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April, 2003

Special Edition

From the Secretary

Asof thiswriting, three of thetown meetingshave occurred and thedates of two othershave
been confirmed. Thefeedback from participants has been very positive. We encourageyou to
take advantage of these informative sessions; it's abenefit of your membership in the Section.
If you have any suggestions for future topics, please send them to me or Aurelie Alger. We
welcome your ideas and comments.

Infutureissues of the Newsl etter wewill be adding anew feature—New England Urology
Job Search. Thiswill beafreeservicewhere Section memberscan post job opportunitiesintheir
practices and where residents within the Section can expresstheir interest in urology positions.
Detailed information appears on page 3.

Asyou can see from this edition of the Highlighter, we have asked Section members to
compose articles that we think would be of interest to the membership. If you would like to
contribute to future issues, or have topics that you would like discussed, please let us know.

Finally, Grannum Sant and the Scientific Program Committee are putting together what
promisesto be awonderful meeting in Quebec. Mark September 11-13, 2003 on your calendar
and join us at the Fairmont Tremblant Hotel.

KevinR. Loughlin, M.D.

Upcoming TOWN MEETINGS

April 8 MAINE
Portland Marriott, South Portland, Maine
“Cryotherapy of the Kidney and Prostate’
Danidel Rukstalis, MD
Hahnemann — M CP M edical School, Philadelphia, Pennsylvania

April 2NEW HAMPSHIRE
The Common Man Restaurant
Concord, New Hampshire
“Negotiating Managed Care Contracts in New Hampshire”
Michael A. LaFond, Esq.

Tentative M eetings - Watch your mail for details!

Date To Be Announced Date To Be Announced
WESTERN MASSACHUETTS VERMONT
Sturbridge, M assachusetts Burlington, Vermont
Topic and " Health Policy | ssues’

Speaker To Be Announced Speaker To Be Announced

Toregister for any Town Meeting, please contact Michelle Baker, NE-
AUA Administrative Offices, (978) 927-8330/ E-mail: michelle@prri.com



HIPAA—— COMPLIANCE —— FRAUD AND ABUSE

David H. Kauder, M .D.

| have recently attended an AUA Compliance Seminar and would like to share some of the concepts with the NE AUA member ship.
This seminar was very worthwhile; unfortunately, the AUA is not planning to offer themin 2003. If you should ever have the chance

to attend, | think the information is very valuable.

The AUA will be offering coding seminarsin 2003. These are al so helpful for proper compliance though the approach is different.
| believe that all urologists could benefit from a coding seminar; | have always found it helpful and rewarding.

HIPAA. COMPLIANCE. FRAUD AND ABUSE.

Theseareall termsthat arebecoming very familiar. Weinstinc-
tively wish to ignore them, but thisis not reality.

COMPLIANCE

| suspect that all of you have heard theterm* compliance” being
used more frequently, but you may not know its true meaning.
Essentially, compliance means avoiding fraud and abuse by billing
and coding in an ethical and legal manner. Urologists receive more
than 50% of their income from the federal government when you
consider Medicareand Medicaid, sowewill haveabigredcircleon
our chestsfor the foreseeable future.

Thefinesfor errorsinbillingareprohibitive; it could be$11,000
for an error, whether it involves an $8 urinalysis or a $1,600
chemotherapeutic agent. If you are billing fraudulently or errone-
ously, you should stop it before the Office of Inspector General
(OIG) does. If an employeeis upset about your hilling or a patient
receives an erroneous bill you should encourage them to report it
directly to you, rather than to the OIG. The guidelines for this
mechanism are a compliance program. The report to you may
assurethat moreexpensiveproblemscanbeprevented. A complaint
to the OIG from Medicare can be very troublesome.

There are several servicesthat CMS (Center for Medicare and
Medicaid Services - the new namefor HCFA) are concerned about.
Oneis service “ Incident to” . This may mean services incident to
LHRH medications. For example, if your nursesareroutinely billing
for a99211 (nurse visit) with LHRH medication - thisis an unap-
proved visit. Unlessthereisadistinct service or complaint that the
patient is voicing and that can be documented. If there is a
documented complaint you may hill for the service.

Many urologists believe that the examination of urine is an
integral part of aurol ogical examination. Few wouldarguethispoint.
Unfortunately, CMS feels that this would be screening and the
Medicare charter prohibitsit. Y ou cannot bill for urine unlessthere
isaspecific, documented complaint that would requiretheurineto
bedone. Medicareisprohibited, except in special approved circum-
stances, from screening. Of course, thisonly appliesif youarehilling
for these services. In addition, you must be careful that a physician
or Medicare licensed practitioner is in the office for you to bill
Medicare for any services.

HIPAA

HIPAA isanother program that will involve all aspects of our
practice. Itwill bepart of all patientinteractions. | assumeall of you
have filed for the computer extension in October. The computer
extension involves HIPAA compatible exchange of information;
most of our computer providers are not yet compatible. Asfor the
rest of HIPAA, thisisavery com-
plexsystemthatwill affectall trans-
fer of information. If you have not
purchased the AUA program on
HIPAA implementation, it isone
of the best programsthe AUA has
offered. It is only $99 and will
have online updates periodically
available.

