Press Release

Mainstay Medical Announces Half Year Financial Results
Momentum builds towards commercialisation of ReActiv8

®

Dublin, Ireland - 28 August 2014: Mainstay Medical International plc (“Mainstay” or “The Company”)
(Euronext Paris: MSTY.PA and ESM of the Irish Stock Exchange: MSTY.IE) announces its results for
the six month period ended 30 June 2014. Mainstay is an Irish medical device company with
operations in Ireland, Australia and the United States. The Company is focused on the development
and commercialisation of ReActiv8, an innovative implantable neurostimulation device designed to
treat people with Chronic Low Back Pain (CLBP) by helping to restore control to the muscles that
stabilise the lumbar spine.
Highlights


Proceeds of $20.9 million (net of costs) were raised by way of an initial public offering. The
funds will be used to advance clinical trials with the objective of obtaining CE mark required
for the commercialisation of ReActiv8 in Europe, and to support regulatory activities in the
United States in preparation for a clinical trial required for US regulatory approval.



The ReActiv8-A clinical trial is progressing as planned. After the clinical trial started at sites in
Australia, additional sites in Belgium and the United Kingdom have been added.



A Pre-Investigational Device Exemption (“IDE”) information package for ReActiv8 was
submitted to the US Food and Drug Administration (“FDA”). Following input from the FDA, the
Company plans to finalise the protocol for the US clinical trial and to submit an application to
the FDA to start a clinical trial under an IDE.



Operating expenses of $4.8 million are in line with expectations.



Cash position of $23.5 million as at 30 June 2014.

Mr. Peter Crosby, Mainstay’s Chief Executive Officer, commented, “The IPO and stock exchange
listing earlier this year was a significant milestone in Mainstay’s development and we are pleased with
the momentum which is building towards commercialisation of ReActiv8. The clinical trial is
progressing as planned and we have submitted our pre-IDE package to the FDA. When available,
ReActiv8 has the potential to change the lives of the millions of people who suffer from Chronic Low
Back Pain.”
Mainstay is also pleased to announce the appointment of Tom Maher as General Counsel and
Company Secretary effective from 2 September 2014. Tom brings with him a wealth of legal
experience, he joins Mainstay from a large Dublin law firm where he was a partner in the Corporate
Department and Co-Head of its life sciences practice. Tom also previously held the positions of
General Counsel and Company Secretary at Amarin Corporation plc, a NASDAQ listed biopharmaceutical company, and Vice President, Legal Affairs at Elan Corporation plc. Hugh Kavanagh
who currently holds the combined roles of CFO and Company Secretary continues in the role as CFO.

Page 1 of 18

Mainstay Medical International plc
Interim management report
We are pleased to report on the progress of Mainstay Medical International plc (“Mainstay” or the
“Company”) and present the unaudited interim results of the Company and its subsidiaries (the
“Group”) for the six month period ended 30 June 2014.
Operations Update
Mainstay is developing innovative neurostimulation therapies for the population of people with
debilitating Chronic Low Back Pain. The Group is focused on the development and commercialisation
of an active implantable medical device (AIMD) designed to treat Chronic Low Back Pain by helping to
restore control to the muscles that stabilise the lumbar spine. The design of the Group’s first product,
®
ReActiv8 , has been completed and the planned clinical trial, ReActiv8-A, is under way.

