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FDA OKS ICIlEENINa TUT FOR
8AS1IliC CAHCER/ULCERS
The Food and Drug
Administntion (FDA) has given
approval to Trinity Biotech PLC
for marketing iu Uni-GoldTll H.
pylori one-step test, which screens
for the presenceof I~ antibodies
to the bacterium HeHcobacter
pylori. H. pylori bacterium is
believed to be thecausative agent
in 60 percentof gastriccancers, as
wellas in mort than 90 percent of
duodenal ulcersand 70 percent of
gastric ulcers. h has been classified
by the World Health O rganization
(WHO) as a definitive carcinogen
for gastric cancer.

Triniey Biotech', Uni-Gold H.
pylori test facilitates me rapid
assessment of patients presenting
with the symptoms of gastricor
duodenal ulcers. The company
states that it is a quick, efficient,
and inexpensive alternative to
endoscopy, which is invasive and
requires a specialist to administer.
The Trinity test is said to he simple
to perform, iscost effective, and
brings the diagnosis to the immedi­
ate point-of-care market.

For further information, contact
JonathanO'Connel~ 800-60H076;
e-mail: jcconnellearinitybiotech.ie.

FDAC~POINT~AIl£

USE FOR BLOOD talIIlG
Th. CARESIDE AnalyurN

blood-testing system, which already
cleared the FDA for licensedlabo­
ratory use. has received sddidonel
FDA approval for point-of-are
use. This system allows pat ients to
have their blood drawn and tested
at their "pcim-cf-care"-whether
they are at a physician's office. a
health clinic, or other health care
facility.

This point-of-care FDA
clearance means that health care
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providers can use the CARESlDE
Analyzer to obtain blood test
results and report them to their
patients within 15 minutes of draw­
ing a blood sample from the patient.
Physicians who equip their offICeS
with the CARESlDE Analyzer no
longer need to send patients or
their blood samples to outside lab­
oratories and wait days for results.

This clearance also means that
properly trained, non-technical
personnelcan operate the CARE·
SIDE Ana.lyur, eliminating the
need for a labspecialist to oversee
each test. Thus, the CARES[DE
Analyzer increases efficiency of
medicaloffices.

The clearance was based upon a
demonstration that both licensed
lab personnel and non-techn ical
personnel were capable of obtaining
equivalent results after receiving
appropriate training. CARESIDE
provides the training, which usually
takes a few hours, to its clients.

The CARESIDE Analyzer cur­
rently has FDA clearancefor 36
tests in the categoriesof chemistry,
electrochemistry, and coagulation.
Immunochemistry testing is
expected to be availablein 2000.

CARESIDE, Inc. of Culver
City, Calif., developed and markets
the product. For more information,
contact jim Koch, CARESIDE,
Inc., 310-338-6767.

fDA APPROVEI CELEllREXtM
FOR PATlENTSWITII'»
The FDA has app roved Celebrex""
(celecoxib capsules) as an oral
adjunct to usual care (e.g.•endo­
scopic surveillance and surgery) for
patients with familial sdenomatous
polyposis (pAP). This is a rare and
devastating hereditary disease: that
left untreated almost always leads
to colorectal cancer.

Celebres, theonly COX·2

specific inhibitor indicated for the
treatment of both osteoarthritis and
adult rheumatoid arthritis, is the
first pharmacologicagent to be
indicated to reduce the number of
ade:nomatow colorectal polyps in
patients with FAP.

A six-month, 83-patient clinical
trial. sponsored by the National
Cancer Institute's Division of
Cancer Prevention in collaboration
with Searle, is the largest random­
ieed, double-blind, placebo-con­
trolled trial to date in FAP. The
clinical study demonstrated that an
0 ra1dose or Celebres 400 mg twice
a day signiflCafldy reduced the
number of adenomatous colcrecta l
polyps by an average of 28 percent
-compared to a 5 percent reduc­
tion with placebo. In the FAP trial,
common side effectswere diarrhea
and dyspepsia.

The study was conducted at the
University of Texas, MD Anderson
Cancer Center in Houston, as well
as at St. Mark's Hosfital in London,
the center for one 0 the world's
premier registries of FAP patients.

Since the current trial did not
include a cancer endpoint, the effect
of Celebrex on the development of
cancer has not yet been established.
Searle and Pfizer will conduct fur­
ther studies to assess the clinical
benefit of Celebrex in this setting.

For additional information on
Celebrex and FAP, call 212-229­
80478.

MIDoEIlERGY lZYEL UItEAR
ACCEUllATOR GETS FDA OK
The O ncology Care SYStems
Group of SiemensMedicalSystems
has received FDA's 5t O(k) pre­
market clearance to sell,distribute
and market a mid-energy range
PRlMUSTW medical linear accelera­
tor for radiation therapy. The new
accelerator uses the advanced
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engineering technologies widely
acknowledged in the Siemens
PRIMUS and PRIMART'" accel­
erators and tx~ands them to the full
range of energies, creating a fully
modular product line.

