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c l i n i c a l

After a six-ye a r, $19 million investment in re s e a rch ,d eve l o p m e n t , and clinical tri a l s ,

U ro l o gix re c e i ved FDA cl e a rance to commerc i a l ly market the Ta rgi s™ System in the

United States during fiscal 1998. Ta rgis thera py is used to treat benign pro s t a t i c

hyperplasia (BPH) – or enlarged prostate – an age - related condition affecting six

million A m e r ican men over the age of 50 and another 17 million men wo r l dw i d e .



c o m m e rc i a l

“ We are beginning to witness a pro found demographic shift – and the attendant preva-

lence of BPH – as Baby Boomers appro a ch age 50 in increasing nu m b e rs .The Ta rgis System

e n ables our medical practices to satisfy intended clinical outcomes for BPH thera py while

a d d ressing growing consumer demand for minimally inva s i ve altern a t i ves to surge ry.” ~

S t ry ker Wa rre n ,J r. ,P resident and CEO, U ro l o gy Healthcare Gro u p ,I n c. ,N a s h v i l l e , Te n n .



C O R P O R A T E  P R O F I L E

U R O L O G I X :  T H E  I S S U E  I S  Q U A L I T Y  O F  L I F E U RO L O G I X , I N C . ( NA S DAQ : ULGX) DEVELOPS, M A N U FAC T U R E S

AND MARKETS MINIMALLY INVASIVE MEDICAL DEVICES FOR THE T R E ATMENT OF UROLOGICAL DISORDERS. T H E

C O M PANY’S PRIMARY PRODUCT OFFERING IS THE TA R G I ST M S Y S T E M ,A NONSURGICAL,A N E S T H E S I A - F R E E ,C AT H E T E R - BA S E D

THERAPY T H AT USES A PRO P R I E TA RY MICROWAVE TECHNOLOGY TO T R E AT BENIGN PRO S TATIC HYPERPLASIA (BPH), A

N O N C A N C E ROUS ENLARGEMENT OF THE PRO S TAT E . TARGIS THERAPY IS SAFE, E F F E C T I V E , D U R A B L E , AND LESS COSTLY

THAN CONVENTIONAL INTERV E N T I O N S . BPH CURRENTLY AFFECTS 23 MILLION MEN WO R L DWIDE WITH T R E AT M E N T

COSTS EXCEEDING $8 BILLION A N N UA L LY, REPRESENTING ONE OF THE LARGEST MEDICAL DEVICE OPPORT U N I T I E S

IN THE WORLD TO DAY. IT IS A MARKET FOR WHICH UROLOGIX OFFERS A CLINICALLY SUPERIOR AND COST- E F F E C T I V E

TECHNOLOGY T H AT IS PROVEN TO IMPROVE THE HEALTH AND QUALITY OF LIFE FOR MEN A ROUND THE WO R L D.

S E L E C T  W O R L D W I D E  T A R G I S  S Y S T E M  U S E R S
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u r o l o g i xt h re et r a n s i t i o n s

T O  O U R  S H A R E H O L D E R S  Fiscal 1998 was marked by seve ral important ach i eve m e n t s . The year began with FDA approval of the

Ta rgi s™ System for commercial marketing in the United States. In the second quart e r,we strengthened our balance sheet with the completion

of a secondary stock offe ring that raised more than $30.0 million. In May, we pro m i n e n t ly displayed the Ta rgis System for the fi rst time 

fo l l owing U. S .a p p roval at the annual meeting of the A m e rican Uro l o gical Association (AUA ) . This key industry meeting, attended by 10,000

u ro l o gi s t s ,d rew a high level of attention and interest for the Ta rgis System.

During the year, we achieved $3 million in U.S.sales after actively marketing the Targis System domestically for just seven months. By year

end,the number of men treated worldwide with our proprietary technology exceeded 2,000. Our clinical studies,which now include

four-year data,demonstrate consistently good outcomes and the Targis System’s durability as a safe and effective treatment for benign pro-

static hyperplasia (BPH). In fact,in July, on the strength of our clinical data,the FDA approved an expanded claim of Targis treatment for

obstructive BPH. Targis therapy is now indicated for both symptomatic and obstructive BPH with the same safe,effective and durable

treatment protocol.

1 9 9 8 :  T H E  Y E A R  I N  R E V I E W  For the fiscal year ended June 30,1 9 9 8 , reve nues increased to $11.2 million from $5.5 million in

1 9 9 7 . Net loss for fiscal 1998 was $15.0 million or $1.44 per share ,c o m p a red with a net loss of $8.2 million, or $0.90 per share a year ago .

