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: Improving cancer diagnostics 

 

Based on a patented technology combining fibre-optics and biopolymer ñsmart-gelsò Invivosense is 

introducing biosensors for medical use. Our focus is on the development of sensors for improvement 

of cancer diagnostics by detection of very small amounts of specific antigens or other substances used 

as tumor markers.   

Our products are developed to meet the health care needs of tomorrow. Our target markets are Europe 

and North America, markets that are characterized by increased demand for high quality medical 

services. People live longer and this leads to an increased demand of health services both in quantity 

and efficiency. Cancer represents a major health concern and an increasing portion of the population 

get a cancer diagnosis. OECD estimates that 40% of the world economy will be based on 

biotechnology in a couple of decades. Biotechnology and genetics are expected to be the most 

important drivers in health care development in the years to come. 

With this in mind Invivosense is well positioned, both through our technology basis and the 

applications we are aiming for. A strong technology platform is not sufficient to succeed. We are also 

dependent on our employees drive to develop and realize our ideas and depend as well on our clinical 

partners for dialog, teamwork and testing.  

For the time being commercialization of products have our highest priority and we work hard to 

minimize the time from idea to product.  

The first biosensor, planned for sale late in 2008, will be Invivosense PSA. This application detects 

Prostate Specific Antigen (PSA) just outside of the prostate gland prior to or during Radical 

Prostatectomy (RP) surgery. Elevated PSA concentration outside of the prostate gland is an indication 

of advanced cancer. In the diagnostic phase this information on PSA concentration outside the gland 

can help decide on optimum treatment. During surgery the Invivosense PSA sensor measurement of 

PSA in tissue can help optimize the goals of the surgery. The sensor is in clinical test phase in 

Norway. The trials in the UK are planned to be started in second quarter 2008.  

The Invivosense technology has a great potential in other areas than prostate cancer diagnostics and 

the development of the next application has started. 

  

 

Dr. Reinold Ellingsen 

CEO of Invivosense ASA 
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Invivosense ASA 

Interim report for the first quarter of 2008  
 

Invivosense is a medical technology company based in Trondheim, Norway. The company develops 

disposable biosensors for medical diagnostics, staging and monitoring, based on a proprietary and 

patented technology platform. Invivosense focuses on cancer diagnosis, with the diagnosis of prostate 

cancer expected to become the first commercial application. The companyôs disposable biosensor 

Invivosense PSA (Prostate Specific Antigen) for staging of prostate cancer is currently in clinical 

testing phase at The Norwegian Radium Hospital in Oslo, Norway. Expected commercial launch is 

late in 2008. Invivosense intends to develop similar disposable biosensors for other major types of 

cancer and additional medical applications.  

Highlights 
The Invivosense PSA project continued in the first quarter of 2008. Focus has been on the continued in 

vivo trials and preparation of supplemental ex vivo measurement at Rikshospitalet Radiumhospitalet.  

In first quarter 2008 Invivosense developed instrumentation for an ex vivo product, and applied for 

ethical approval for ex vivo measurement. Ethical approval was granted by REK (regional ethical 

committee), and the first clinical ex vivo trials were performed in April 2008. Ex vivo trials as 

supplement to the in vivo trials will give us a stronger basis for drawing conclusions on the 

application. In addition, the ex vivo application represents a separate business potential. 

Invivosense prepares for ex vivo clinical trials at one UK hospital.  