-The mid-energy lC"Ve1 PRIMUS
offers a cost-effective solution for
routine clinical radiotherapy treat­
ments,· said Patrick Boyle, vice
president and division man..gerof
Siemens Oncology Care Systems.
• A key advantage isits ability to
provide fast delivery of im cnsity
modulated radiation therapy
(lMRT), an advanud cancer treat­
ment tha t facilitates the delivery of
complex doses of radiation to
rumors, including tumors near vital
o rgans or othe r sensitive areas,
whileminimizing radiation to
healthy tissue. Availability of the
most frequently used photon and
electron ene~ies in a single
machine provides flexible treatment
capabilities to many radiotherapy
departments ...

For further information, contact
Siemens Oncology Care Systems
Group in Concord, Calif., at 925­
2.6-8200; or visit their web site at
http://www.sms.siemens.comlocsg.

FDAAPPROVES NEW DIGITAL
MAMMOGRAPHY.YStEM
GE Medical Srstems has received
FDA approva to begin marketing
the GE Senographe 2000D. a fully
digital mammography system. The
GE Senographe 2000D IS desig ned
to generate digital mammographic
images th.at can be used for screen­
ing and diagnosis of breast cancer.
This digital mammographic system
can be used in th e same clinical
appl ications as trad itional film­
based mammo~raphic systems.

Di rect Inqu iries to GE Medical
Systems, 262-;44-3530;
ch2rles.young@med.ge.com.
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NCI FINDS CHANGES IN
PATTERNS OF CANCERS
The Natio nal Ca ncer lnsriture' s
(N C I) new AtLu of Cancer
.\londfity in the United StdW.
/950-/ 994 shows the geog raphic
patt ern s of cancer death rates
in more than 3.000 counties
across the u.s. in more th an
fou r decades.

Fo r the first time. maps are
presented for both wh ite and
black po pulations. since earlier
mo rtalitv statistics lacked data
that wo~ld permit a separation
of blacks from the nonwhite
catego ry.

In additio n. the patterns fo r
liver cancer and for bi liary tract
cancer are shown for th e first
time. Previou s disC2SC
classificatio n schemes d id not
permit sepa u te analyses of
the se cancers,

The report shows that signifi­
cant changes in the geographic

r.attern s of certain canccrs e­

un g, prostate. brea st and colo n
cancer-s-have occurred.

The grea test changes are seen
with lung canc er. The national
lung cancer rate amon.-; white
men ro se from 39 per 100.000
during 1950-69 to 69 per 100.000
during 1970-94. Th e highest rates
now occ ur among wh ite men in
the Sou th. among wh ite wo men
in the far West. and among blacks
in northern urban areas .

An interact ive version of the
d.1U in rh new atlas is now
availab le on the Internet at
htt p:// www.nci.nih.glw/2 t1.1S.

To order 2 single print ed co py
of the .atb,s. c211 ~Cl' s Cancer
Informat io n Service at 1-800-4­
CA NC ER.

DEATH AND DYING AT
ABOUT.COM
Abocr.com offers a sectio n o n
Death and Dying. which includes
.1 set of links to resources for
professionals who work with
the bereaved or the dying. Fo r
example. there are links to sites
aimed a t explaining the influence
of cultural differences in relation­
ship to grief work. dying. and
fune ral rit uals. There are also
link s to articles on advance
directives. grief assessment, and
alte rnative therapies.
Visit: hnp:l/dying.miningco.com .

MATCHING PATIENTS WrTH
DRUG TRIALS
US O ncol ogy (htt p://www.aori.
com ) has crea ted SecureNee, an
ext ranei system that eases the
match of patient s and clinic al
trial s. reports the November 19'19
Medicine on the Net.

More than 300 oncologists
in 17 Slates who are part of US
O nco logy arc co nnected to
SecureNct. Combined. they
tre at mo re than 80.000 new ly
diagno sed patie nts each year.

To use the Secure Ner Tri al
~1.ltching System. oncologists
first create patient profiles by
com pleu ng a secure qu estion ­
naire. That information. and any
upd ates, is main tained in the
patient profile database. When a
pharmaceut ical co mpa ny contacts
US Oncology abo ut .1 new trial,
the ini ormaricn is entered into
the clinical rrial database. At [east
o nce a d.1~·• an app lication search­
es the two databases. "''h en it
finds a ma ch between drug
co mp.1nycri teria and patient . it
immediatd~· not ifies the patient 's
doctor viae-mail.
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