Higher operating expenses we re a significant factor in the loss in fiscal 1998, and are the result of the Ta rgis System’s U. S .l a u n ch costs and

building the necessary marketing infra s t ru c t u re .

Ta rgis thera py re q u i res physicians to adopt an expanded treatment arm a m e n t a rium for BPH, w h i ch includes not only drugs and surge ry, b u t

also a new tech n o l o gy. This is a complex issue,w h i ch we are addressing with a mu l t i - faceted stra t e gy built upon a stronghold of support fo r

our tech n o l o gy ’s superi o rity among leading cl i n i c i a n s . From this fo u n d a t i o n , we are opening and expanding channels of re i m b u rs e m e n t ;

p roviding physician education to ensure continued good outcomes; t ra cking treatment outcomes to support the durability of Ta rgis thera py ;

and wo rking with physicians to develop patients’ i n t e re s t ,k n ow l e d ge and demand.Our focused consultative sales fo rce is essential, t o o ,u n d e r-

s c o ring both our commitment to the market while enhancing our presence in it.

M A R K E T  D E V E L O P M E N T  I N I T I A T I V E S  P R O D U C E  K E Y  R E S U L T S  Our market development initiatives pro d u c e d

s i g n i ficant results in 1998 and are paving the way for continued growth in the coming ye a r. To date, m o re than 30 Ta rgis control units are in

o p e ration in academic and uro l o gy centers nationwide, i n cluding over half of the top 20 U. S .u ro l o gy centers as ra n ked in the Ju ly 27, 1 9 9 8

issue of U. S . N ews & Wo rld Rep o rt. This ach i evement re flects increasing acceptance among opinion leaders and helps to validate the 

Ta rgis System’s clinical and economic adva n t age s .

L E T T E R  T O  S H A R E H O L D E R S



t r a n s i t i o n sf o u ru r o l o g i x

M o re than 300 physicians have completed our Quality Outcomes Training pro gra m . This hands-on training ensures that the superior cl i n i c a l

results and durability ach i eved during clinical trials are continued in commercial settings. It also serves to expand our base of support within

the broader uro l o gy commu n i t y.

Ta rgis thera py is ge n e rating a positive re i m b u rsement re c o rd . M e d i c a re carri e rs in 49 states have issued favo rable re i m b u rsement decisions fo r

hospital-based Ta rgis tre a t m e n t . P ri vate paye rs are ro u t i n e ly re i m b u rsing for the tre a t m e n t . An important pri o rity for 1999 is to gain offi c e -

based re i m b u rs e m e n t ,w h i ch will allow the Ta rgis System to be utilized in the manner for which it was ultimately designed: as a highly effe c t i ve ,

l ow - c o s t ,a n e s t h e s i a - f re e , outpatient treatment for BPH.

We have begun clinical trials to validate a shorter thera py pro t o c o l . Reducing pro c e d u re time without compromising safe t y, e fficacy or

d u rability adds a measure of convenience not fe a s i ble with drugs or surge ry — and will help to further diffe rentiate Ta rgis thera py as a 

p re fe rred treatment for BPH.

We are beginning to see ch a n ges in phy s i c i a n s ’p ractice pattern s . Once clinics attain more than 90 days of ex p e rience with the Ta rgis System,

their pro c e d u re rates incre a s e . In markets where we have public awa reness pro grams in place to dri ve patient demand,utilization is signifi c a n t ly

gre a t e r. Utilization is a key to our future ,ge n e rating a re c u rring reve nue stream from sales of disposabl e ,single-use Ta rgis pro c e d u re kits.

The long-term efficacy of Ta rgis treatment continues to be validated by independent physician inve s t i g a t o rs , who publish their findings in peer-

rev i ewed journ a l s . D u ring 1998, four favo rable papers about the Ta rgis tech n o l o gy and its excellent outcomes we re published in the pre s t i gi o u s

Wo rld Jo u rnal of Uro l o gy, Jo u rnal of Uro l o gy, and U RO L O G Y. S eve ral more papers about the Ta rgis System have been submitted to these 

j o u rn a l s , and at least three have been accepted for publ i c a t i o n .

We continue to invest wisely in re s e a rch and development to build and sustain our tech n o l o gy leadership position. We curre n t ly hold 16 U. S .

p a t e n t s ,h ave applied for an additional 17 in the United States, and have licensed 9 others wo r l dw i d e .

1 9 9 9  S T R A T E G I E S  T A R G E T  R A P I D  E X P A N S I O N  O F  U . S .  B U S I N E S S  In fiscal 1999,we expect to expand our

U. S .business through ongoing deployment of our marketing re s o u rc e s . We have implemented a two-tier sales fo rc e ,w h i ch teams a senior sales

p e rson with a clinical specialist. This stra t e gy separates the focus of the control unit sale — which benefits from a highly skilled consultative sales

p ro fessional — from the after-sale component that targets increased utilization through on-going support and service at the clinic leve l .