The most important aspects
of HIPAA are that it attempts to
control patient privacy. It allows
the patient controlled access to
wheretheir recordsarerel eased, to
whom, and for how long. In addition, the patient hastheright to ask
for alog of where their records were sent. The primary aspect of
HIPAA is patient privacy and to that end we must all have written
privacy statements signed by patients. In addition, any business
associates (office cleaners, ultrasound providers, transport person-
nel, etc.) must sign an agreement with the practice regarding the
privacy of records. Essentially, anyone that has access to patient
records must sign a Business Associates contract. The patient will
have the right to request their records be amended. Y ou may not
agreeand may refusebut you must documentitinspecificways. The
newsisnot all bad. If your patient signsthe privacy statement, when
another treating doctor requestsrecords, you can send them without
areleasefor each time.

Essentially, com-
pliance means
avoiding fraud and
abuse by billing
and coding in an
ethical and legal
manner.

However, the forms from insurers and attorneys may not be
valid after April 14, 2003. These cannot be the typical “send all
records’. You will have to receive, from the attorney, a specific
request for specific records. The request will have to have a self-
destruct timeafter whichitwill notbevalid. Inaddition, wewill have
to keep alog of whererecordswere sent and to whom. It must bein
the chart and the patient has the right to inspect it.

These areissues that we would prefer not to have to deal with,
but the reality isthat the sooner we adjust to them and learn what is
needed, the easier it will be.



BRAEHYTH ERAPY

Radical Prostectomy, conformal external beam radiotherapy,
and brachytherapy are the most common curative modalitiesin the
treatment of early stage prostate cancer.

Brachytherapy isaform of high doseradiationtherapy inwhich
radioactive materials are placed in intimate proximity to the malig-
nancy. Because of the short range of this form of radiation, high
doses can reach well into a cancer with relative sparing of nhormal
surrounding tissue. Radioisotopesused includelodine-125 (1 -125)
and Palladium- 103 (Pd-1 03). More high dose isotopes are limited
to Iridium-192 (1r-192).

Older forms of brachytherapy were introduced by Whitmore
and placed retropubicly. The dose wasinhomogeneous and coupled
with bulky, advanced stagesof prostate cancer that werecommonin
that era, led to frequent and often unacceptable local failure rates.
Regardless, there were some cures suggesting that future modifica-
tion would be helpful.

Many ingtitutions are using brachytherapy for lower volume
(T2-A, T2-B) cancersand lower Gleason scores (lessthan 7) where
expectantly the best resultswould be seen. We have been following
Northwest Tumor Institutes Program in Seattle under John Blasko
and Peter Grim. We confine lodine-125 to low stage, well to
moderately differentiated malignancies with modest PSA levels.
Doseratesper hour arelower for | odine-125 compared to Pal 1adium-
103 which lasts substantially longer (about 5 months versus 2.5
months) to treat slower dividing tumors. Palladium-103 isused for
larger volumetumorswith poorly differentiated, but rapidly dividing
cell lines. As stage, grade, or PSA rises, both the volume of the
disease and the risk of extra prostatic extension increases. In this
setting, the combination approach of external beam radiation plus
brachytherapy may be considered.

Blasko’ s most recent data with lodine-125 monotherapy dem-
onstrates a high rate (87%) of biochemical and clinical control in
patientswith low risk diseaseof 10 years. Our most recent datafrom
North Andover, MA included almost 300 patientswith T2-A - T2-
C cancer and Gleason grades of 2-9 and aPSA range of 2-100. The
PSA post-treatment waslessthan 1 ng/ml in 93% of the patientsand
less than 0.5 ng/ml in 77% of patients. There were 7% who had
biochemical failures over a six-year period. Side effects include
radiation related urinary symptoms in 59% of patients, urinary
retention requiring aTURPin 12% of patients, radiation proctitisor
diarrheain 11% of patients and a 40% impotency rate.

Liam J. Hurley, M.D.

Recently many studies have commented on the adjunctive
treatmentsof hormonesand radiation. Whileinterest in neoadjuvant
hormone and surgery appearsto befading at | east with three months
preoperative therapy, many publications have shown anincreasein
apoptosis using hormones before and after radiation therapy. Pro-
gressive data have shown an
improved disease specific sur-
vival in patients with locally
advanced and metastatic pros-
tate cancer treated with com-
bined neoadjuvant androgen
deprivation and external beam
radiation. This has resulted in
anincreaseinlocal diseasefree
survival and a decrease in the
incidenceof distant metastasis.
Wecurrently usehormonetreat-
mentif thepubicarchvolumet-
ric study showsinterference or
if prostate volumeis greater than 60 grams.

