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Disclaimer
The information contained in this document is strictly confidential, and is supplied on the understanding that it will be held in confidence, and not copied, reproduced, distributed, published or
disclosed to third parties without the prior written consent of Sphere Medical Holding plc ("Sphere Medical" or the "Company", which term includes Sphere Medical Limited, a wholly owned
subsidiary). The recipient agrees that on request from Sphere Medical it will return or destroy all copies of this document.

Disclaimer

This presentation has been prepared solely in connection with the Company's preliminary results for the year ended 31 December 2011. This presentation does not constitute or form part of
any invitation to purchase, sell or subscribe for, or any solicitation of any such offer to purchase, sell or subscribe for, any securities in Sphere Medical nor shall this presentation or any part
of it, or the fact of its distribution, form the basis of, or be relied on in connection with, any contract therefor.
No reliance may be placed, for any purposes whatsoever, on the information contained in this presentation or on its completeness and this presentation should not be considered a
recommendation by Sphere Medical or any of its affiliates in relation to any purchase of or subscription for securities of Sphere Medical. No representation or warranty, express or implied, is
given by or on behalf of Sphere Medical or any of its directors, officers, employees, advisers or any other persons as to the accuracy, fairness or sufficiency of the information or opinions
contained in this presentation and none of the information contained in this presentation has been independently verified. Save in the case of fraud, no liability is accepted for any errors,
omissions or inaccuracies in such information or opinions.
This document is intended to be made available only to persons who qualify to receive it as (i) persons who fall within the exemptions contained within Articles 19 and 49 of the Financial
Services and Markets Act (Financial Promotion) Order 2001 (“FSMA (Financial Promotion)”) and certain other investment professionals, high net worth companies, unincorporated
associations and partnerships and the trustees of high value trusts or (ii) certified high net worth individuals within the meaning of Article 48 of FSMA (Financial Promotion); it must not be
shown to any other person and must not be distributed to or published, in whole or in part, directly or indirectly, to any class of other person. Accordingly, this document is exempt from the
general restriction on the communication of invitations to enter into investment activity and has not been approved by an authorised person. Any investment or investment activity to which
this document relates is only available to or will only be engaged by Sphere Medical with persons outlined above. It is therefore a condition of your receiving this document that you have
confirmed to Sphere Medical and produced evidence satisfactory to Sphere Medical that you are within one of the categories contemplated by articles 19 and 49 of FSMA (Financial
Promotion) or are a "certified high net worth individual" as described above. Sphere Medical is not under any obligation to update or amend the information contained in this document as
circumstances change.
The distribution of this presentation in other jurisdictions may be restricted by law and the persons into whose possession this presentation comes should inform themselves about, and
observe, any such restrictions. Neither this presentation nor any copy of it may be (i) taken or transmitted into the United States of America, (ii) distributed, directly or indirectly, in the United
States of America or to any US person (within the meaning of regulations made under the Securities Act 1933, as amended), (iii) taken or transmitted into or distributed in Canada, Australia,
the Republic of Ireland or the Republic of South Africa or to any resident thereof, or (iv) taken or transmitted into or distributed in Japan or to any resident thereof. Any failure to comply with
these restrictions may constitute a violation of the securities laws or the laws of any such jurisdiction.
This document contains certain forward looking statements relating to the Company’s future prospects, developments and business strategies. Forward looking statements are identified by
their use of terms and phrases such as “targets” “estimates”, “envisages”, “believes”, “expects”, “aims”, “intends”, “plans”, “will”, “may”, “anticipates”, “would”, “could” or similar expressions or
the negative of those, variations or comparable expressions, including references to assumptions. The forward looking statements in this document are based on current expectations and
are subject to risks and uncertainties which could cause actual results to differ materially from those expressed or implied by those statements. If one or more of these risks or uncertainties
materialises, or if the underlying assumptions prove incorrect, the Company’s actual results may vary materially from those expected, estimated or projected. Given these risks and
uncertainties, potential investors should not place any reliance on forward looking statements. These forward looking statements relate only to the position as at the date of this document.
Neither the directors nor the Company undertake any obligation to update forward looking statements or risks, other than as required by the AIM Rules for Companies or by the rules of any
other applicable securities regulatory authority, whether as a result of the information, future events or otherwise.
The financial information referenced in this presentation does not contain sufficient detail to allow a full understanding of the results of Sphere Medical. For more detailed information, please
see the preliminary announcement for the year ended 31 December 2011.
All logos, graphics and trademarks contained in this document are recognised and remain the property of the respective organisation. Sphere’s word mark is a trademark of Sphere Medical,
where the term trademark means the word or mark however represented, including stylised representations, all associated logos and symbols and combinations of the foregoing with another
word or mark.
Sphere Medical Holding plc is incorporated in England with registered number 4179503 and registered address Harston Mill, Harston, Cambridge CB22 7GG.
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Key achievements in 2011
Successful IPO
£14 million raised (before expenses) and admission to AIM