The purpose of the ReActiv8-A clinical trial is to investigate ReActiv8 as a treatment for adults with
debilitating Chronic Low Back Pain for whom surgery is not indicated. Since 31 December 2013,
Mainstay has continued to advance its activities for the ReActiv8-A clinical trial in 3 countries:
 In March 2014 the Group secured approval from Ethics Committees in Australia to start the
ReActiv8-A clinical trial and recruitment commenced at three sites in Australia. Subsequently
a further site has been added in Australia.
 In June 2014 Mainstay received authorisation from the Belgian Federal Agency for Medicines
and Health Products and the Central Ethics Committee to expand the ReActiv8-A clinical trial
to include two clinical trial sites in Belgium which are currently recruiting subjects. These two
sites also participated in the Group’s European Feasibility Study, results of which were
presented in mid-2013.
 In July 2014 Mainstay received authorisation from the Medicines and Healthcare Products
Regulatory Agency (“MHRA”) and the Central Ethics Committee to expand the ReActiv8-A
clinical trial to include clinical trial sites in the United Kingdom.
In July Mainstay submitted a Pre-Investigational Device Exemption information package to the US
Food and Drug Administration (“FDA”) for ReActiv8. Under the Pre-IDE Submission Program of the
FDA, the Company has requested feedback from the FDA prior to its planned ReActiv8 IDE
submission.
The Group is also continuing work to obtain CE Mark, which is required for product commercialisation
in Europe.
Corporate developments and financial update
The Company was incorporated and registered in Ireland on 17 February 2014 as a public limited
company. Following a reorganisation on 3 April 2014, the Company became the ultimate holding
company of the Group. The Company together with its operating subsidiaries Mainstay Medical
Limited, MML US, Inc. and Mainstay Medical (Australia) Pty. Limited now form the Mainstay Medical
Group. Prior to this reorganisation Mainstay Medical Limited had been the holding company of the
Group.
Mainstay is at a pre-revenue stage. Operating expenses related to on-going activities (excluding
exceptional items) were $4.8 million during the six months to 30 June 2014 (June 2013: $4.4m).
Operating expenses related to clinical trial activities, ongoing research and development, and general
and administrative expenses.
Net loss attributable to equity holders after exceptional items was $75.9m (June 2013: $5.3m). This
includes a non-cash exceptional item of $66.5m associated with requirements under IFRS to “fair
value” financial derivative instruments related to preference shares in issue prior to the Company’s
listing. All of these preference shares converted on a one for one basis to ordinary shares immediately
prior to the listing and accordingly such fair value movements through comprehensive income will not
arise in future periods.
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On 2 May 2014, the Company listed its ordinary shares on the ESM and Euronext Paris. Total
proceeds of $20.9 million (net of issue costs) were raised by way of a capital increase in conjunction
with the listing of the entire issued ordinary share capital of the Company (the “IPO”). The proceeds
will be used by Mainstay to fund clinical trial activities to obtain CE Mark, which is required for initial
commercialisation of ReActiv8 in Europe.
Outlook and future developments
The Group looks forward to continuing progress with the ReActiv8-A clinical trial as it moves towards
obtaining CE Mark and initial commercialisation of ReActiv8.
Principal risks and uncertainties
The principal risks and uncertainties faced by the Group over the remaining six months of 2014 remain
substantially unchanged from the disclosures included in the IPO prospectus published by the
Company on 9 April 2014 (the “Prospectus”), which is available on the Company’s website
(www.mainstay-medical.com). Those risks are referred to on pages 17 to 19 of the Summary part of
the Prospectus. These relate to the clinical trial of ReActiv8 necessary to achieve CE Mark approval,
and general risks associated with any early-stage pre-revenue medical device company, such as
those relating to initial operating losses, on-going funding requirements, intellectual property, liquidity,
regulatory and clinical matters, and reliance on a small number of key suppliers.
Auditors review
The condensed interim financial statements have not been reviewed by the Company’s auditors.

On behalf of the board on 27August 2014,

Oern Stuge
Chairman

Peter Crosby
CEO
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Mainstay Medical International plc
Directors’ responsibility statement
Statement of the Directors in respect of the half-yearly financial report
Each of the directors of the Company (the “Directors”), whose names and functions are listed in
Corporate and Shareholder Information, confirm that, to the best of each person’s knowledge and
belief:
(a) the condensed interim financial statements comprising the condensed consolidated statement
of comprehensive income, the condensed consolidated statement of financial position, the
condensed consolidated statement of changes in equity, the condensed consolidated
statement of cash flows and related notes 1 to 15 have been prepared in accordance with IAS
34 Interim Financial Reporting as adopted by the EU.
(b) the interim management report includes a fair review of the information required by:
i.

Regulation 8(2) of the Transparency (Directive 2004/109/EC) Regulations 2007, being
an indication of important events that have occurred during the first six months of the
financial year and their impact on the condensed set of financial statements; and a
description of the principal risks and uncertainties for the remaining six months of the
year; and

ii.