In the state of Massachusetts, most insurance companies are
covering brachytherapy. Important codes include:

Future directions in
brachytherapywill focuson
further defining itsrole in
the management of pros-
tatic carcinoma, and on de-
veloping additional techni-
cal reimbursementsandin-
novations.

CPT code 55859  radioactive seed implantation

CPT code 76965-26 ultrasound guidance
professional component

CPT code 52310-51 cystoscopy for seed removal

CPT code 74480-26 fluoroscopy

Future directionsin brachytherapy will focus on further defin-
ing its role in the management of prostatic carcinoma, and on
developing additional technical reimbursements and innovations.
Brachytherapy as amonotherapy is somewhat cheaper than radical
surgery or external beamradiation, althoughradical prostectomy has
relatively low technical costs. Without a clear cost advantage of
brachytherapy over radical surgery, the choice of therapy should
continue to be primarily influenced by tumor characteristics, treat-
ment ethicacy, and patient preference. However, if external beam
and hormonal therapy areused in additionto brachytherapy, thecost
escalates quickly.

I \ew England Urology Job Sear ch I

: nd AUA Highlighter will begin a JOB POSTINGS Section in future issues. If
position to fill, are looking for an associate, or are interested in a urology

"‘ga‘n take advantage of this service and reach your colleagues throughout the
d fé‘?nember, the newsletter is also posted on the NEW ENGLAND AUA website:

) uﬁiré"t.org/NewEngland for increased exposure. Please e-mail your "classified ad" to:

Lorraine O'Grady / lorraine@prri.com

s



“The Current and Emerging Medical

Therapiesfor Male Erectile Dysfunction”

Irwin Goldstein, M.D., Professor of Urology and Gynecology
Director, Institute for Sexual Medicine, Boston University School of Medicine

Erectiledysfunction (ED) isasignificant and common medical
problem. Recent epidemiol ogic studies show that about 10% of men
aged 40-70 have severe or compl ete erectile dysfunction, defined as
the total inability to achieve or maintain erections sufficient for
sexual performance. Anadditional 25% of meninthisage category
have moderate or intermittent erectiledifficulties. Erectiledysfunc-
tion affects an estimated 30 million men in the United States, and
over 617,000 new cases are expected annually in men between the
ages of 40 and 69. The disorder is highly age-dependent, as the
combined prevalence of moderate to complete ED increases from
approximately 22% at age 40, to 49% by age 70. Although less
common in younger men, erectile dysfunction still affects 5%-10%
of men below the age of 40. Findings from these studies show that
ED isassociated with negative effects on mood state, interpersonal
functioning, and overall quality of life.

Erectile dysfunction is strongly related to both physical and
psychologica health. Among the major risk factors are diabetes
mellitus, heart disease, hypertension and decreased HDL levels.
Medicationsfor diabetes, hypertension, cardiovascular disease and
depression may aso cause erectile difficulties. ED may be an
important presenting symptom in many of these men. In addition,
thereisahigher prevalence of ED among men who have undergone
radiation or surgery for prostate cancer, or who have a spina cord
injury or other neurological diseases. Life style factors, including
smoking, alcohol consumption, sedentary behavior and bicycling
morethan 3hoursaweek areadditional risk factors. Thepsychologi-
cal correlatesof erectiledysfunctionincludeanxiety, depressionand
anger. Despiteitsincreasing prevalenceamong older men, ED isnot
considered anormal or inevitable part of the aging process.

Most health care providershavereceivedlittleor notrainingin
sexual medicine, nor is adequate reimbursement provided in most
instancesfor diagnostic or treatment services. Physicianshavelittle
time available to obtain sexual histories from their patients or lack
adequate training to address sexual issues and concerns. Recent
studiesshow that thelargemajority of patientsfeel uncomfortablein
discussing sexual problemswith their physician, despite the preva-
lence and emotional distress associated with these problems. De-
spite the above, major changes have occurred in the physician
management of ED with the advent of effective ora therapy. Many
millions of patients in the U.S. have received prescriptions for
sildenafil since approval of thedrugin 1998. Patient education and
outreach activitieshaveincreased public awarenessof ED and other
sexual dysfunctions. March 2003 will mark thefifth year of clinical
experiencewithsildenafil. Therehavebeen numerouspublications
inpeer review journal noting thesafety and efficacy dataof sildenafil
asatreatment for menwith ED. Physiciansasaresult arerelatively
comfortable prescribing sildenafil asfirst-line therapy for ED.

A recent study of 3291 men with ED who had used PDE 5
inhibitors, however, showed that only 51% of menwith ED spoketo
their physician about ED. Only 28% of them tried PDE 5 at |east
once. Only 14% of ED patients were still using PDE 5 inhibitors.
The most common reason (42%) to avoid PDE 5 treatment for ED
wasconcern that thetreatment wasdangerous. Thisfinding empha-
sizesthe need for continued patient and physician education, since
PDE 5 oral therapy for ED hasbeen associated with excellent safety
data. The most common reasons for discontinuing use of PDE
therapy was that the erection was not hard enough (34%) and the
medication did not work at all (34%). In 19% of respondents, side
effects were responsible for the discontinuation of treatment.

