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BALTIMORE -- A Baltimore woman is suing Baltimore's Sinai
Hospital because she said a doctor left sponges, gauze and plastic
material in her abdomen after surgery six years ago.

Related To Stor

LaShawn McClary is seeking $5 million in damages from Sinai,
Owings Mill's Femi-Care Surgical Center and Doctor Sheo Sharma.

The suit alleged the items were left behind after a procedure to

remove a benign tumor even though the operative report of the

surgery said all medical supplies had been accounted for. The suit

also claimed Sharma dismissed McClary's repeated complaints of * Video: Medical Supplies Left In Woman
pain in the years after the procedure.

The lawsuit said the items were found during a procedure this year
by a new physician.

Hospital officials have not yet been served with the suit.

Copyright 2007 by wbaltv.com. All rights reserved. This material may not be published, broadcast, rewritten or
redistributed.
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Research Summary: Surgery Gone Wrong
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BACKGROUND: More than 40 million surgeries are performed in the United States each year. Of
those, 3,000 patients will come out of the surgery with something other than what they went in
for. Everything from surgical instruments to sponges are accidentally left in the patient because
they are undetected. Alex Macario, M. D., from the Stanford School of Medicine in Palo Alto, Calif.,
explains: "It's hard to believe that something as big as a sponge or even a surgical instrument
would be left in. But because of the chaos of the operating room and the complexity of the
surgery, sometimes objects are left in inadvertently."

DETECTION: Because it is rare for an instrument to be left inside patients, figuring out whether
post surgery problems are associated with the surgery itself or if it is something else can be
difficult. There are a few signs patients can watch out for:

Pain in the area in which the instrument was left
Having a fever

"It's not real high on the differential diagnosis when the patient presents with abdominal pain or
fever to think about a retained sponge or instrument because it is uncommon. But unless you
consider it, then you may miss the diagnosis for a prolonged period of time," says Dr. Macario.

NEW TECHNOLOGY: Scientists are looking for new ways to reduce the number of instruments
left inside patients. Dr. Macario and his team attached a radio-frequency identification (RFID) chip
to instruments and sponges used in the abdominal or pelvic surgeries of eight patients at Stanford
University School of Medicine. After surgery, the doctors waved the RFID wand device over the
patients. In fewer then three seconds, doctors were able to detect and remove the instruments
and sponges. It proved to be effective 100-percent of the time. The RFID chips are similar to the
technology implanted in pets to trace them, as well as devices used to track cars going through
toll booths.

NEXT STEP: Technology, such as sponges with barcodes and sponges that are able to be detected
by metal detectors, is currently being tested in hopes of improving detection of hidden instruments
left in the body. Dr. Macario and his team are looking at ways to improve their radio frequency
device, including installing a scanning device around the operating door allowing doctors to know
whether or not something was left behind. "What we're interested in now is how to make it more
foolproof so that it's not dependent on the personnel in the operating room to do the scan
correctly every time on every patient," Dr. Macario says.

Copyright 2007, ABC7/KGO-TV/DT.

new season - ';_;\
GREY'S ANATOMY pbg’

Waich full episodes online

lofl 5/8/2007 11:39 AM



NewsChannel 5.com — Nashville, Tennessee - Suf@eng Wrong

1of1l

<<Back

Surgery Gone Wrong

Feb 28, 2007 04:20 PM
There are 40-million surgeries in the United States each year.
But what's supposed to make you better can sometimes kill you!

This year, about 1,500 people will leave the operating room with a surgical instrument left in their
body. Sometimes it does no harm, but in some cases the consequences are deadly.

Last year, Lenny Leclair of Orlando, Fla., went to the hospital for "routine" surgery.
But he left the operating room much worse than he came in.

"I never stopped throwing up," said Leclair, who had surgery.

Leclair lost 100 pounds.

"I thought I was dying," he said. "I felt like I was dying."

When doctors realized what was wrong Leclair was almost dead.

It turned out they left behind a gauze sponge that had pierced his colon.

"It was like a septic tank in there," Leclair said.

Sponges and instruments can get left behind during surgery because they're often covered in blood
and hard to spot. And hospital staff sometimes miscounts -- easy to do in emergency situations
where seconds count.

"Basically, the counting procedures for instruments and sponges is the same as it was 40 years
ago," said Dr. Alex Macario, an anesthesiologist at Stanford School of Medicine in Palo Alto, Calif.