Targis therapy requires physicians to adopt an expanded treatment armamentarium

for BPH, which includes not only drugs and surgery, but also a new technology. This

is a complex issue, which we are addressing with a multi-faceted strategy built upon

a stronghold of support for our technology’s superiority among leading clinicians.



u r o l o g i xf i v et r a n s i t i o n s

We have also fo rged a new marketing alliance with Boston Scientific Corporation in the United States, w h i ch we believe will allow us to 

p e n e t rate the market more quick ly. Boston Scientifi c ’s Microva s i ve Uro l o gy sales fo rce is one of the largest and most respected sales teams in

the uro l o gy business,a ffo rding us immediate presence and cre d i b i l i t y. While our sales organization has been effe c t i ve in re a ching and gaining

acceptance among key opinion leaders , the Boston Scientific team complements and expands our effo rts in the wider uro l o gy commu n i t y.

While we anticipate replicating key components of our U. S .s t ra t e gy in Europe and Ja p a n ,l o n ger-than-anticipated selling cycles outside the

United States have resulted in higher-than-expected distri b u t o rs ’i nve n t o ri e s . As a re s u l t ,we expect ove rseas reve nues to slow in 1999.

We are re s o l ved to build on the momentum of our early market successes in the United States. We believe that Ta rgis treatment is a cl i n i c a l ly

s u p e rior altern a t i ve to existing BPH thera p i e s , and the right tech n o l o gy for the current health care env i ro n m e n t . With a solid long-term 

s t ra t e gy to address the ch a l l e n ges of our marke t p l a c e ,and the organizational infra s t ru c t u re now in place to support it,we are pre p a red to make

the final transition from clinical to commercial opera t i o n s .

Fi n a l ly, on behalf of the Board of Dire c t o rs ,e m p l oyees and fe l l ow share h o l d e rs , I would like to thank Ja ck Meyer for his many contributions to

U ro l o gi x . Ja ck ,who successfully led Uro l o gix from a small development team to a publ i cly - h e l d ,c o m m e rcial medical device company, s t e p p e d

d own as president and CEO on October 5. He will continue to contribute as a dire c t o r. The search for a new president and CEO is pro-

c e e d i n g , and seve ral highly qualified candidates have been identifi e d .

Looking ahead, we see opport u n i t y, remain committed to improving our position, and are confident of our stra t e gi e s . We appreciate your 

c o n t i nued support , and look fo r wa rd to re p o rting our pro gress to yo u .

S i n c e re ly,

Z

M I T C H E L L  D A N N , C H A I R M A N  O F  T H E  B O A R D

N o v e m b e r  6 , 1 9 9 8



t r a d i t i o n

Medical practice is cl e a r ly moving towa rd noninva s i ve treatments – like the Ta rgi s

System – that use tech n o l o gy to ach i eve excellent clinical outcomes at re d u c e d

c o s t s . With its high efficacy and proven durab i l i t y, l ower cost per tre a t m e n t , m i n i-

mal patient discomfo rt and lack of side effe c t s ,Ta rgis treatment is an ideal fit with 

c u rrent managed care initiative s , and may well re d e fine the standard of care for BPH.



f u t u r e

“ Ta rgis has shown real promise in ach i eving go o d , sustained re s u l t s . The tech n o l o gy ’s key

a d va n t ages are that it is minimally inva s i ve and tru ly anesthesia-fre e . The pro c e d u re can be

p e r fo rmed in the phy s i c i a n ’s offi c e ,w h i ch improves access and facilitates care and re c ove ry

– it’s win-win for both clinicians and patients.”~ Michael P. O ’ L e a ry, M.D., M.P.H., A s s o c i a t e

P ro fessor of Surge ry, H a rva rd Medical School, B righam and Wo m e n ’s Hospital, B o s t o n ,M a s s .



t r a n s i t i o n se i g h tu r o l o g i x

O N E - H A L F  O F  A L L  M E N  O V E R  T H E  A G E  O F  5 0 This represents the vast market potential for Urologix’s proprietary TargisTM

therapy — a huge,untapped opportunity that comprised 23 million men and $8 billion in health care expenditures last year. It is a

market driven by an aging population that is global and projected to double by the year 2020.

