only evidence which we have received of potential expansion is from
MED-EL. MED-EL told us that its aim is to increase its share to [¢<]% across
all hearing solutions, including BCS products. However, MED-EL was not able
to specify the timeframe over which it expected to achieve this growth or the
extent to which BCS products would contribute to this and its plans to achieve
this aim are not evidenced in its internal documents.

We therefore do not consider that either entry or expansion, including that
sponsored by the NHS, would be timely, likely and sufficient to prevent an
SLC in the supply of BCS products in the UK.

493 Notes of a hearing with Cochlear, 21 March 2023, pages 74-75 lines 21-4.

494 For example, Oticon Medical’'s documents show the considerable time taken to develop Sentio, including
Demant’s response to the CMA’s S109, 10 January 2023, Q7, Q10, Q11, Q18, [<], September 2022, slide 20,
[¢<] page 2.

495 FMN, paragraph 9(f).

496 For example, Demant’s response to the CMA’'s S109, 10 January 2023, Q7, Q10, Q11, Q12, Q17, Q18, [],
31 January 2022, [¢<], slide 22 of [<]; slide 5 of: [¢<]; and slide 10 of [¢<].

497 Notes of a hearing with Cochlear, 21 March 2023, pages 71-72.
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Provisional conclusion on the competitive assessment

5.130 Our assessment of the evidence shows that:

(a) The BCS market is heavily concentrated, with the two Parties having a
combined share of supply of [90-100%] in 2022.

(b)

(c)

The Parties are close competitors in Passive BCS products, which only
the two Parties supply, and the constraint from other competitors and
hearing solutions is limited.

(i)

(ii)

The Parties’ internal documents show that both Parties see each
other as a close competitor. Clinics and third parties also see the
Parties as each other’s closest competitors.

The evidence from internal documents, clinics and third parties shows
that the constraint from MED-EL is limited. Contrary to the Parties’
statements, the evidence also shows that the constraint from other
hearing solutions is also limited.

(iii) The evidence from internal documents, clinics and third parties also

shows that whilst it is likely that there will be a material increase in the
use of Active BCS products in the next two to three years, there will
continue to be a significant proportion of patients that continue to
receive a Passive BCS product.

Oticon Medical is a competitive constraint on Cochlear’s Active Product
(Osia). MED-EL also imposes a competitive constraint, but the constraint
from other hearing solutions is limited.

(i)

(ii)

The Parties’ internal documents and clinic evidence show that MED-
EL is an important competitive constraint on Osia, and that, Oticon
Medical’s Passive BCS product provides some constraint on Osia.

The Parties’ internal documents show that whilst the development
and potential market launch of Oticon Medical’s Active BCS product
(Sentio) is inherently uncertain, both Parties consider that, if
launched, it would have several potential advantages over Osia. The
evidence from Cochlear’s internal documents also shows that it
perceives Sentio as a competitive threat and is already taking steps to
respond to this.

(iii) The evidence from clinics, the Parties’ internal documents and third

parties shows that the constraint from other hearing solutions is
limited.
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5.131

5.132

5.133

6.1

6.2

On this basis our provisional view is that the Merger will eliminate a major
BCS supplier from the market, that in addition to the Merged Entity only one
BCS supplier (MED-EL) would remain, and that the competitive constraint
from that supplier and other hearing solutions on the Merged Entity would not
be sufficient to offset the effects that may be expected to result from the
Merger. The loss of this competitor (Oticon Medical) would significantly
reduce the alternatives available to the NHS and patients. We do not
consider that entry or expansion, including that sponsored by the NHS, would
be timely, likely and sufficient to prevent an SLC from arising.

The Parties have told us that the market is transitioning rapidly to Active BCS
products and Oticon Medical does not intend to launch an Active BCS
product. Our provisional view is that, even if this were the case, the Merger
would still result in the loss of the competitive constraint which Oticon
Medical's Passive BCS product exerts on Cochlear’s Active BCS product.
Even though this constraint is weaker than the constraint from MED-EL, the
loss of it would be significant given that there would only be two suppliers of
Active BCS products in the UK.

We therefore provisionally conclude that the Merger may be expected to
result in an SLC in the market for the supply of BCS products in the UK. This
may be expected to result in poorer patient outcomes, with patients potentially
facing less choice, reduced quality or reduced product innovation as well as
the potential for higher prices for the NHS relative to the position absent the
Merger.

Provisional conclusions

As a result of our assessment, we provisionally conclude that the anticipated
acquisition by Cochlear of Oticon Medical constitutes arrangements in
progress or in contemplation which, if carried into effect, will result in the
creation of a relevant merger situation.

We also provisionally conclude that the creation of that situation may be
expected to result in an SLC in the supply of BCS products in the UK.
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