"And we're trying to use 21st century technology to help people keep track of supplies in the
operating room."

That technology is this -- radio frequency ID tags. In a new study, doctors attached them to
surgical sponges and then waved a wand over a patient after surgery. One hundred percent of the
time, it alerted the doctor if a sponge was left.

"What we're interested in now is how to make it more foolproof so that it's not dependent on the
personnel in the operating room to do the scan correctly every time on every patient," Macario
said.

And once doctors do that, they hope they can keep what happened to Leclair from ever happening
to you.

Leclair is still recovering and going through more surgeries, and he's in the middle of a lawsuit.

Macario hopes build the technology into operating rooms in the future. Other surgical instruments
-- like scissors -- are sometimes left behind, but in most cases it's sponges.

For more information, go to www.ivanhoe.com or send a self-addressed, stamped envelope to:
Ivanhoe Broadcast News, 2745 W. Fairbanks Ave., Winter Park, Fla., 32789. Also, contact medical
supervising producer Julie Marks at jmarks@ivanhoe.com or call =~ 407-691-1516 or

ES . 407-740-0789  ext. 579.

All content © Copyright 2000 - 2007 WorldNow and WTVF. All Rights Reserved.
For more information on this site, please read our Privacy Policy and Terms of Service.

http://www.newschannel5.com/global/sesp?s=6156895&ClientTyy

5/8/2007 11:40 AN



Medical Breakthrough -- Surgery Gone Wrong! file:///D:/GAUTAM/Clear Count/Press%202007/story.asp.htm

lofl

<<Back

Medical Breakthrough -- Surgery Gone Wrong!

There are 40-million surgeries in the United States each year.

But what's supposed to make you better can sometimes kill you.

This year, about 15-hundred people will leave the operating room with a surgical instrument left in their body.
Sometimes it does no harm, but in some cases the consequences are deadly.

Surgery Gone Wrong!

Last year, Lenny LeClair went to the hospital for "routine" surgery. But he left the operating room much worse than
he came in.

"I never stopped throwing up," he says.
Lenny lost 100 pounds!
"I thought | was dying. | felt like | was dying," says Lenny.

When doctors realized what was wrong Lenny was almost dead. It turned out they left behind a gauze sponge that
had pierced his colon.

"It was like a septic tank in there," says Lenny.

Sponges and instruments can get left behind during surgery because they're often covered in blood and hard to
spot. And hospital staff sometimes miscounts -- easy to do in emergency situations where seconds count.

"Basically, the counting procedures for instruments and sponges is the same as it was 40 years ago. And we're
trying to use 21st century technology to help people keep track of supplies in the operating room," says Dr. Alex
Macario, an Anesthesiologist at Stanford School of Medicine in Palo Alto, California.

That technology is this -- radio frequency i-d tags. In a new study, doctors attached them to surgical sponges and
then waved a wand over a patient after surgery. 100-percent of the time, it alerted the doctor if a sponge was left.

"What we're interested in now is how to make it more foolproof so that it's not dependent on the personnel in the
operating room to do the scan correctly every time on every patient," says Dr. Macario.

And once doctors do that, they hope they can keep what happened to Lenny from ever happening to you.
Lenny is still recovering and going through more surgeries, and he's in the middle of a lawsuit.

Dr. Macario hopes build the technology into operating rooms in the future.

Other surgical instruments -- like scissors -- are sometimes left behind, but in most cases it's sponges.

Log on to www.ivanhoe.com for more information.

Watch the latest Medical Breakthrough every Monday, Wednesday and Friday on NewsChannel 8 at 5 and every
Monday and Wednesday on NewsChannel 8 at 10.

All content © Copyright 2001 - 2007 WorldNow and WQAD. All Rights Reserved.
For more information on this site, please read our Privacy Policy and Terms of Service.
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Keeping Count

By Scott M ace
October 23, 2006

a€eeRadio tagsa€ help eliminate retained foreign iesd

On Valentined€™s Day 2006, the U.S. Patent and Trademark Office granted Patent No.
6,998,541 to Sharon Morris, RN, BSN, and her husband, Dean, nearly three years after they
filed their application. Their invention may revolutionize patient safety in the operating room.