For many ED patients, sildenafil has not been the medication
that hasprovided asafeor effectiveresponse. Inthenear future, two
additional oral erectogenic agentswill likely become available for
clinical use. Vardenafil is a phosphodiesterase type 5 (PDES)
inhibitor with a pharmacokinetic profile and molecular configura-
tion similar to that of sildenafil. Like sidenafil, vfardenafil also has
selectivity to PDE 6 inhibition. Tadalafil isanother PDE 5inhibitor
which has a unique chemical structure and a pharmacokinetic and
pharmacodynamic profile that differs from both sildenafil and
vardenafil. Tadalafil alsohasaselectivity toPDE 11inhibition. The
availahility of these new PDE5 in-
hibitors will expand our treatment
armamentarium for ED but also
raisesimportant questionsfor phy-
sicians. What criteriawill be used
to choose among the three PDE 5
inhibitors? How do thenew PDE 5
inhibitors differ from sildenafil?

Patient education
and outreach activi-
ties have increased
public awareness of
ED and other sexual
dysfunctions.

To help select the most appro-
priate PDES inhibitor for patients
with ED, itisimportant to examine
some of the distinguishing charac-
teristics of these agents, including
biochemical potency, biochemical selectivity, onset, duration of
action, and saf ety and efficacy data. At present, therearenocarefully
controlled head-to-head trials with the three PDE 5 inhibitors.

BIOCHEMICAL POTENCY

PDE 5 inhibitors are signal amplifiers. The non-adrenergic,
non-cholinergic neurotransmitter nitric oxide (NO) plays acritical
rolein attenuating smooth muscle contraction and inducing smooth
musclerelaxationand penileerection. Activation of neurogenicand
endothelial nitric oxide synthases results in synthesis of NO. Re-
leased NO diffusesinto smooth muscle cells and binds to the heme

(continued on next page)



Male Erectile Dysfunction
(continued from previous page)

component of soluble guanylyl cyclase, stimulating cyclic gua
nosine monophosphate (cGMP) synthesis. Binding of cGMP to
cGM P-dependent protein kinases (PKG) or cGMP dependent ion
channels results in reduction of intracellular calcium, via calcium
seguestration and extrusion, and activation of myosin light chain
phosphatasescausi ng diminution of smoothmusclecontractility and
enhancing penileerection. Aslongassexual stimulationreleasesNO
into the penile smooth muscle cytoplasm, PDE 5inhibitorsincrease
cGMP and faciliate penile smooth muscle rel axation.

Biochemical potency for a PDE 5 inhibitor is considered the
efficency of prevention of cGMP hydrolysis. The enzyme PDE 5
hydrolyzes cGMP, therefore, PDE 5 inhibitors prevent ¢ GMP
hydrolysis. PDE5inhibitorshavedifferent on-off” binding ratesto
theactivesitesof thePDE 5enzyme. ThePDE 5inhibitor which has
the longest dwell time is the most biochemically potent. Multiple
studies by various investigators have independently shown that
vardenafil is the most biochemically potent of the three PDE 5
inhibitors. Vardenafil hasamore pronounced increase of cGMPin
the presence of NO inintact cells compared to sildenafil at equiva
lent doses. The PDE 5 inhibitory effect of vardenafil is approxi-
mately 10 fold higher than sildenafil.and 12 -15 times higher than
tadalafil. VVardenafil istheonly PDE5inhibitor whichissubnanomol ar
indoserequired to block 50% of the enzyme activity. Comparative
clinical studieswill determineif thereareany clinically appreciable
differences, such as side effect profiles, between the three PDE 5
inhibitors based on biochemical potency. Vardenafil doses (5, 10 and
20 mg) are 1/5 those of sildenafil (25, 50 and 100 mg).

BIOCHEMICAL SPECIFICITY - BIOCHEMICAL SELECTIVITY

Thereareat present el evenknown PDE enzymes. Selectivity isan
important issue, because there are as yet no pure PDE5 inhibitors. In
additiontoinhibiting PDES, both sildenafil and vardenafil al so produce
modest PDE 6 effectsat the upper limits of the dosagerange, whereas
theseeffectsareabsent withtadal&fil. Sildenafil and vardenafil haveno
significant effects on PDE’'s 1-4 and 7-11. All efficacy and safety
attributes are likely related to PDES/6 inhibition. PDE 6 inhibition
affects the conesin the retinaand resultsin the “blue” vision experi-
enced by some patientstaking sildenafil. In contrast, only tadal &fil has
definite PDE11 effects at therapeutic doses, athough the clincia
significance of thisis not yet clear. PDE11 has only recently been
described and is present in the pituitary, pancreas, skeletal muscle,
heart, testes, and corpus cavernosum. However, the effects on these
tissuesof chronic or intermittent PDE11 inhibition are not known and
requirefurther study. In preclinical studies, tadalafil caused testicular
alterationsin beagle dogs characterized by degeneration of germ cell
line cellsin the seminiferous tubules and depressed spermatogenesis.
Two studiesin men, who received 10mg or 20mg tadalafil daily for 6
months, showed that tadalafil had no adverse effects on human sper-
matogenesis or reproductive hormones. The effects, if any, of either
prolonged or intermittent PDEL1 inhibition by taddafil remain unknown