The company has worked in several areas as well as clinical trials in first quarter, including:  

¶ The development project for an improved version of the Invivosense PSA sensor continued  

o The purpose of this project is to develop a probe cheaper and easier to manufacture, on 

a platform well suited for both in vivo and ex vivo diagnostics. 

o Silicon sensor housing is processed and ready for test 

¶ Development of ex vivo trial protocol and ethical approval 

¶ Discussions with UK hospital for ex vivo trials and work on protocols 

¶ Production of in vivo and ex vivo sensors 

¶ Product documentation for regulatory approval (CE marking) 
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 LƴǾƛǾƻǎŜƴǎŜΩǎ ƳŀǊƪŜǘ 
Cancer is a class of diseases or disorders characterized by abnormal cell proliferation and the ability of 

these cells to invade other tissues, either by direct growth into adjacent tissue through invasion or by 

implantation into distant sites by metastases. Metastasis is defined as the stage in which cancer cells 

are transported through the bloodstream or lymphatic system. Cancer may affect people at all ages. 

Invivosenseôs unique platform technology is of particular relevance for cancer applications where 

several treatment alternatives are available.  

Prostate cancer may be treated in different ways depending on the development stage of the cancer. 

The main treatment alternatives are; radical prostatectomy, radiation therapy, hormone therapy and 

watchful waiting. Currently radical prostatectomy is considered to be the only treatment for localized 

prostate cancer that has shown survival benefit. 

During radical prostatectomy the Invivosense PSA technology platform has relevance in supporting 

the surgeon as an intraoperative assessment tool of surgical margins, either in open surgery or 

laparoscopic surgery. 

By offering urologists and surgeons an accurate biophysical staging tool at this level, Invivosense PSA 

hopes to bring significant cost saving benefits to hospitals and save patients from further, unnecessary 

trauma. 

Invivosenseôs first target market segment is prostate cancer. Prostate cancer affects approximately 

every one in six men in the western world and is showing the most aggressive growth pattern of all 

cancer forms. According to the WHO more than 580.000 new cases of prostate cancer are diagnosed 

each year in the USA and Europe. The number of radical prostatectomy procedures pr year is 

estimated to 95.000.  

Invivosense technology 
Invivosense combines fibre optic technology with a biosensor sensitive to a specific antigen or other 

specific substances used as disease markers. When the biosensor is brought in physical contact with 

the marker protein, a smart-gel starts to swell. When the marker is abundant the swelling will be 

sizeable, and measured by optical interferometry.  

Detecting cancer or other medical diagnosis usually involves harvest of tissue biopsy samples, for 

investigation at a pathology laboratory and for some days for the results to be returned. Doctors could 

benefit from real time staging or diagnostics to make informed decisions on the type of treatment to 

proceed with.  

Invivosense PSA 
Invivosenseôs lead product Invivosense PSA is a biosensor designed to detect prostate specific antigen 

(PSA) in tissue fluid and is introduced as a staging device for prostate cancer.  

Normally, production of PSA is strictly confined to the prostate gland. PSA concentration within the 

prostate gland is normally 100 000 higher than outside the glandular capsule. If, preoperatively, 

significant concentrations of PSA are detected outside the prostate gland, this is an indication of 

advanced cancer. This information can help the doctor make informed decisions on further treatment.  
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The goals of radical prostatectomy are to eliminate the cancer, to maintain urinary continence and to 

minimize impairment of sexual function. The surgeonôs challenge is to optimize these three goals to 

the overall benefit of the patient. During surgery, real time information on cancer extension can be 

useful for deciding on surgical margins. Best possible surgical margin is important to ensure that the 

cancer is eliminated while minimizing the negative effects for the patients. Removing too small 

amount of the tissue means cancer is not eliminated while removing too much introduces negative side 

effects for the patient. 

The device has been proven to work through pre clinical studies. Clinical trials have been initiated at 

Rikshospitalet Radiumhospitalet. Further clinical testing, CE approval, and commercial trials of the 

sensor are coming up. 
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Financial Review 
This report compares Invivosenseôs reported figures for the first quarter 2008 with the corresponding 

period in 2007. Figures for the years 2007 and 2006 are included for information purposes.  