It all started 10 or 15 years before. &€cel was working in a large blood-loss case,a€ Morris says.
a€celt appeared like the lap sponges were just piling up on me. | was given a lot of blood
products, trying to keep track of everything. | just thought to myself, & The way we do this is so
antiquated. Therea€™s got to be a better way.a€™a€

She went home and talked to Dean, a portfolio manager. &€ceHe&€™s like, &€ What? You dig
in buckets and you wear gloves? And you have to separate [the sponges]?&€™ And | said,

a€ Yeah, [&€™ve been doing it my whole career.&€™a€ They realized technology could play a
role in the detection and counting of surgical items.

= clearcount
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a€eWanda€ device (left) and special sponges emthaditheRFID tags. Courtesy of ClearCount.

Sponges detected by &€"magic wanda€™

Fast-forward to fall 2005. The Morris&€™ idea is given a test run at the Stanford University
School of Medicine in Stanford, Calif., where anesthesiologist Alex Macario, MD, and two
surgeons used a specially-prepared set of sponges in the operating room on eight patients.
One surgeon planted some of the sponges inside the abdomen of the patient, while the other
surgeon looked away. Then the second surgeon, before closing each incision, waved a

file://ID:/GAUTAM)/ClearCount/press%202006/print.html
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a€cewanda€ a€” actually, a device the size of a small notebook &€” over the patient. Each time
one of the special sponges was present, it was detected by the device and was removed.

Media excitement over this new way to remove retained foreign bodies built this past summer
when Macario published the findings of his study, which was funded in part by the National
Institutes of Health. The Morrisa€™ invention is in the initial stages of the FDA approval
process, and the American College of Surgeons was hoping to launch
www.nothingleftbehind.org, a web site with resources for solving the retained foreign bodies
problem in operating rooms, in October.

How does the new technology work? Each special sponge has a tiny, unique radio-frequency
identification (RFID) chip embedded inside. RFID devices, passive pieces of silicon that emit a
digital signature when scanned, are appearing in everything from library books to toll-collection
systems to blood bags to passports. The Morrises, via a startup called ClearCount Medical
Solutions, aim to provide their sponges to every hospital operating room.

Age old problem

The problem of retained foreign bodies is as old as surgery itself. But new patient-safety
reporting systems in states like Minnesota, Pennsylvania, and New York are bringing such
cases to light. And despite Sharon Morrisa€™ epiphany following a major surgery, the problem
occurs more often during minor surgeries that involve far fewer sponges.

Verna Gibbs, MD, professor of clinical surgery at the University of California, San Francisco
(UCSF) and attending surgeon at the San Francisco VA Medical Center, is leading the
www.nothingleftbehind.org project. She estimates 10,000 retained foreign body cases occur
per year in the U.S. While individual hospitals may not have any incidents occur in the span of a
year, the annual average is more than one per U.S. hospital, she says.

These incidents dona€™t cause death, Gibbs says. &€ceBut it does cause morbidity if you have
a retained sponge,a€ she adds. &€ceYou have to go back to the operating room to get it out.4€

Of course, the push to eliminate retained foreign bodies must ultimately extend beyond
technology for sponges. Some items, such as needles, are still too small to incorporate
anything like an RFID chip. But the ability to track sponges will cover a vast majority of cases.

While creating a new sponge counting and detection technology is one thing, persuading
surgeons and nurses to adopt it is another. So far, the ClearCount system has been tested in
limited hospital settings. The hospitals testing the system declined to comment for fear of
creating a perception that they have a problem with retained foreign bodies. But larger trials,
including one at UCSF starting in October, are on the way. And once the FDA grants approval,
serious clinical trials, and the work of convincing hospitals to try the system, begin in earnest.

Working out the details

The invention itself is being miniaturized still further: The RFID chip embedded in the sponge
has shrunk from nickel-sized in the Stanford test to a dime-sized one today, and surgeons and
nurses are discovering best practices for its use. How will the &€cewanda€ be kept sterile, or
should it be disposable? If the &€cewanda€ is hooked up to a display, what information should
the display present in the OR? Testing continues, according to Gautam Gandhi, co-founder and
chief marketing officer of ClearCount. Still, he hopes for initial FDA approval by the end of this
year.

Although advocates such as Gibbs prefer not to dwell on this aspect, the eventual cost savings
to health care could be substantial. Routine X-rays taken post-surgery to detect retained foreign
bodies could be eliminated. So, too, could nursesa€™ lengthy, duplicative, manual-counting
procedures.
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Can it be fool-proof?