The issue at hand is the treatment of benign prostatic hyperplasia (BPH). Commonly known as enlarged prostate, BPH is an 

age-related condition for which the Targis System was specifically developed. The prostate is a walnut-sized gland surrounding the

male urethra, located just below the bladder and adjacent to the rectum. As a man reaches middle age,cells within the prostate

grow at an increased rate,enlarging the prostate and constricting the flow of urine through the urethra.

Although BPH is noncancerous and generally non-life-threatening,it can cause serious,irreversible bladder or kidney damage if left

untreated. It also compromises the quality of life for those who suffer with it. Symptoms include frequent urination both day and

night;a sudden urge to urinate;difficulty in starting and stopping urine flow;a weak flow of urine;and the nagging sensation that

the bladder is not completely empty. It leaves many men sleepless,frustrated,and reluctant to participate in any activity that takes

them too far from a rest room. BPH causes many formerly active men to become reclusive.

Currently, it is estimated that only 30 percent of patients with moderate to severe BPH symptoms seek treatment. While due in part

to lack of information about the disease,the limitations of existing therapies lead the vast majority to opt for no treatment at all —

a practice known as “watchful waiting.” But as symptoms inevitably worsen, watchful waiting becomes impractical.

T A R G I S  S Y S T E M :  S E I Z I N G  O P P O R T U N I T Y  W I T H  A  B E T T E R  O P T I O N C o nventional medical treatments for BPH — dru g s

or surge ry — can be ri s ky, ex p e n s i ve or both. At fi rst glance, d rug thera py is more attra c t i ve because it is noninva s i ve . In fa c t ,8 5

p e rcent of patients who seek treatment for BPH opt for drug thera py as their fi rst ch o i c e . But it has draw b a ck s . The drugs mu s t

be taken daily for life . M a ny men are not satisfied with the modest relief of their bothersome symptoms. Cost can be as mu ch as

$12,000 to $17,000 over a life t i m e , depending upon the age that thera py begi n s . Side effects are common, ra n ging from dizziness

to impotence. At least 30 percent of men discontinue the re gimen within the fi rst ye a r.

U ro l o gists often pre fer surge ry to drugs for some patients. A pro c e d u re known as tra n s u re t h ral resection of the pro s t a t e

(TURP) is considered the gold standard for treating BPH. Success rates are high with a low incidence of re - o p e ra t i o n . B u t

T H E  T A R G I S  S Y S T E M



u r o l o g i xn i n et r a n s i t i o n s

s u rge ry burdens incre a s i n g ly limited health system re s o u rc e s . Costing about $5,000 to $8,000 per case,TURP re q u i res a highly

skilled surge o n ,a n e s t h e s i a , a two - t o - t h ree day hospital stay, and a one-to-four week re c ove ry period at home. The pro c e d u re also

c a rries a risk of complications, i n cluding infe c t i o n , bl e e d i n g ,i n c o n t i n e n c e , impotence and re t ro grade ejaculation.

The Targis System affords BPH patients a new, better alternative to drugs or surgery. Targis treatment is a nonsurgical,anesthesia-

free, catheter-based therapy that can be performed in a physician’s office. It employs a proprietary method of targeting the 

delivery of microwave energy to destroy the diseased prostatic tissue with no damage to adjacent tissues or structures. Patients

ex p e rience minimal discomfo rt in the 90-minute pro c e d u re . Clinical data have demonstrated Ta rgis thera py to be a safe and tolerabl e

t re a t m e n t with fast re c ove ry times and few side effe c t s . The efficacy ofTa rgis thera py far surpasses that of drugs and approaches that

of TURP. The cost is one-third to one-half of conventional interventions.

L E V E R A G I N G  T E C H N O L O G Y  I N  A  C H A N G I N G  E R A  O F  M E D I C I N E The economic impact of BPH in the United States is 

$3 billion annually. In this era of managed health care,where quality is measured in terms of results and costs,Targis has clear advan-

tages for patients,physicians and payers. As with other new treatment modalities,education and experience are key to acceptance,

and Urologix has developed a comprehensive strategy to demonstrate the Targis System’s myriad benefits to the marketplace.

R e i m b u rsement is a central issue, and significant pro gress has been made to establish a positive payment re c o rd in the United States. A

CPT pro c e d u ral code for microwave therm o t h e ra py published in the second quarter not only ack n ow l e d ged Ta rgis tra n s u re t h ra l

m i c rowave thera py as a valid medical treatment for BPH, but also established re i m b u rsement for the cost of a Ta rgis pro c e d u re and the

means by which physicians can bill a third party payer for their pro fessional fe e .

Over the last year, Medicare carriers in 49 states have issued favorable reimbursement coverage decisions for Targis therapy. This is

an important milestone,since at least 60 percent of current Targis candidates are Medicare recipients. Medicare coverage is also a

determinant of reimbursement by other third-party payers,including Blue Cross/Blue Shield as well as managed care organizations

and private insurers.