Key financials ɀ Invivosense ASA 
Income Statement (NOK 

ó000) 
Q1 2008 Q1 2007 2007 2006 

Total operating revenues 0 0 0 816 

Payroll and related costs 2,121 1,501 6,396 5,260 

Other operating costs 1,825 1,328 6,276 3,267 

Capitalized development costs -2,026 -2,065 -5,651 -6,128 

Depreciation 77 84 360 268 

Operating costs 1,997 848 7,381 2,667 

Operating income (loss) -1.997 -848 -7,381 -1,851 

Net financial income 314 -2 804 35 

Income before tax -1,683 -850 -6,577 -1,816 

Tax expense  -471 -238 -1,838 -507 

Net income (loss) -1,212 -612 -4,739 -1,309 

 
Revenue  
Invivosense is not yet in a commercial phase, and report as in first quarter of 2007, no revenues for the 

first quarter of 2008.  

Operating costs  
Total operating costs amounted to thNOK 1.997 in the first quarter of 2008, compared with thNOK 

848 in the first quarter of 2007. 

Personnel costs in first quarter 2008 are as expected higher than in first quarter 2007. This is due to 

increase in personnel from last year and Invivosense payroll adjustments with effect from 1. January. 

Other operating costs have increased from first quarter 2007 to first quarter 2008. This is due to high 

activity in the PSA project in parallel with initiated work on next application. Even though payroll 

costs and other costs have increased from first quarter 2007, capitalized development cost is on the 

same level as first quarter 2007. This is due to a portion of the costbase being caused by next 

application. Next application is not subject to capitalization at current stage.    

Depreciation amounted to thNOK 77 in the first quarter, compared to thNOK 84 in the same period 

last year. The resulting operating loss was thus thNOK 1.997 in the first quarter 2008, compared with 

thNOK 848 in the first quarter 2007. 
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Costs related to the development of the companyôs PSA project have been capitalised in the balance 

sheet. Extent of capitalized development costs are shown in the profit and loss statement as an 

adjustment to the presented gross costs.  

Net financials  
Net financial income was thNOK 314 in the first quarter of 2008, compared with negative thNOK 2 in 

the same quarter last year. Increased financial income is a consequence of interest on bank deposits.  

Result (loss) before tax and net income (loss)  
The loss before tax was thNOK 1.683 in the first quarter, compared to thNOK 850 in the first quarter 

2007 and thNOK 2,914 in the fourth quarter 2007.  

Allowi ng for positive tax of thNOK 471 in the first quarter 2008 and thNOK 238 in the first quarter 

2007, the net loss was thNOK 1.212 and thNOK 612 in the two respective quarters.  

Balance sheet 
Total assets was NOK 54,1 million at 31 March 2008, which is an increase of NOK 25,5 million from 

the end of the first quarter 2007 and a decrease of NOK 1,3 million from the end of fourth quarter 

2007. The increase from first quarter 2007 is due to increased cash and cash equivalents from issuing 

new shares in second quarter 2007. The decrease from fourth quarter 2007 comes from the operating 

loss in first quarter 2008. 

Capitalized research and development accounted for NOK 15,6 million of intangible assets at 31. 

March 2008, an increase of NOK 2 million from the end of the fourth quarter last year and an increase 

of NOK 4,7 million from first quarter 2007.  

Equity was NOK 51,9 million at 31. March 2008, corresponding with an equity ratio of 96 percent. 

Equity increased by NOK 25,3 million from the end of the first quarter 2007, primarily reflecting 

share issues in the second quarter of 2007 with a resulting increase in share capital and the share 

premium account. From fourth quarter 2007 to first quarter 2008, equity decreased by 1,2 mill, 

reflecting the result for the first quarter 2008.  

The company had long-term interest bearing debt of NOK 0,2 million at the end of the first quarter 

2008, which was a reduction of NOK 0,2 million from same period last year. 

Cash flow  
Invivosense had a negative operating cash flow of NOK 1,7 million in the first quarter 2008. 

Corresponding figure for first quarter 2007 was a positive operating cash flow of NOK 0,9 million. 