Morris also believes something the rest of the world will have to be convinced of: that the
ClearCount RFID system can be made foolproof. &€ceThata€™s what 1a€™ve always said
from day one,a€ she says. a€celf it could never be, then | wouldn&€™t trust it and | couldna€™t
use it. So it has to be.&€

a€celf you have five sponges altogether packed behind the liver, can they be detected?a€
Gibbs asks. &€ceThat work remains to be seen. Every hospital may not need a highfalutind€™
RFID sponge counter.a€

Lori Couzens, RN, BSN, CNOR, Gibbsa€™ colleague at UCSF, is a€cevery impresseda€ with
the RFID technology. &€celt takes some of the guesswork out of where the sponge is
located.&€ But she cautions, &€ceWith any technology, thered€™s always some potential for
operator error, so | dona&€™t know that you can make anything particularly foolproof. What it
does is work in conjunction with human policy and procedure and practice, and helps to reduce
the potential for error, significantly.&€

Scott Mace is a freelance writer for NurseWeekcdmment on this story, send e-mail to
editorca@nurseweek.com
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Figure. No caption available.

Surgical gauze sponges containing penny-sized radiofrequency ID (RFID) chips are less likely to be
mistakenly left inside patients, according to a small study involving eight patients undergoing elective
pelvic or abdominal surgery. During each surgery, a surgeon placed one sterile surgical RFID sponge in a
surgical wound and pulled the wound edges together so the sponge wasn't visible. A second surgeon,
who'd looked away during sponge placement, then used a handheld wand to find the RFID sponge. The
wand detected all sponges correctly in less than 3 seconds on average. The researchers hailed the
results as an engineering success, but cautioned that “the possibility of human error and retained
sponges remains because handheld scanning can be performed incorrectly.”

An estimated 1,500 objects are left in patients during operations in the United States each year.
Two-thirds of these materials are sponges.

Two of this study's authors work for ClearCount Medical Solutions, which is developing the SmartSponge
System. For more information, visit http://www.clearcount.com .

Source: Initial clinical evaluation of a handheld device for detecting retained surgical gauze sponges
using radiofrequency identification technology, Archives of Surgery , A Macario, et al., July 2006.

Copyright ©1996-2004 Lippincott Williams & Wilkins, Inc., A Wolters Kluwer Company. All rights reserved.
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Tagged Surgical Sponges Help Prevent Deadly Problem

18 Jul 2006 Click to Print |

A new type of tagged surgical sponge has beenedeshich should help prevent the deadly
problem of surgeons accidentally leaving them mgidtients after completing an operation.
At the end of an operation, doctors or nurses caveva wand over the patient, this wand
detects any sponges that are left inside. The eemes radio-frequency identification.

A small study, carried out by Dr. A Macario andrteat Stanford University, California,
USA, found the device is effective for 100% of timee.

In the USA, in about 1 in every 10,000 operatidra involve an open cavity, something is
left behind in the patient - a total of 1,500 opienss each year. This kind of mistake
happens more often during emergency operations therigh doctors and nurses carefully
check before closing up the patient, the problelhpstsists, with over 60% of things left
inside patients being sponges. Sponges left inkE@atient can go unnoticed for along
time, years and even decades - they can leadibmusend sometimes fatal infections.

Radio-frequency identification devices (RFID) acemmonly used in retail outlets. They are
also used for tagging pets. Recently, some phawumtiaaécompanies have been looking at
this technology to help combat drug counterfeitidging this technology for surgical
sponges was thought up by a nurse who patentaddaae

You can read about the study in #heshives of Surgery.

The study looked at how the new device worked igitepatients at Stanford University
Medical Center. Some tagged and non-tagged spavgres'hidden' inside the patient
during an operation by one surgeon, who asked anstirgeon to find them. A
battery-operated wand, a type of detector, was tesédd the tagged sponges. The tagged
sponges were very easy to find, say the researchikile the others were not.

The device detected all sponges correctly, intless 3 second on average. There were no
false-positive or false-negative results.

The study was funded by the National Institutebleélth and ClearCount Medical Solutions
Inc. the makers of the device.

We do not know what effect a tagged sponge leitiena human may have. We know that
tagging pets does not seem to harm them.

Initial Clinical Evaluation of a Handheld Device for Detecting Retained Surgical Gauze
Sponges Using Radiofrequency | dentification Technology
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Alex Macario, MD, MBA; Dean Morris, MBA; Sharon Mos, RN, BSN, CNOR
Arch Surg. 2006;141:659-662.
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