ONSET OF ACTION

Themediantimeto maximum plasmaconcentration of any drug

iscall the Tmax. The T max for sildenafil, vardenafil and tadal afil
has been reported as 0.8, 0.6 - 0.9 and 2 hours, respectively. None
of the PDES inhibitors work immediately. Onset of action is not
affected by the dose of drug. Drugswith comparable Tmax should
have comparable onset of action. A recent home study with active
drug, vardenafil versusplacebo utilized successful intercourseasthe
primary efficacy parameter to assess drug onset of action. A stop
watch was started at 10 minutes post administration of the study
medication. At 16 minutes, vardenafil (34%) wassignificantly more
effectivethanplacebo (22%). A simi-
lar study showed similar data for
sildenafil. InaRigiscan-based study,
tadalafil (10 mg) showed signifi-
cantly different response from pla-
cebo at 45 minutes after administra-
tion. A highfat meal delaysstomach
emptying, which delays absorption
of the drug. Sildenafil’s average
onsetis30 minuteswhentakenonan
empty stomach and about 1 hour if
not. Tadalafil is reported to have
lack of afood effect. Thisis most
likely duetothedrug’ sdelayed metabolism. Asaresult, slow gastric
emptying has less effect on the time to maximum concentration.

Amongthethreeoral
agents, themostclini-
cally significant dif-
ferencesarefoundin

duration of action.

DURATION OF ACTION

Amongthethreeoral agents, themost clinically significant differ-
encesarefound in duration of action. Thereported half-life (T 1/2) of
sildenafil, vardenafil and tedal&fil is 4, 4 - 6 and 17 - 21 hours,
respectively. The duration of activity that is seen with sildenafil and
vardenafil appears to be suited to the average couples patterns of
sexual interaction. Inarecent study of sexually activemen aged 40to
69yearsbothwithandwithout ED, investigatorsfoundthat theaverage
frequency of sexual intercourse was 1 episode per week and that the
average time for foreplay was approximately 14 minutes; the vast
majority (> 70%) of men studied reported that they had sex only once
ina24-hour period. Theduration of activity that isseen with tadal &fil,
however, offersED patientsanew sexua paradigm. Itispossiblethat
sexual spontaneity may be enhanced by thelong half life.

SAFETY

The safety of PDES inhibitors is an important concern, since
many men with ED also have cardiovascular disease. A careful
assessment of cardiovascular status before prescribing treatments
for ED and/or advising the patient to resume sexua activity is
recommended. To date, there is no evidence that any of the PDE5
inhibitors has any direct adverse cardiovascular effects. In fact, the
reverse may be true, as recent studies suggest that sildenafil may
delay exercise-induced ischemiaand angina.

Other safety issues specific to tadal afil also need to be consid-
ered. Because of the drug’s prolonged duration of action (ie, ap-
proximately 17 hours in a healthy man and up to 21 hours in an

(continued on next page)



Male Erectile Dysfunction

(continued from previous page)

elderly patient), it will takeupto4 daysfor tadal afil to becompletely eliminated fromthebody.
This could potentially extend the duration of adverse effects or delay intervention with
nitroglycerin during acardiac event. Inaddition, becausetadal afil inhibitsPDE11, additional
studies examining the effects of tadalafil on cardiac function are needed.

In general, the PDES inhibitors are well tolerated and have similar mild to moderate
adverse effects profiles. In clinical trials, the most commonly reported adverse events were
vasodilation, resulting in headache, nasal congestion, facial flushing, and dyspepsia. There
appears to be a greater incidence of myalgia and low back pain with tadalafil, although the
etiology of the myalgiaremains unclear.

None of the PDE5 inhibitors has any significant drug interactions except for an absolute
contraindication for the concomitant use of organic nitrates. Sildenafil and al agentsin this
class potentiate nitrate-induced vasodilation. In addition, they are all metabolized by the
cytochrome P450 3A4 isoenzyme system, and concomitant administration of inhibitorsof this
pathway (eg, cimetidine, ketoconazole, erythromycin, and protease inhibitors) will prolong
duration of action and raise serum concentrations of the drugs.