With channels for re i m b u rsement now initiated, the more complex issue of utilization is being addre s s e d . Ta rgis thera py is a new

a p p ro a ch to treating BPH. It expands the uro l o gi s t ’s treatment arm a m e n t a rium beyond drugs and surge ry, to include a new 

The Ta rgis System affo rds BPH patients a new, better altern a t i ve to drugs or

s u rge ry. Ta rgis thera py is a nonsurgi c a l , a n e s t h e s i a - f re e , c a t h e t e r-based tre a t -

m e n t . It employs a pro p ri e t a ry, t a rgeted microwave energy to destroy only

the diseased prostatic tissue with no damage to adjacent tissues or stru c t u re s .



l i m i t s

The social costs of BPH are high – relegating otherwise healthy men to a re cl u s i ve

l i fe s t y l e . The Ta rgis System re p resents a significant advance in treating BPH’s bothers o m e

s y m p t o m s . The 90-minute pro c e d u re is perfo rmed in an outpatient setting. Targis 

therapy is effective and durable with minimal discomfort, few side effects, fast recove ry,

and lasting good results – allowing men to resume an active and healthy life s t y l e .



“I can’t say enough good things about Ta rgis thera py. P rior to it, I was up fi ve

times a night. I had a constant urge to urinate during the day, and my f l ow wa s

we a k . The treatment was easy – I played golf the next day. I’m functioning

n o rm a l ly ag a i n , and I feel as good now as I ever have .” ~ Glenn Lars o n , a ge

7 2 , re t i re d , B l o o m i n g t o n , M i n n . , t reated with the Ta rgis System in May 1996

f r e e d o m



t r a n s i t i o n st w e l v eu r o l o g i x

n o n i nva s i ve ,n o n - p h a rmaceutical tech n o l o gy, w h i ch interjects uncertainty into the alre a dy uncertain env i ronment that ch a ra c t e ri z e s

the practice of medicine today. U ro l o gi s t s ,l i ke all phy s i c i a n s ,k n ow implicitly that the future of medicine is moving towa rds effe c t i ve

and less costly noninva s i ve therapies like the Ta rgis System, but many are reluctant to embrace ch a n ge so early in the pro c e s s .

Thus, Urologix has focused on gaining advocacy for the Targis System among key opinion leaders and leading urology centers

worldwide. Controlled clinical studies and four years of strong follow-up data have prompted publication of favorable reports about

Targis therapy in the field’s most prestigious journals,including UROLOGY and the Journal of Urology.

Recognizing that physicians learn by example and live by results,we have established a Quality Outcomes Initiative in clinic-based

training centers, which teams experienced physicians with new Targis users. We have also developed a host of reimbursement,

practice development and technical support services and tools. These value-added services are available to practitioners,clinics and

payers through our in-house sales,marketing and product development group.

Excellence is the Urologix way and a point of differentiation in the marketplace. The Targis System is clearly gaining support as a

potential first-line therapy for BPH among the best practitioners in the field — a prerequisite to capturing the collective attention

of the wider urology community.

F A C I N G  C H A N G E  I N  T H E  C H A N G I N G  F A C E  O F  P A T I E N T S Every day in the United States,more than 11,000 men turn 50.

This major demographic phenomenon signals that Baby Boomers are coming of age with far-reaching implications and huge rewards

for those who understand the dynamics of this market segment. Boomers — long characterized as independent thinkers,comfort-

able with technology, more willing to question authority, less likely to acquiesce to the status quo or the vagaries of advancing age,

and generally better consumers than their fathers or grandfathers — may well drive demand for effective,cost-ef ficient,noninvasive

therapies like the Ta rgis System.

As a company, we are working with physicians to proactively reach and educate this audience about BPH,with initiatives ranging

from speakers’bureaus and community presentations to media kits and targeted public relations. We recognize that it is both good

medicine and good business to do so — while also advancing the standard of care and effecting change for the better in the lives

of thousands of men.

U ro l o gix has focused on gaining advo c a cy for the Ta rgis System among key opinion lead-

e rs and leading uro l o gy centers wo rl dw i d e . C o n t rolled clinical studies and four ye a rs of

s t rong fo l l ow-up data have prompted publication of favo rable rep o rts about Ta rgis thera-

py in the fi e l d ’s most pre s t i gious journ a l s ,i n cluding U RO L O G Y and the Jo u rnal of Uro l o gy.



T H E  T A R G I S T M S Y S T E M  C O N T R O L  U N I T