Regulation 8(3) of the Transparency (Directive 2004/109/EC) Regulations 2007, being
related party transactions that have taken place in the first six months of the current
financial year and that have materially affected the financial position or performance of
the entity during that period; and any changes in the related party transactions
described in the last annual report that could do so.
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Mainstay Medical International plc
Condensed consolidated statement of comprehensive income
for the half-year ended 30 June 2014

($'000)

Notes

Revenue

Before
exceptional
items
2014

Exceptional
items
2014

6 month
period to
30 June
2014

6 month
period to
30 June
2013

Unaudited

Unaudited

Unaudited

Unaudited

-

-

-

-

Operating expenses

3

(4,780)

-

(4,780)

(4,398)

IPO related expenses

4

-

(4,040)

(4,040)

-

(4,780)

(4,040)

(8,820)

(4,398)

20

-

20

-

Operating loss
Finance income
Fair value (loss)/ gain on
derivative financial
instruments

-

(66,468)

(66,468)

462

Finance expense

4

(734)

-

(734)

(1,298)

Net finance expense

(714)

(66,468)

(67,182)

(836)

(5,494)

(70,508)

(76,002)

(5,234)

(2)

96

94

(29)

(5,496)

(70,412)

(75,908)

(5,263)

(5,496)

(70,412)

(75,908)

(5,263)

(3.54)

(45.31)

(48.85)

(64.66)

Loss before income
taxes
Income taxes
Loss for the period and
comprehensive loss for
the period

10

Net loss attributable to
equity holders
Basic and diluted loss per
share (in $)

9
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Mainstay Medical International plc
Condensed consolidated statement of financial position
at 30 June 2014
30 June
2014

31 December
2013

Unaudited

Audited

71

68

1,155

385

Cash and cash equivalents

23,478

9,590

Total current assets

24,633

9,975

Total assets

24,704

10,043

($'000)

Notes

Non-current assets
Property, plant and equipment
Current assets
Prepayments and other receivables

Equity
Share capital

6

61

1

Share premium

6

72,584

250

Share based payment reserve

13

766

534

Other reserves

7

4,700

(9,609)

(55,024)

(13,146)

23,087

(21,970)

Preference shares

-

24,965

Derivative financial instruments

-

4,622

-

96

-

29,683

-

785

Trade and other payables

1,617

1,545

Total current liabilities

1,617

2,330

Total liabilities

1,617

32,013

24,704

10,043

Retained loss
Surplus/(deficit) on shareholders' equity
Non-current liabilities

Deferred tax

10

Total non-current liabilities
Current liabilities
Loans and borrowings

Total equity and liabilities

11
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Mainstay Medical International plc
Condensed consolidated statement of changes in shareholders’ equity
for the half-year ended 30 June 2014
($'000)

Capital
conversion
reserve

Reorganisation
reserve

Share
based
payment
reserve

Retained
loss

Total
equity

(9,609)

104

(2,828)

(12,082)

Share
capital

Share
premium

1

250

-

-

-

-

-

(5,263)

(5,263)

-

-

-

-

250

-

250

1

250

-

(9,609)

354

(8,091)

(17,095)

1

250

(9,609)

534

(13,146)

(21,970)

-

-

-

-

232

(75,908)
-

(75,908)
232

55

879

-

(34,964)

-

34,030

-

1

23,922

-

-

-

23,923

4

47,533

49,273

-

-

-

96,810

61

72,584

49,273

(44,573)

766

(55,024)

23,087

Unaudited
Balance at 1 January
2013
Loss for the period
Share based payments
Balance at 30 June
2013

-

Unaudited
Balance at 1 January
2014
Loss for the period
Share based payments
Effect of reorganisation
Effect of IPO:
Issue of shares in
Mainstay
Conversion of
preference shares
Balance at 30 June
2014

-

-
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Mainstay Medical International plc
Condensed consolidated statement of cash flows
for the half-year ended 30 June 2014

($'000)

Notes

6 months
period to 30
June 2014

6 months
period to 30
June 2013

Unaudited

Unaudited

(75,908)

