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Quarter 3 Results for the nine months to 31st August 2002

GeneMedix plc (“GeneMedix” or “the Company”), the UK generic biopharmaceutical company with operations in Europe and Asia and with joint London and Singapore Stock Exchange listings, announces its results for the 9 months to 31 August 2002.  GeneMedix is involved in the development and manufacture of therapeutic proteins using recombinant DNA technology and novel cell culture.

Key highlights for the period

· Collaboration with SkyePharma plc to develop extended release formulation of interferon-alpha for hepatitis 

· Formal opening of Irish manufacturing facility 

· Sales of first product – GM-CSF in China – continuing to progress

· Cash balances at period end – £7.8 million

· Cost of operation for Group at £2.1m – in line with expectation

Paul Edwards, Chief Executive Officer, commented:

“GeneMedix has been highly active during the period, making considerable progress in product development, in developing its manufacturing infrastructure and in expanding its distribution network.  The prospects for the final quarter of the year are encouraging.”

19 November 2002

	ENQUIRIES:
	

	
	

	GeneMedix plc
	Tel: 01638 663 320

	Julian Attfield, Chief Financial Officer
	

	
	

	College Hill
	Tel: 020 7457 2020

	Nicholas Nelson 
	

	Clare Warren
	


Chairman’s Statement

In the third quarter of the financial year, GeneMedix continued to make progress with its product development programmes and its manufacturing and distribution infrastructure. We also signed a very exciting collaboration agreement for an extended release formulation of interferon-alpha with SkyePharma. 

Our strategy is to develop a range of high value therapeutic proteins, that are comparable to products already marketed, and bring them onto the global market with a major emphasis on the potentially lucrative European market. We also look to take advantage of our presence in Asia to market these products in territories such as China, India and the ASEAN countries. Our approach is to construct cost-effective manufacturing facilities, built and run to international pharmaceutical standards utilising technology developed by our corporate partners, the Shanghai Institute of Biochemistry and Cell Biology. Our strategy is also to develop innovative formulations of our portfolio products to allow us to build sustainable growth in the global marketplace. We have made significant progress towards all of these objectives during the quarter. 

Firstly, we concluded the building of a state-of-the-art mammalian cell manufacturing facility in Tullamore, Ireland. This facility, which was formally opened in June 2002 by Mr Brian Cowan TD, the Irish Foreign Minister, will produce erythropoietin to international quality standards for worldwide sales. Commissioning and validation procedures are currently underway, and development of the manufacturing process is nearing completion. We anticipate that the production process will be transferred into the plant early next year, with commercial quantities being produced by the final quarter of 2003. We are continuing to develop our clinical and regulatory programmes to enable us to meet our targeted launch dates in 2005. 

In July 2002 we announced a joint collaboration with SkyePharma (LSE: SKP; Nasdaq: SKYE) for the development of an extended release formulation of interferon alpha-2b using SkyePharma’s DepoFoam( injectable drug delivery technology.  Therapeutic proteins, such as interferon alpha, are usually degraded rapidly inside the body, and so patients commonly require frequent injections of the protein. SkyePharma’s DepoFoam( extended release, injectable technology, combined with GeneMedix’ recombinant interferon alpha-2b, has the potential to deliver therapeutic doses of the protein in a controlled manner from a single injection, for periods greatly exceeding currently available treatments. This would represent a considerable benefit to patients with hepatitis C whose current treatment may require injection of interferon alpha-2b every few days.  This collaboration is very exciting for GeneMedix, as the Company has gained access to a project that has already shown promising early results, and uses a combination of our two technologies. 

Sales of GM-CSF in China have continued in line with our expectations, in this our first year in the market. As we are now involved in the annual hospital bidding process for certain major provinces, we would anticipate being able to extend our distribution reach during 2003, which would allow us to increase our sales revenues. The clinical study for GM-CSF in Malaysia is progressing well, and we are on course for launch in other Asian territories at the end of 2003 or early 2004.

The Company has also been highly active during the period and since period-end in a number of significant areas. We have been in discussion with a number of potential commercial partners for our proteins in new territories, which should allow us to increase global sales and give us access to some early milestone payments. We are also seeking to gain access to complementary proteins to our existing portfolio of products and looking to expand our global manufacturing base.