Product development and regulatory progress
Proxima Generation 1 - achieved FDA 510(k) clearance March 2011
Proxima Generation 2 - achieved European CE Mark December 2011

Commercialisation progress
Sale of first Pelorus 1000 to Sapporo Medical University, Japan and initiated commercial
discussions on Pelorus 1500
Commercialisation timetable with Sorin on cardiopulmonary bypass monitor agreed and to plan
Commercial discussions with potential partners for Proxima Generation 3 are encouraging and
progressing to plan

Industry recognition
Sphere Medical wins ‘The One to Watch’ award at the International Business Innovation Zone
event

New Board appointments
New appointments to the Board of Directors coinciding with admission to AIM

© Sphere Medical 2011
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Proxima – Development strategy
Generation 1
Gain regulatory validation for core microanalyser technology and demonstrate
performance equal to the ‘gold standard’
Generation 2
Establish clinical and regulatory clearance as first patient-attached device and use as
regulatory pathway device for Generation 3
Generation 3
Develop a commercially attractive and regulatory approved patient-attached device
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Proxima – 2011 operating review
Key regulatory milestone achieved December 2011 with CE Mark

Generation 3

clearance on Generation 2 as in-vitro diagnostic device
A – disposable Proxima
microanalyser

2012 – initiation of marketing studies in leading UK hospitals to build

B – bedside monitor
C – flush/calibration
solution

substantial feedback and data to support commercial negotiations
Encouraging FDA comments on Generation 2 Pre-IDE submission
supports focus on Generation 3 regulatory process
Development of Generation 3 progressing to plan. On track to
achieve CE Mark by end 2012 – a key milestone for commercial
partners
Commercial discussions have commenced. High level of commercial
interest
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Proxima - Regulatory update
Decision is not to file Generation 2 FDA 510(k) submission and instead move directly to Generation 3
510(k) regulatory process
Pre-IDE on Generation 2 submitted in December 2011 to understand FDA’s views on Generation 2 and
3 regulatory requirements
FDA response focused entirely on Generation 2 “usability” performance
Simplified user interface of Generation 3 means a usability trail on Generation 2 is of no benefit
Encouraging discussions with potential commercial partners are focused on CE Mark for
Generation 3
Generation 2 trial would have cost c.£250k and would have provided no commercial, economic
or regulatory value
Recent TUV audit of Generation 2 CE Mark technical file finding was very positive
Decision permits Generation 3 FDA Pre-IDE timetable to be moved forward to absorb any
potential delay with FDA
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CPB and Pelorus - Operating review
Cardiopulmonary bypass monitor
Based on the same Proxima microanalyser technology
Product Requirements Specification (PRS) signed with Sorin in February 2012
Product development programme progressing on schedule
On track to achieve CE Mark in Q3 2012 and first commercial sales in 2012
Sorin preparing for multi-centre initial marketing acceptance trials

Pelorus
Development of Pelorus 1500 on target to achieve CE Mark in 2012
Pelorus 1500 will be world’s first point-of-care in-vitro diagnostic device for
measurement of intravenous anaesthetic propofol
Pelorus is attracting interest from leading device companies and preliminary
partnering discussions have commenced
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Commercialisation strategy