CLINICAL EFFICACY

Once the safety of the drug has been established, clinical efficacy is clearly a most
important factor for the clinician to consider when sel ecting adrug. Evidence suggeststhat all
3 PDES inhibitors improve the quality of erections and enable successful intercourse in men
with ED of all etiologies, even those with severe ED. The question as to whether men with
certain comorbidities (eg, diabetes, post-radical prostatectomy, and hypertension) would be
more successfully treated with one particular agent awaits further study and experience. To
clearly defineonedrug’ sbenefit or superiority over another requirescarefully designed, head-
to-head studieswith well-defined efficacy measures. It ishoped that more sensitive measures
of drug side effects can be developed. At present, simply the presence of a side effect is
recorded. Inthefutureishoped that datacomparing theintensity and severity of thesideeffect
will also be available.

CONCLUSIONS

New oral treatmentsfor ED will soonbeavailable. How physicianswill choosewhichdrugto prescribewill bemuchthesameasel ecting
among other classesof drugswith multipleoptions, suchasNSAIDs, a pha-blockers, or SSRIs. Theselection processwill takeinto account
physicians’ previous experiences, patient satisfaction and preferences aswell asthe recognition that similar drugs may have significantly
different effectsin the sameindividual.

From the AACU I

ALS VICTORIOUS IN STARK Il CASE

Earlier this year, the American Lithotripsy Society learned that the Federal Government had withdrawn its appeal of Judge Henry
Kennedy’ sdecision in American Lithotripsy Society and Urology Society of Americaversus Thompson. The ALSwas supported in this
effort by the AACU.

For the 65% of urologistsin the nation who hold some interest in lithotripsy partnerships, this represents amajor victory.




Hand Access Devices for Hand-Assisted L apar oscopy

Steven Shichman, M.D., Associate Clinical Professor
University of Connecticut Health Center, Farmington and Connecticut Surgical Group, P.C., Hartford

Over thepast 5yearsHand-Assisted L aparoscopy hashecomeaccepted asanew gold standard for performing extirpativerenal surgery.
Since 2000, over 500 urol ogistshavetaken the AUA training course making it one of themost popul ar post-graduatetraining coursesgiven
by the AUA Department of Education. With the increased popularity of this minimally invasive surgery, numerous manufactures have
introduced new and improved hand access devices.

Thepurposeof thehand accessdeviceisto enablethesurgeonto comfortably insert his’her nondominant handintotheabdominal cavity
through asmall incision without the loss of the pneumoperitoneum.

Thereisno perfect hand access device. Each device hasits advantages and disadvantages. Factors determining theideal choice of a
hand access device for aspecific caseinclude the patient’ sbody habitus and pathology, and the surgeons experience and preference using
eachindividual device. All devicesrequireasimilar sizeincisions (3to 4 inches) in the abdominal wall, but vary widely on how they and
maintain aseal around the surgeon’ sarm and wrist. Unlikethe first generation devices, none of the new products adhereto the body wall
using adhesive seals. These adhesives seals were tedious and difficult to apply and were very prone to |eakage.

Devices, which are currently on the market, include the following:

1. Gelport - Applied Medical, Rancho Santa Margarita, Ca.

2. Lapdisc - Ethicon Endosurgical, Cincinnati, OH.

3. Omniport —InterMed, Selling, NV

4. Handport — Smith and Nephew, Largo, Fl.

All of these devices secureto thebody wall using 2 concentric ringsthat are attached together with vinyl or rubber. Oneringisinserted
ontheundersurface of theabdominal wall and the other ring restson the outside surface of thebody wall. Thematerial holding thetworings
together is placed on stretch, maintaining the seal at the body wall and acting asawound protector. These second generation devices can
be directly inserted into the abdominal cavity without first insufflating, which is a definite time saver.

Advantages of the Gelpor t deviceincludean excellent seal, flexibility, and comfort offered by the [ |
gel. Theunique gel-like polymer through which the surgeon inserts his or her hand isflexible and soft S “
K

around thewrist. Additionally, this polymer can be temporarily pierced by an instrument or trocar and
maintain aseal at the puncture site. Instruments can even beinserted through the gel whilethe handis
inserted in the device. Other advantages include the fact that removal of the surgeon’s hand from the
abdominal cavity does not cause loss of pneumoperitoneum and rarely causes the device to become
dislodged. TheGelport devicehasthelargest templateor footprint, requiring alargeareafor application.
Thisisnot aproblemin most cases, but in small-framed patients the device may betoo largetouseina
right lower quadrant incision that is commonly used for aright-sided nephrectomy. In these casesthe
anterior iliac spinemay prevent thedevicefromsittingevenly against thebody wall, thereby jeopardizing
the seal. Gelport is the most expensive hand access device on the market. GELPORT

The Lapdisc isthe least expensive device on the market and is the easiest to use.
Thereareno piecesthat need to beassembl ed, andinsertion of thedeviceisquick and easy.
Thisdevice hasthe smallest footprint, fitting almost anywhere on most abdominal walls
and rarely interfereswith adjacent trocars. An oversized deviceisavailablefor patients
with thicker than normal abdominal walls. Theiris that tightens around the surgeon’s
wrist, to develop the seal, can aternatively be tightened around a trocar or completely
closed on its self to maintain the pneumoperitoneum. This iris requires meticulous
adjustment aroundthewrist. If itistootight thehandwill quickly tireand becomepainful,
if tooloose, thedevicewill leak. When removing thehand from theabdomen theirismust
be adequately loosened or the Lapdisc will inad-
vertently beremoved. Pneumoperitoneumislost
when the hand is removed but can be easily be
reestablished by quickly closing theiris. LAPDISC