Financial Review

The running costs of the Head Office, and the facilities in China and Ireland was £2,112,648 for the period, which is in line with expectations. The Group operating loss for the 9 months ended 31 August 2002 was £6,935,880, largely due to the effects of two significant items in the Profit and Loss statement, which are highlighted below.

Our accounting policy for the Development of Technology Processes has historically been to capitalise all amounts spent and amortise them over a 10 year period once the products are in commercial production. This reflects the quality of the underlying technology, the clearly established commercial potential of biogeneric products in the global marketplace, and the fact that the value of our plant and machinery is greatly enhanced by the quality industrial process. However, following a review of our accounting policies, we have decided to simplify our approach to accounting for the cost of process development and expense them in the accounting period in which they are incurred. As a result we have decided to write off all such costs through the Profit and Loss Account. Under this revised policy, we have expensed a total of £1,649,113 in the current financial period, with £983,679 incurred in previous financial years, accounted for as a prior year adjustment. This in no way reflects any impairment in the value of the technology, and means that we may move into profitability at an earlier stage and operate at higher margins once our products have been launched. 

The remaining £3,250,000 of expenses represents technology acquired way of an Unsecured Loan Note, which was issued to SkyePharma. This Loan Note, which carries a 5% coupon, is convertible at any time into between approximately 8.3 million and 11.2 million new ordinary GeneMedix shares. GeneMedix has the option to redeem the Note for cash in certain circumstances. We have prudently written the whole £3,250,000 off in the Profit and Loss in the current period to reflect the early stage of the development of this project but, importantly, it does not have any effect on group cash balances. By means of this agreement, we have gained access to SkyePharma’s  DepoFoam( technology to co-develop with our interferon-alpha. In addition to the Loan Note, SkyePharma will receive undisclosed milestones payable against progress through clinical development.  The two companies will assume equal shares of further development and manufacturing costs and will also share potential milestones received and royalties from a third party on the anticipated out-licensing and sales of the new molecule.
Total turnover for the period, arising from initial sales in China of our first product, Neustim(, totalled £126,013 and remains modest for the moment.

Group cash balances at the end of the period were £7,859,487.  To the end of the period we had spent £4.0m on our EPO facility and the main investment in the fixed plant is now complete. We also paid the first major instalment on a freeze-dryer for installation into the fill /finish plant of our partners, Gland Pharma in India. 
CONSOLIDATED PROFIT & LOSS ACCOUNT

For the 9 months ended 31 August 2002

	
	
	
	
	As restated
	
	As restated

	
	
	9 months to
	
	9 months to
	
	12 months to

	
	
	31 August 2002
	
	31 August 2001
	
	30 November 2001

	
	Note
	£
	
	£
	
	£

	
	
	
	
	
	
	

	Turnover
	
	126,013 
	
	- 
	
	-  

	Cost of sales
	
	(50,132)
	
	- 
	
	-  

	
	
	
	
	
	
	

	Gross profit
	
	75,881 
	
	- 
	
	-  

	
	
	
	
	
	
	

	Administrative expenses
	
	(2,112,648)
	
	(1,652,009)
	
	(2,388,003)

	
	
	
	
	
	
	

	Research and development 
	1
	(1,649,113)
	
	(706,691)
	
	(783,578)

	Exceptional research and development 
	1
	(3,250,000)
	
	- 
	
	- 

	
	
	
	
	
	
	

	Total research and development
	
	(4,899,113)
	
	(706,691)
	
	(783,578)

	
	
	
	
	
	
	

	Operating loss
	
	(6,935,880)
	
	(2,358,700)
	
	(3,171,581)

	Investment income 
	
	299,787 
	
	658,535 
	
	798,823 

	Interest payable
	
	(62,646)
	
	(32,592)
	
	(15,432)

	
	
	
	
	
	
	

	Loss on ordinary activities before taxation
	
	(6,698,739)
	
	(1,732,757)
	
	(2,397,190)

	Tax on loss on ordinary activities
	
	- 
	
	- 
	
	- 

	
	
	
	
	
	
	

	Loss on ordinary activities after taxation
	
	(6,698,739)
	
	(1,732,757)
	
	(2,397,190)

	Minority interests
	
	111,168 
	
	80,244 
	
	122,631 

	
	
	
	
	
	
	