Generation 2 - place Proxima with leading UK teaching hospitals to
gain key opinion leader following

2012

Generation 3 – undertake a commercial partnership due diligence
process and sign commercial deal

2012

Generation 3 - launch of Proxima for ICU/OR together with partner
and/or distributors

2013

CPB

First commercial sales of CPB with Sorin Group in EU

2012

Pelorus

Pelorus 1000 for research
Pelorus 1500 IVD receives CE Marking & 510(k) clearance and
partner

2012

Other

Further investigation of the expansion of Proxima in Renal,
Neonates and drug monitoring

Proxima

Discla
imer
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Statement of comprehensive income
2011

2010

£000

(Restated)
£000

Revenue

40

-

Gross profit

26

-

(3,190)

(2,972)

Manufacturing

(561)

(596)

Administrative

(1,078)

(1,358)

(128)

(118)

15

29

(344)

-

Operating expenses

(5,286)

(5,015)

Operating loss

(5,260)

(5,015)

24

23

Finance costs

(1,090)

(1,365)

Loss before taxation

(6,326)

(6,357)

359

575

(5,967)

(5,782)

To 31 December

Research & Development

Selling & Marketing
Grants and other income
Exceptional items

Finance income

Tax credit
Loss and total comprehensive income for the period
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Sale of Pelorus 1000 and consumables

Includes portion of IPO costs

Finance costs includes redemption
premium on Convertible Loan Notes 2012
£1,335k (2010: £870k), movement in fair
value of Warrants £(372)k (2010: £(29)k)
Research & development tax refund
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Statement of financial position
As at 31 December

2011

2010
(Restated)

£000

£000

93

161

Inventories

15

49

Receivables

232

29

Investment

6,000

-

Cash and cash equivalents

6,091

396

12,431

635

368

166

38,258

21,771

2,343

872

(29,309)

(23,342)

11,660

(533)

-

24

685

665

Obligations under finance leases

24

44

Derivative liabilities

62

435

Total liabilities

771

1,168

ASSETS
Non-current assets

Current assets

Total assets

Includes £133k of VAT refund
£12,091k cash on deposit at year end

EQUITY
Share capital
Share premium account
Other reserve
Profit and loss account

Equity shareholder funds
Non-current liabilities

FRS 20 charge on share options

Current liabilities
Trade and other payables

Total equity and liabilities
CONFIDENTIAL
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Fair value of Warrants

635
11

Statement of cash flow
To 31 December

2011

2010
(Restated)

£000

£000

(4,789)

(4,669)

(58)

(48)

Purchase of intangible assets

-

(6)

Purchase of treasury deposits

(6,000)

-

24

23

(6,034)

(31)

14,342

3,723

Issue expenses

(755)

(96)

Issue of loan notes

3,102

3,016

-

(1,500)

(44)

(113)

(127)

(60)

16,518

4,970

5,695

270

396

126

6,091

396

Operating activities
Cash flows from investing activities
Purchase of property, plant & equipment

Interest received

Cash flows from financing activities
Issue of share capital

Repayment of loan notes
Discharge of finance lease liabilities
Interest payable

Net change in cash and cash equivalents in the year
Cash and cash equivalents at beginning of year
Cash and cash equivalents at end of year
© Sphere Medical 2011
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Outlook
Clear focus on the development and regulatory milestones which must be achieved during the year
The potential market opportunity for our lead products remains very significant and supported by
potential partners’ own views
Securing a commercial partnering deal for Proxima Generation 3 remains a core objective for 2012
Initial discussions with leading potential partners, including Edwards Lifesciences
Development commercialisation timetable with Sorin for CPB agreed and on track
Development of Pelorus 1500 on target to achieve CE Mark in 2012
We have the staff, technical expertise and financial resources to complete the development of our
lead products
There are further commercial opportunities to develop related products for additional significant
markets

© Sphere Medical 2011
CONFIDENTIAL

13

13

Frost and Sullivan Point-of-Care Technologies
award for Technology Innovation of the Year

“The One to Watch” investment award, March
2011, at IBIZ 2011, organised by UKTI
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