(5,263)

Cash flow from operating activities
Net loss attributable to equity holders
Add/(less) non-cash items
Depreciation

12

7

66,468

(462)

Finance income

(20)

-

Finance expense

734

1,298

Fair value of derivative financial instruments

Income taxes

10

Share-based compensation

(94)

29

232

250

Add/(less) changes in working capital
Prepayments and other receivables

(1,153)

13

Trade and other payables

(509)

792

Initial public offering related expenses

4,040

-

(18)
(6,216)

(68)
(3,404)

Acquisition of property and equipment

(15)

(13)

Net cash used in investing activities

(15)

(13)

20,919

153

Interest paid
Net cash used in operations
Cash flow from investing activities

Cash flow from financing activities
Net proceeds from issue of shares
Repayment of borrowings

(800)

(400)

Net cash from financing activities

20,119

(247)

Net increase/(decrease) in cash and cash equivalents

13,888

(3,664)

9,590

17,370

23,478

13,706

Cash and cash equivalents at beginning of period
Cash and cash equivalents at end of period

11
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Mainstay Medical International plc
Notes to the consolidated interim financial statements
1

General information and reporting entity

Mainstay Medical International plc (“Mainstay” or the “Company”) is a company incorporated and
registered in Ireland. Details of the registered office, the officers and advisers to the Company are
presented on the Company Information page at the end of this report.
The interim results and the Condensed Consolidated Interim Financial Statements (“the Interim
Financial Statements”) in this report for the six month period ended 30 June 2014 comprise the results
of the Company and of its subsidiaries (together the “Group”).
The Company was incorporated on 17 February 2014. Following a reorganisation (the “2014
Corporate Reorganisation” detailed in Note 5 below) on 3 April 2014, the Company became the new
parent company of the Group. At 30 June 2014, the Group comprises the Company and its operating
subsidiaries Mainstay Medical Limited, MML US, Inc. and Mainstay Medical (Australia) Pty. Limited.
Prior to 3 April 2014, Mainstay Medical Limited was the ultimate parent company of the Group.
The Group is focused on developing an active implantable medical device (AIMD) designed to treat
Chronic Low Back Pain (ReActiv8).
2

Basis of preparation

The Interim Financial Statements have been prepared in accordance with IAS 34 Interim Financial
Reporting as adopted by the EU. They do not include all the information necessary for a complete set
of IFRS Financial Statements. However, selected explanatory notes are included to explain events
and transactions that are significant to an understanding of the changes in the Group’s financial
position and performance since the last annual consolidated financial statements as at and for the
year ended 31 December 2013.
The Interim Financial Statements have been prepared applying the accounting policies that were
applied in the preparation of the Group’s published consolidated financial information for the period
ended 31 December 2013 prepared in accordance with IFRS and available from the Company’s
website in the prospectus. In addition the Group applied IFRS 10, 11 and 12 for the first time in this
interim period, along with the amendment to IAS 32. None of these have had any impact on the
Group’s implementation of accounting policies or on its reported results.
There are no significant or material changes to judgements or estimates used in these Interim
Financial Statements versus those used in the full Financial Statements for the period ended 31
December 2013.
The comparative information provided in the Interim Financial Statements relating to the period ended
31 December 2013 does not comprise the statutory financial statements of the Group. Those statutory
financial statements on which the Group’s auditors gave an unqualified audit opinion, have been
delivered to the Registrar of Companies.
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Mainstay Medical International plc
Notes to the consolidated interim financial statements (continued)
2

Basis of preparation (continued)