	Retained loss for the period
	
	(6,587,571)
	
	(1,652,513)
	
	(2,274,559)

	
	
	
	
	
	
	

	Loss per share – basic and diluted 
	
	(2.3p)
	
	(0.3p)
	
	(0.9p)

	
	
	
	
	
	
	


All of the results relate to continuing operations.
CONSOLIDATED STATEMENT OF TOTAL RECOGNISED GAINS AND LOSSES

For the 9 months to 31 August 2002

	
	
	
	
	As restated
	
	As restated

	
	
	9 months to
	
	9 months to
	
	12 months to

	
	
	31 August 2002
	
	31 August 2001
	
	30 November 2001

	
	Note
	£
	
	£
	
	£

	
	
	
	
	
	
	

	Retained loss for the period
	
	(6,587,571)
	
	(1,652,513)
	
	(2,274,559)

	Prior year adjustment 
	1
	(983,679)
	
	- 
	
	- 

	Gain (loss) on foreign currency translation
	
	(192,554)
	
	71,297 
	
	117,063 

	
	
	
	
	
	
	

	Total gains and losses recognised since the last annual report
	
	(7,763,804)
	
	(1,581,216)
	
	(2,157,496)

	
	
	
	
	
	
	


CONSOLIDATED BALANCE SHEET

As at 31 August 2002


	
	
	
	As restated
	
	As restated  

	
	31 August 2002
	
	31 August 2001
	
	30 November 2001

	
	£
	
	£
	
	£

	
	
	
	
	
	

	Fixed assets
	
	
	
	
	

	Intangible fixed assets
	4,200,097 
	
	4,516,813 
	
	4,437,717 

	Tangible fixed assets
	6,646,502 
	
	3,064,870 
	
	3,876,141 

	
	10,846,932
	
	7,581,683 
	
	8,313,858 

	Current assets
	
	
	
	
	

	Stock
	140,491 
	
	34,119 
	
	72,507 

	Debtors – due within one year
	720,945 
	
	422,500 
	
	398,875 

	Debtors – due after one year
	488,303 
	
	- 
	
	- 

	Cash at bank and in hand
	7,859,487 
	
	13,947,607 
	
	12,846,638 

	
	9,209,226 
	
	14,404,226 
	
	13,318,020 

	
	
	
	
	
	

	Creditors: amounts falling due within one year
	(1,722,813)
	
	(511,504)
	
	(872,253)

	
	
	
	
	
	

	Net current assets
	7,486,413 
	
	13,892,722 
	
	12,445,767 

	
	
	
	
	
	

	Total assets less current liabilities
	18,333,345 
	
	21,474,405 
	
	20,759,625 

	
	
	
	
	
	

	Creditors: Amounts falling due after more than one year
	(1,385,416)
	
	- 
	
	- 

	Provisions for liabilities and charges
	(33,701)
	
	(276,443)
	
	(156,074)

	Debenture – 5% 2 years convertible
	(3,250,000)
	
	- 
	
	- 

	
	
	
	
	
	

	Net assets
	13,664,228 
	
	21,197,962 
	
	20,603,551 

	
	
	
	
	
	

	Share capital and reserves 
	
	
	
	
	

	Called-up share capital
	2,901,028 
	
	2,897,045 
	
	2,897,045 

	Share premium account
	20,223,904 
	
	20,211,001 
	
	20,211,001 

	Profit and loss account (see note 4)
	(9,996,768)
	
	(2,640,363)
	
	(3,207,643)

	
	
	
	
	
	

	Shareholders’ funds
	13,128,164  
	
	20,467,683 
	
	19,900,403 

	Minority interests
	536,064  
	
	730,279 
	
	703,148 

	
	
	
	
	
	

	Total capital employed
	13,664,228 
	
	21,197,962 
	
	20,603,551 

	
	
	
	
	
	


CONSOLIDATED CASH FLOW STATEMENT

For the 9 months ended 31 August 2002

	
	
	
	As restated
	
	As restated

	
	9 months to
	
	9 months to
	
	12 months to

	
	31 August 2002
	
	31 August 2001
	
	30 November 2001

	
	£
	
	£
	
	£

	Net cash outflow from operating activities

 (see note to cash flow)
	(4,078,347)
	
	(2,533,179)
	
	(3,230,011)