Cash flow from investments was negative with NOK 2 million in the first quarter. This was due to the 

net effect of capitalized R&D. In the first quarter 2007 the negative cash flow from investments was 

NOK 2,1 million. 

Negative cash flow from financing activities was NOK 0 in first quarter 2008 as in first quarter 2007. 
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Quarter by quarter key financials  
 

Quarter by quarter figures

(Figures in NOK thousands) Q1 Year Q4 Q3 Q2 Q1 Year Q4 Q3 Q2 Q1

Operating revenues 0 0 0 0 0 0 816 0 131 77 608

Payroll and related costs 2 121 6 396 1 850 1 715 1 330 1 501 5 260 1 340 1 263 1 075 1 582

Depreciation 77 360 102 90 84 84 268 67 66 68 67

Other operating costs 1 825 6 276 1 944 998 2 006 1 328 3 267 1 016 700 885 666

Capitalised development costs -2 026 -5 651 -600 -1 476 -1 510 -2 065 -6 128 -1 761 -1 297 -1 455 -1 615

Operating costs 1 997 7 381 3 296 1 327 1 910 848 2 667 662 732 573 700

Operating income (-loss) -1 997 -7 381 -3 296 -1 327 -1 910 -848 -1 851 -662 -601 -496 -92

Net financials 314 804 382 427 -3 -2 35 77 -12 -17 -13

Tax -471 -1 838 -812 -252 -536 -238 -507 -162 -175 -144 -26

Net income -1 212 -4 739 -2 102 -648 -1 377 -612 -1 309 -423 -438 -369 -79

Earnings pr share (NOK) -0,16 -0,74 -0,29 -0,09 -0,23 -0,12 -0,27 -0,09 -0,09 -0,08 -0,02

Eps diluted (NOK) -0,16 -0,74 -0,29 -0,09 -0,23 -0,12 -0,27 -0,09 -0,09 -0,08 -0,02

Issued shares in 1000 shares 7 346 7 346 7 346 7 346 7 346 5 078 5 078 5 078 5 078 4 949 4 505

2008 20062007

 

Organization 
Invivosense had 10 employees at the end of the first quarter 2008, which was the same as the end of 

2007.  

Events after the end of the quarter 
Invivosense has initiated the work on the continued clinical trials with an amended protocol for ex-

vivo measuring of PSA at Rikshospitalet.  

Invivosense received ethical approval for ex-vivo measuring at Rikshospitalet. 

Invivosense has established a project for our next application and initiated both technical development 

and market assessment.  

Outlook 
In the time to come Invivosense will focus on several projects including 

¶ clinical trials and analysis of trial results  

¶ parallel ex-vivo measuring 

¶ further technical development  

¶ building manufacturing capacity and competence  

¶ CE registration   

¶ Conclude on next application  

From an overall view our main focus will be on clinical trials and on the work getting the Invivosense 

PSA probe ready for the market.  

 

Trondheim, 27 May 2008  

 

The Board of Directors, Invivosense ASA  
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Income Statement Q1 2008 Q1 2007 1.1-31.12

(Figures in NOK thousands) 2007

Government grants 0 0 0

Other revenue 0 0 0

Total operating revenues 0 0 0

Payroll and related costs 2 121 1 501 6 396

Depreciation 77 84 360

Other operating costs 1 825 1 328 6 276

Capitalised development costs -2 026 -2 065 -5 651

Operating costs 1 997 848 7 381

Operating income (loss) -1 997 -848 -7 381

Financial income 324 14 867

Financial expenses 10 16 63

Income before tax -1 683 -850 -6 577

Tax expense -471 -238 -1 838

Net income (loss) -1 212 -612 -4 739

Earnings pr share (NOK) -0,16 -0,12 -0,74

Earnings pr share diluted (NOK) -0,16 -0,12 -0,74

Outstanding shares in 1000 shares 7 346 5 078 7 346  
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