The introduction of Mainstay Medical International plc as the new parent company in the Group by way
of the 2014 Corporate Reorganisation has been accounted for as a continuation of Mainstay Medical
Limited’s business. Consequently the financial information presented represents that of the Group
headed by Mainstay Medical Limited for the period to 2 April 2014 and of the Group headed by the
Company for the period from 3 April 2014 to 30 June 2014. Further information is provided in note 5
below.
The Interim Financial Statements do not include all of the information required for full annual financial
statements and should be read in conjunction with the consolidated financial information of the Group
as at and for the period ended 31 December 2013 included in the Prospectus, which is available on
the Company’s website (www.mainstay-medical.com).
The Interim Financial Statements are presented in US Dollars (“$”), which is the functional and
presentational currency of the Group. Balances in the Interim Financial Statements are rounded to the
neared thousand (“$’000”) except where otherwise indicated. Transactions in foreign currencies are
recorded at the rate ruling at the date of the transactions. Any resulting monetary assets and liabilities
are translated at the exchange rate at the reporting date and all exchange differences thereon are
dealt with in the statement of comprehensive income.
Following the Company’s IPO in May 2014, which resulted in additional net funds raised of $20.9m,
the Directors are satisfied that the Group has sufficient resources to continue in operation for the
foreseeable future, being a period of not less than 12 months from the date of approval of these
Interim Financial Statements. Accordingly, these Interim Financial Statements are prepared on a going
concern basis.
th

The Interim Financial Statements were approved by the Board of Directors on 27 August 2014.
3

Operating expenses
6 months
period to 30
June 2014

6 months
period to 30
June 2013

Unaudited
1,242

Unaudited
2,436

Clinical and regulatory expenses

1,663

334

General and administration expenses

1,643

1,378

Share-based compensation expenses

232

250

4,780

4,398

($'000)
Research and development expenses

Total operating expenses
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Mainstay Medical International plc
Notes to the consolidated interim financial statements (continued)
4

Exceptional items

The Directors have presented the following matters as exceptional as they relate to matters arising as
a result of the Company’s IPO on 2 May 2014.

($'000)
Fair value adjustment of derivative financial instruments
IPO related expenses

6 months
period to 30
June 2014

6 months
period to 30
June 2013

Unaudited
66,468

Unaudited
-

4,040

-

70,508

-

On 3 April 2014, pursuant to the 2014 Company Reorganisation (refer note 5) the Company acquired
all outstanding ordinary and preference shares in Mainstay Medical Limited. The preference shares
having equivalent rights in Mainstay Medical Limited had been classified as non-current liabilities and
derivative financial instruments in the statement of financial position of the Group at 31 December
2013. Immediately prior to the reorganisation, a fair value adjustment of $17,193,978 was recorded in
Mainstay Medical Limited’s statement of comprehensive income representing the difference between
the carrying value at 31 December 2013 and the carrying value at 3 April 2014. There was a
corresponding increase in share premium.
Immediately prior to completion of the IPO, all issued Series A, Series B and Series Z preference
shares in the Company converted on a one-for-one basis into ordinary shares of €0.001 in the
Company. Prior to the conversion of the preference shares in the Company to ordinary shares, a fair
value adjustment was recorded in the statement of comprehensive income of $49,273,644
representing the difference between the carrying value at 3 April 2014 and the fair value as at 28 April
2014. There was a corresponding increase in the capital conversion reserve.
The combined impact of the above events has resulted in a total fair value adjustment of $66,467,622
recorded in the Group statement of comprehensive income. Following conversion of all preference
shares the Company will not incur such fair value movements through the statement of comprehensive
income in future periods in relation to these preference shares.
Expenses directly associated with the Company listing its existing shares on the ESM and Euronext
Paris of $4,039,681 have been charged directly to profit or loss in the period.

5

2014 Corporate reorganisation

On 3 April 2014, the Company acquired all outstanding ordinary and preference shares in Mainstay
Medical Limited in exchange for issuing 793,425 series A shares, 1,967,177 series B shares, 500,000
series Z shares and 81,400 ordinary shares to former shareholders in Mainstay Medical Limited, in
each case on the basis of one share in the Company in place of 20 shares of the same class in
Mainstay Medical Limited.
The difference between the carrying amount of preference shares and other equity items, including
retained losses previously held by Mainstay Medical Limited, and the fair value of the shares issued by
the Company is reflected in the Statement of Changes in Equity where it is recorded in the
reorganisation reserve.
The impact of the above on the reorganisation reserve was a transfer of $34,030,000 from retained
losses, representing the accumulated losses of Mainstay Medical Limited at 3 April 2014, and a fair
value increase in ordinary shares in issue of $934,000, resulting in a total transfer to the reorganisation
reserve of $34,964,000.
Both prior to and subsequent to the 2014 Corporate Reorganisation no individual shareholder or party
had control of the Group.