	Returns on investments and servicing of finance
	316,698 
	
	526,065 
	
	774,331 

	Capital expenditure and financial investment
	(3,098,392)
	
	(176,342)
	
	(813,451)

	Acquisitions and disposals
	- 
	
	(6,072,934)
	
	(6,088,597)

	
	
	
	
	
	

	Cash outflow before management of liquid resources and financing
	(6,860,041)
	
	(8,256,390)
	
	(9,357,728)

	Management of liquid resources
	4,884,995 
	
	(10,470,810)
	
	(9,276,997)

	Financing
	1,884,658 
	
	1,876 
	
	1,876 

	
	
	
	
	
	

	Decrease in cash in period
	(90,388)
	
	(18,725,324)
	
	(18,632,849)

	
	
	
	
	
	


Note to cash flow

RECONCILIATION OF OPERATING LOSS TO NET CASH OUTFLOW FROM OPERATING ACTIVITIES
	
	
	
	As restated
	
	As restated

	
	9 months to
	
	9 months to
	
	12 months to

	
	31 August 2002
	
	31 August 2001
	
	30 November 2001

	
	£
	
	£
	
	£

	
	
	
	
	
	

	Operating loss
	(6,935,880)
	
	(2,358,700)
	
	(3,171,581)

	Depreciation charge
	294,226 
	
	121,761 
	
	201,346 

	Goodwill amortisation
	237,287 
	
	210,922 
	
	290,017 

	(Increase)/decrease stock
	(67,984)
	
	(28,376)
	
	(66,656)

	(Increase)/decrease debtors
	(1,020,709)
	
	81,878 
	
	(69,578)

	Increase/(decrease) creditors
	287,086 
	
	(491,873)
	
	(224,399)

	Increase/(decrease) provision
	(122,373)
	
	(68,791)
	
	(189,160)

	Non-cash exceptional research and development expenditure
	3,250,000 
	
	- 
	
	- 

	Net cash outflow from operating activities
	(4,078,347)
	
	(2,533,179)
	
	(3,230,011)


NOTES

1. The accounts reflect a prior year adjustment in relation to the accounting for development expenditure.   Since commencing business the accounting policy of the Company has been to write such expenditure off, except where the Directors are satisfied as to the technical, commercial and financial viability of individual projects.  The application of this policy resulted in £983,679 of capitalised development costs in the balance sheet of the Company at 30 November 2001.  This policy was consistent with the requirements of SSAP13 – Accounting for Research and Development.

During the current period, management reviewed the policy relating to the accounting for development expenditure, in accordance with FRS18 – Accounting Policies, to ensure that the policy remains appropriate to the Company’s circumstances.  The Board has reviewed the treatment of development costs by other similar companies and believes that expensing development costs as they are incurred is the most appropriate treatment.

The change in the accounting policy resulted in the Company writing off the development expenditure incurred during the current period of £4,899,113 (2001: restated - £783,578, 2000: restated - £200,101; 2001: net assets restated - £20,603,551; 2000: net assets restated - £22,047,023).

2. The 9-month figures to 31 August 2002 and 31 August 2001 are unaudited.  The comparative figures for the year ended 30 November 2001 are not statutory accounts but are extracted from the audited statutory accounts.  The statutory accounts for the year ended 30 November 2001 have been filed with the Registrar of Companies.  They received an unqualified audit report which did not contain a statement under S237(2) or S237(5) of the Companies Act 1985.  The quarterly report should be read in conjunction with the statutory accounts for the year ended 30 November 2001.

3. The directors elected not to pay a dividend in the period.

4. Profit and loss account

	
	12 months to

	
	31 August 2002

	
	£

	
	

	Retained loss brought forward
	(2,232,964)

	Prior year adjustment
	(983,679)

	
	

	As at 1st December restated
	(3,216,643)

	Retained loss for the period
	(6,587,571)

	
	

	Exchange difference
	(192,554)

	
	

	Retained loss carried forward
	(9,996,768)


5. The loss per share is based on the retained loss of £6,587,571 (2001 - £2,274,559) and the weighted average number of shares in the period of 296,013,290 (2001 - 295,419,087). 

6. Further copies are available from the Group’s head office – Waterwitch House, Exeter Road, Newmarket, Suffolk, CB8 8RX.

continued…
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