¢ T

The Omniport isaninflatable device, which maintainsan excellent seal and rarely becomes
dislodged onceitisinserted. Aswiththe Gelport and L apdisc, the surgeon canrapidly removeand
reinsert his or her hand, which is a major advantage for resident teaching programs when the
teaching surgeon must quickly take over the caseto avert or manage apotential complication. The

(continued on next page)
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Hand Access Devices for Hand-Assisted L apar oscopy
(continued from previous page)

device can beinsufflated to maintain pneumoperitoneum without the hand being inserted, but an accessory trocar or instrument cannot be
inserted through the device. Unfortunately, the device can be difficult to insert. Additionally, care must be taken to assure that bowel or
omentum is not caught under the rigid inner ring that is unforgiving and can easily damage soft tissue.

TheinflatableHandport isprobably themost comfortabledeviceastherearenorigid
pieces to rub against the wrist or forearm. Unfortunately without arigid inner ring the
device can easily become dislodged. To develop aseal around the arm, the surgeon must
wear asleevethat attachesat thewrist and is covered by asecond glove. Thissleeveweds
thesurgeontothedeviceand makesinsertion or removal of thehand and switching surgeons
morecomplicated andtimeconsuming. Additionally, removal of thesleevefromthedevice
does causeimmediate loss of pneumoperitoneum. Thisdevice hasan availableinsert that
can be used to maintain pneumoperitoneum without insertion of the hand and can be used
for insertion of an accessory trocar or instrument.

s
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HANDPORT

Aswith all formsof minimally invasive surgery, productswill continueto change and improve. Itisnot practical or cost effectivefor
any one operating room to have all products available. Surgeons performing hand-assisted |aparoscopy should periodically evaluate the

hand-access devices avail able and select the one or two devicesthey feel are best suited for their needs.

2003 Annual Meeting
NEWS

The New England Section of the
AUA’'s Annual Meeting will be held
September 11-14, 2003 attheFairmont
Tremblant in Quebec. Abstracts are
now being accepted for consideration
at thisyear’s annual meeting.

To submit your abstract go to
www.auanet.org/NewEngland. Al
abstractsmust be submitted el ectroni-
cally.

ABSTRACT DEADLINE:
May 16, 2003

STATE REPRESENTATIVES

CONNECTICUT
Arthur E. Tarantino, M.D.
Connecticut Surgical Group
85 Seymour Street, #416
Hartford, CT 06106
(860) 947-8500 / (860) 524-8643 Fax
atarant@harthosp.org

MAINE
Martyn A. Vickers, M.D.
Togus VA Medica Center
Section 112
Togus, ME 04330
(207) 623-8411 / (207) 621-4890 Fax
martyn.vickers@med.va.gov

MASSACHUSETTS (EASTERN)
Jeffrey P. Bennett, M.D.
South Shore Urology, Inc.

780 Main Street, 2C
South Weymouth, MA 02190

(781) 331-4600 / (781) 337-5095 Fax

jpbbos@hotmail.com

MASSACHUSETTS (WESTERN)
David M. Chadbourne, M.D.
125 Liberty Street / #206
Springfield, MA 01104
(413) 746-4800 / (413) 731-7130 Fax
dandlchad@aol.com

NEW HAMPSHIRE
William F. Santis, M.D.
Concord Urology
248 Pleasant Street, Suite 2900
Concord, NH 03301
(603) 224-3388 / (603) 225-3557 Fax
santisfamily @hotmail.com

RHODE ISLAND
Steven |. Cohen, M .D.
Urological Surgeons of NE, PC
125 Corliss Street
Providence, Rl 02904-2603
(401) 274-6565 / (401) 331-2370 Fax
sicppmd@earthlink.net

VERMONT
Mark K. Plante, M.D.
Fletcher Allen Healthcare
1775 Williston Rd - Dept Urology
South Burlington, VT 05403
(802) 847-2884 / (802) 847-6020 Fax
mark.plante@uvm.edu

If any Section member has an
issue he or shewould like con-
sidered by the NEAUA Board
of Directors for possible com-
ment and action, please contact
your state representative.




Case Report: Conflicting Signalsin PSA Screening

Christopher J. Doyle MD

This case history illustrates the delay in diagnosis of prostate cancer that may occur when physical examination and free/total PSA
percentage seem reassuring. These diagnostic tools may miss significant prostate cancer.