Page 11 of 18

Mainstay Medical International plc
Notes to the consolidated interim financial statements (continued)
5

2014 Corporate reorganisation (continued)

As the 2014 Corporate Reorganisation effectively changed the parent company of the Group from a
legal perspective only, no business combination in accordance with IFRS 3 was deemed to have
occurred. The introduction of Mainstay Medical International plc has been accounted for as a
continuation of the business of Mainstay Medical Limited. Consequently, even though the Company
was not incorporated until 17 February 2014 and did not become a Group company until 3 April 2014,
the disclosures in the interim financial statements include the consolidated financial statements of
Mainstay Medical Limited prior to the date of the 2014 Corporate Reorganisation.

6

Share capital

On 2 May 2014, the Company listed its ordinary shares on the ESM and Euronext Paris. As at 2 May
2014, the issued share capital of the Company consisted of 4,294,141 ordinary shares of €0.001 each
(which carry voting rights) and 40,000 deferred shares of €1.00 each (which do not carry voting rights,
are not entitled to receive any dividend or distribution and have in effect no right to a return of capital
on a winding up).
The Company’s ordinary shares are quoted in Euro and have been translated into US Dollars at the
rates ruling at the date of transactions.
Details of movements in shares:

At 1 January 2014

Ordinary
shares
1,628,000

Deferred
shares
-

Number of shares
Series A
shares
15,868,250

Series B
shares
39,343,640

Series Z
shares
10,000,000

Effect of reorganisation:
Cancellation of MML shares
Issue of Mainstay shares

(1,628,000)

-

(15,868,520)

(39,343,640)

(10,000,000)

102,400

40,000

793,425

2,008,877

500,000

889,439

-

-

-

-

3,302,302

-

(793,425)

(2,008,877)

(500,000)

4,294,141

40,000

-

-

-

Effect of IPO
Issue of new shares
Conversion of pref. shares
to ordinary shares
At 30 June 2014

Series A, Series B and Series Z shares were classified as non-current liabilities and derivative
financial instruments as at 31 December 2013. Immediately prior to the Company’s IPO, all Series A,
Series B, and Series Z preference shares converted on a one-for-one basis into ordinary shares of
€0.001 each in the Company.
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Mainstay Medical International plc
Notes to the consolidated interim financial statements (continued)
7

Other reserves

($'000)
Reorganisation reserve

30 June 2014

31 December 2013

Unaudited
(44,573)

Audited
(9,609)

49,273

-

4,700

(9,609)

Capital conversion reserve

8

Segment reporting

Due to the nature of the Group’s current activities, the Company considers there to be one operating
segment, active implantable medical devices (AIMDs). The results of the Group are reported on a
consolidated basis to the Chief Operating Decision Maker of the Group, the Chief Executive Officer.
There are no reconciling items between the Group’s reported condensed consolidated statement of
comprehensive income and statement of financial position and the results of the AIMDs segment.
The Group has operations in Europe, the U.S. and Australia.
jurisdictions are detailed below:

The non-current assets in these

($'000)

30 June 2014

31 December 2013

Europe

Unaudited
24

Audited
19

47

49

-

-

71

68

United States
Australia
Total non-current assets

9

Earnings per share

Earnings per share are calculated by dividing net loss attributable to equity holders of the period by
the weighted average number of ordinary shares outstanding during the period. As the Group is
incurring operating losses, there is no difference between the basic and the diluted earnings per
share.
The weighted average number of ordinary shares for the period ended 30 June 2014 (denominator)
amounted to 1,553,957 (2013: 81,400). There are no adjustments between reported comprehensive
income from continuing operations and earnings used for the purposes of earnings per share.
The loss per share before exceptional items for the period ended 30 June 2014 was $3.54. The loss
per share for the period ended 30 June 2014 after exceptional items was $48.85 (2013: $64.66).
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Mainstay Medical International plc
Notes to the consolidated interim financial statements (continued)
10

Taxes

Current income tax assets and liabilities for the current and prior period are measured at the amount
expected to be recovered from or paid to the relevant taxation authorities. The tax rates and tax laws
used to compute the amount are those used in Ireland, the United States and Australia.
6 months
period to 30
June 2014

6 months
period to 30
June 2013

Unaudited
-

Unaudited
(68)

2

39

Deferred tax

(96)

58

Total income tax charge/(credit)

(94)

29

($'000)
Irish tax
Income tax in other jurisdictions

11

Repayment of borrowings

The bank loan to Mainstay Medical Limited as at 31 December 2013 of $800,000 was repaid in full on
7 March 2014.
12

Financial instruments

As at 30 June 2014 the Group’s only financial instruments were trade payables and cash. The fair
value of these items is equivalent to their carrying value.
The Group’s exposure to foreign currency risk arises through expenditure incurred in Euro and
Australian Dollars. The Group did not have material asset or liability amounts in foreign currencies at
period end other than €520,046 and AU$28,106 held in cash. A strengthening (or weakening) of the
U.S. Dollar against euro of 5 per cent. would have (decreased)/ increased the loss for the period by
$35,000 (2013: $43,000). Any reasonable or likely movement between the U.S. Dollar and the
Australian Dollar are considered not likely to have a material impact on the Group’s statement of
comprehensive income.
A change in interest rates of 50bps during the interim financial period would have no material impact
on comprehensive income for the period.
No fair value or sensitivity analysis information is provided for preference shares or derivative financial
instruments in these interim financial statements as these items were extinguished in the period.
13

Share based payments

Stock Incentive Plan
The Group operates a Stock Incentive Plan (the “Plan”). As at 30 June 2014, the Plan allows for the
Company to grant various classes of share awards to employees of the Group companies, Directors,
consultants and other contractors. As at 30 June 2014, share options over ordinary shares of the
Company have been granted under the Plan.
The Plan allows for flexibility in the grant conditions of each individual award, including variations on
the amounts of awards granted, the vesting requirements for each award and the expiration terms of
the awards. On 3 April 2014, all outstanding share options in Mainstay Medical Limited were
surrendered by the holders. In return the Company granted one share option in place of 20 share
options on substantially the same terms. All awards are to be settled through the physical delivery of
shares in the Company. As this exchange reflected the terms of the 2014 Corporate Reorganisation
and was not beneficial to the holders, there was no impact on shareholders’ equity or comprehensive
income.
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Mainstay Medical International plc
Notes to the consolidated interim financial statements (continued)
13

Share based payments (continued)

Share Options
Details of share options granted as at 30 June 2014.
Number of
instruments in
thousands

Contractual
life of
options

Options granted in 2010
Options granted in 2011

41
17

10 years
10 years

Options granted in 2012

3

10 years

Options granted in 2013

255

10 years

Options granted in 2014

81

10 years

Total share options in issue

397

No share options have expired unexercised or have been exercised during the period ended 30 June
2014. 14,380 share options have been forfeited during the period ended 30 June 2014. The above
options all include non-market vesting conditions related to employee and non-employee service and
vest over periods ranging from one to four years.
Options granted prior to 2013 have an exercise price of $0.80. Options granted in 2013 have an
exercise price of $1.00. Options granted in 2014 have an exercise price ranging from €17.08 to
€18.51. At 30 June 2014, 140,116 options were exercisable.
The value of services received in return for the share options granted to employees and nonemployees was based on the fair value of the options granted, measured using a Black-Scholes model
with the following inputs:
2014

2013

2012

2011

Weighted average share price ($)

23.26 – 25.05

3.60

0.80

0.80

Weighted average exercise price ($)
Weighted average expected share
volatility
Expected term (years)

23.26 – 25.05

1.00

0.80

0.80

60%

60%

60%

60%

7

7

7

7

-

-

-

-

1.21%

1.60%

0.85%

0.85%

13.74 – 14.78

3.00

0.40

0.40

Expected dividends
Risk free rate
Fair value of option ($)
14

Related party transactions

During 2014, the Group purchased services of $36,527 (2013: $46,582) from Orsco Life Sciences AG,
a company controlled by Oern Stuge, a director of Mainstay.