CASE HISTORY

A 75 year-old man presented for evaluation of an elevated PSA (4.3) and voiding symptoms. He had undergone a CABG 12
yearsearlier but wasotherwisewell. Examination showed an enlarged, smooth and firmprostate. Arepeat total PSAwas4.1 with
a free percentage of 23%. Biopsy was deferred and the patient was foll owed.

Gradually histotal PSA rose to 8.2 and the free component rose to 44 percent. Examination remained consistent revealing
an enlarged smooth firm prostate. The patient’s voiding symptoms remained consistent (IPSS = 8-12). He experienced no
problems that might have suggested either inflammation or disseminated malignancy.

Because of the gradual risein total PSA biopsy was suggested despite the very reassuring free/total PSA ratio. Ultrasound
measured the gland at 70 cc. The biopsy revealed Gleason Grade 4+ 5 adenocarcinoma bilaterallyin 9 of the 10 cores submitted.
Lymphovascular invasion and penetration by the tumor into periprostatic fat were documented bilaterally by the needle biopsy

Staging by MRI revealed massive bilateral pelvic lymphadenopathy consisting of a 6.5 cm metastatic nodal mass along the
rightiliacarteryand asimilar 4.5 cmmasson theleft. Needl e biopsy confirmed that the new disease was prostaticin origin. Bone

scan and chest CT scan did not show additional disease.

Twenty-seven months elapsed between the patient’ s initial presentation and definitive diagnosis.

DISCUSSION

Screening for prostate cancer by PSA testing produces many
false positives that cause excessive financial and psychological
burden. Because the percent of free PSA islower when cancer is
present percent free PSA can beincorporated into screening proto-
cols to reduce unnecessary biopsies. Dr. William Catalona and
others have recently written that using a percent free PSA cutoff of
20 percent decreased fal se positivesand preserved cancer detection.
(J. Urol. 2002 June; 16 (6): 2427-34). Other investigators have
confirmed his data and commonly this information isincorporated
into decisions regarding the necessity of prostate needle biopsy in
many patients. Andafavorably high percent free PSA doesnot rule
out the presence of cancer. In the most favorable group of Dr.
Catalona’s population, patients with a percent free PSA of > 25%
cancer was present in eight percent of the patients.

Other work has shown that percent free PSA does not reliably
predict the aggressiveness of prostate cancer although in several
ways a high percent free level suggests a more favorable circum-
stance. Investigators have found that in patients with metastatic
disease undergoing hormonal therapy the percent free PSA often
increasesif patientsrespond to treatment (JUrol. 1999 Jan; 161 (1):
176-81). ). But, although percent free PSA tends to decrease with
increasing Gleason score the association isvariable. Thetest isnot
useful as a staging tool. As an independent predictor it does not
predict organ confinement or PSA recurrencein patientsundergoing
radical prostatectomy (J. Urol. 2002 Mar; 16(3): 1306-9.

Aswithany of theparametersused to predict theaggressiveness
of prostate cancer percent free PSA addsinformationto the descrip-
tion of agiven tumor but the information is not completely reliable
and cannot be the sole guide to management.

Inthisparticular patient it seemslikely that the poorly differen-
tiated character of hisdisease caused discordance betweentheextent
of hisdisease and PSA production. Perhapshismalignant tissuedid
not make PSA and his benign prostatic tissue did. His physicians
were only able to observe the benign side of his PSA production
which took the form free PSA.

How can aclinician avoid such apitfall? Can other guidelines
suchasPSA velacity, age-specific PSA or PSA density help? Inthis
casethe PSA density at thetimeof initial presentation wasprobably
0.06 and rose to 0.10. The PSA velocity over that time was 1.55,
higher than 0.75/year, By age-specific PSA criteriainitially hisPSA
was considerably below the level of 6.5 that has been suggested as
acceptable for a man 70-80 years old. But at the end of the
observation his PSA had surpassed that milestone. So in this case
PSA density was not helpful. Measures based on total PSA levels
suggested an abnormality but dramatically underestimated the mag-
nitude of the problem. And percent free PSA was strongly mislead-

ing.

PSA screening, evenwhenincorporating PSA velocity, density
and age-specific ranges and percent free PSA remainsan imperfect
science. A high level of suspicion and early resort to increasingly
safe and thorough biopsy technique remain crucial in importance.



UPCOMING UROLOGY MEETINGS OF INTEREST

Massachusetts Association of Practicing Urologists
ANNUAL MEETING
Tuesday, May 13, 2003
Westin Hotel, Waltham, Massachusetts
“Treatment Options for BPH: Clinical
and Economic Implications.”

Registration - 5:00 p.m. Reception - 5:30-6:15, followed by dinner and the speakers
For additional information: Ginny DuLong, MAPU, P.O. Box 9132, Waltham, MA 02454-9132,
781-434-7313, Fax: 781-893-2105 / E-mail: vdulong@mms.org

If you would like to list your meeting in this section of the NE AUA Newsletter, please e-mail
or fax to Michelle Baker: michelle@prri.com / Fax: (978) 927-8890.

In addition to the meeting specifics, please include a contact person.