15

Events subsequent to 30 June 2014

There were no material events subsequent to the end of the period to 30 June 2014.
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About Mainstay
Mainstay is a medical device company which is developing an innovative implantable neurostimulation medical
device, ReActiv8, for people with debilitating Chronic Low Back Pain (CLBP). Low Back Pain is the leading cause
of activity limitation and work absence throughout much of the developed world, imposing a high economic
burden on individuals, families, communities, industry, and governments.
The Company is headquartered in Dublin, Ireland. It has subsidiaries operating in Ireland, the United States and
Australia, and is listed on Euronext Paris (MSTY.PA) and the ESM of the Irish Stock Exchange (MSTY.IE).
About Chronic Low Back Pain
One of the recognised root causes of CLBP is impaired control by the nervous system of the muscles that
stabilize the spine in the lower back, and an unstable spine can lead to back pain. ReActiv8 is designed to
electrically stimulate the nerves responsible for contracting these muscles and thereby help to restore muscle
control and improve spine stability, allowing the body to recover from CLBP.
People with debilitating CLBP usually have a greatly reduced quality of life and score significantly higher on
scales for pain, disability, depression, anxiety and sleep disorders. Their pain and disability can persist despite
the best available medical treatments, and only a small percentage of cases result from an identified pathological
condition or anatomical defect that may be correctable with spinal surgery. Their ability to work or be productive
is seriously affected by the condition and the resulting days lost from work, disability benefits and health resource
utilisation put a significant burden on economies.

Further information can be found at www.mainstay-medical.com

Media queries to:
Jonathan Neilan, FTI Consulting
Tel: +353 1 663 3686
Email: jonathan.neilan@fticonsulting.com
Paul McSharry, FTI Consulting
Tel: +353 1 663 3609 / +353 87 240 6642
Email: paul.mcsharry@fticonsutling.com
Jeanne Bariller, FTI Consulting
Tel: +33 1 47 03 6863 / +33 67 412 4452
Email: jeanne.bariller@fticonsulting.com

ESM Advisers:
Fergal Meegan / Barry Murphy, Davy
Tel: +353 1 6796363
Email: fergal.meegan@davy.ie / barry.murphy2@davy.ie

Forward looking statements
This announcement includes statements that are, or may be deemed to be, forward looking statements. These
forward looking statements can be identified by the use of forward looking terminology, including the terms
“anticipates”, “believes”, “estimates”, “expects”, “intends”, “may”, “plans”, “projects”, “should” or “will”, or, in each
case, their negative or other variations or comparable terminology, or by discussions of strategy, plans,
objectives, goals, future events or intentions. These forward looking statements include all matters that are not
historical facts. They appear throughout this announcement and include, but are not limited to, statements
regarding the Company’s intentions, beliefs or current expectations concerning, among other things, the
Company’s results of operations, financial position, prospects, financing strategies, expectations for product
design and development, regulatory approvals, reimbursement arrangements, costs of sales and market
penetration.
By their nature, forward looking statements involve risk and uncertainty because they relate to future events and
circumstances. Forward looking statements are not guarantees of future performance and the actual results of
the Company’s operations, and the development of the markets and the industry in which the Company operates,
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may differ materially from those described in, or suggested by, the forward looking statements contained in this
announcement. In addition, even if the Company’s results of operations, financial position and growth, and the
development of the markets and the industry in which the Company operates, are consistent with the forward
looking statements contained in this announcement, those results or developments may not be indicative of
results or developments in subsequent periods. A number of factors could cause results and developments of the
Company to differ materially from those expressed or implied by the forward looking statements including, without
limitation, general economic and business conditions, the global medical device market conditions, industry
trends, competition, changes in law or regulation, changes in taxation regimes, the availability and cost of capital,
currency fluctuations, changes in its business strategy, political and economic uncertainty. The forward-looking
statements herein speak only at the date of this announcement.
The Company disclaims any obligation or undertaking to update or revise any forward-looking statements
contained in this document to reflect any change in its expectations or any change in events, conditions or
circumstances on which such statements are based unless required to do so by applicable law or regulations.

-
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