Study collaborators Dr. Gregory J. Jurkovich (L) and Dr. Douglas F.

Zatzick advocate routine screening of trauma patients.

Data Find PTSD Common
Among Injured Patients

BY BRUCE JANCIN
Elsevier Global Medical News

NEW YORK — Posttraumatic
stress disorder and depression are
extremely common a full year
following hospitalization for in-
jury and are associated with up to
a nearly sixfold increased likeli-
hood of failure to return to work,
according to the largest-ever U.S.
study evaluating the multiple im-
pacts of trauma.

With an estimated 2.5 million
hospital admissions for injury per
year in the United States, the Na-
tional Study of Costs and Out-
comes of Trauma (NSCOT) data
suggest 500,000 of these patients
will have debilitating posttrau-
matic stress disorder (PTSD) 1
year later, Dr. Douglas F. Zatzick
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said at the annual meeting of the
American Surgical Association.

The economic, social, and
health costs of this problem are
such that screening for early signs
of PTSD and depression should
become routine during the acute
hospitalization of all trauma pa-
tients, regardless of injury sever-
ity, according to Dr. Zatzick, a
psychiatrist at the University of
Washington, Seattle.

He reported on 2,707 NSCOT
participants hospitalized for in-
juries requiring surgery at 69 U.S.
hospitals, including 18 level 1 trau-
ma centers. The patients, who
were followed for 1 year, repre-
sented the broad spectrum of
trauma with the exception of burn

See PTSD « page 2
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Top 10 Most Expensive Health Conditions

(irr-billions of dollars)

Heart conditions
Trauma disorders
Cancer

Mental disorders, including depression

Asthma and COPD
High blood pressure
Type 2 diabetes
Joint diseases*
Back problems
Normal childbirth

*Includes osteoarthritis.

$32
$32

$56

Note: Based on 2005 data for visits to doctors’ offices, clinics, and
emergency departments, and for hospital stays, home health care, and

prescription drugs.

Source: Agency for Healthcare Research and Quality
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Hyperglycemia
Hikes Postop
Infection Rates

Monitor blood glucose after surgery.

BY BRUCE JANCIN
Elsevier Global Medical News

NEwW YORK — Postoperative
hyperglycemia boosts the 30-
day risk of infectious complica-
tions—regardless of preopera-
tive glucose level or whether a
patient has diabetes—according
to a study of 995 patients un-
dergoing general or vascular
surgery in non-ICU settings.

Postoperative blood glucose
monitoring should be a routine
part of patient management,
and maintaining euglycemia
postoperatively is a simple in-
tervention that could signifi-
cantly reduce postoperative in-
fection rates, Dr. Selwyn O.
Rogers Jr., said at the annual
meeting of the American Sur-
gical Association.

More than 2 million postop-
erative infections occur annual-
ly in US. patients. Tight post-
operative glucose control has
previously been shown to re-
duce the risk of wound infec-
tion in diabetic patients and to

lower morbidity and mortality
in cardiac surgery patients, as
well as in critically ill patients in
surgical ICUs. But the impact of
perioperative hyperglycemia on
postoperative infection risk
hadn’t previously been studied
in noncardiac surgery patients
in non-ICU settings—the sort of
patients general surgeons see
every day, said Dr. Rogers, an
ACS Fellow with Brigham and
Women’s Hospital, Boston.

Dr. Rogers reported on 995
consecutive patients who un-
derwent major general or vas-
cular surgery at Brigham and
were enrolled in the observa-
tional American College of Sur-
geons National Surgical Quali-
ty Improvement Program. The
program’s stated goal is to re-
duce preventable surgical mor-
bidity and mortality by 25% by
2010.

Postoperative infections—in-
cluding wound infections,
pneumonia, sepsis, urinary tract

See Infections « page 3
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Work

Hours
The ACS has urged the IOM
to study the impact of further
reductions in duty hours. « 4

News From the College

New Digs
The ACS has broken ground for
an advocacy and health policy
office in Washington, D.C. © 8

General Surgery

Banking Blood
A new hemodilution technique
greatly reduces the need for
blood products in hepatic
resection. © 10

Endocrine System

Improved Imaging
4-D CT scanning helps localize
the parathyroid gland before
reoperation. © 11

ACS Presses for a Short-Term Fee Fix

BY MARY ELLEN
SCHNEIDER
Elsevier Global Medical News

ith less than a month to go

before a 10.6% Medicare
payment cut takes effect, the
American College of Surgeons
and others in the physician com-
munity are pushing Congress
to take action.

At a recent hearing of the
House Committee on Small
Business, Dr. Charles D. Mabry,
chairman of the ACS Health
Policy Steering Committee, told
members of Congress that
short-term legislation is needed
to stop the scheduled cut from
taking effect on July 1 and to re-
place the 5.4% cut set for Jan.
2009 with a reasonable increase
in Medicare physician payments.

By acting to stop payment
cuts for the next 18 months, sur-

geons will be able to budget
their expenses and Congress will
have time to look at more per-
manent solutions, said Dr.
Mabry, an ACS Fellow.

A short-term fix appears to
have support in Congress. The
Senate has outlined a plan to de-
lay the cuts for 18 months, and
Rep. Nydia M. Velazquez (D.-
N.Y.), chairwoman of the House
Committee on Small Business,
said it was one of the top prior-

ities of Congress to address the
scheduled payment cuts. But the
clock is ticking. Congress should
act by mid-June to ensure that
there is not a disruption in pay-
ments, according to the Centers
for Medicare Medicaid Services.

Rep. Velazquez said she is also
interested in looking for a per-
manent fix to how Medicare
payments are calculated that

See Fee Fix ¢ page 3

SURGERY NEWS
60 Columbia Rd., Bldg. B
Morristown, NJ 07960

CHANGE SERVICE REQUESTED

Presorted Standard
U.S. Postage
PAID
Permit No. 384
Lebanon Jct. KY




» NEWS

Routine Screening Recommended

injuries, an exclusion criterion.

One year post injury, 20.7% of
subjects met diagnostic criteria
for PTSD using the validated 17-
item PTSD checklist. Another
6.6% met criteria for depression
using the Center for Epidemio-
logic Studies Depression Scale,
and 4.9% had both psychiatric
disorders. After 1 year, 45% of pa-
tients employed preinjury had
not returned to work. The rate
varied significantly depending
upon whether a patient had nei-
ther psychiatric disorder, one, or
both (see box).

In a multivariate analysis ad-
justing for injury severity, pre-

PTSD - from page 1

morbid psychiatric disorders, and
preinjury health status and func-
tioning, having either PTSD or
depression was an independent
risk factor associated with a 3.2-
fold greater likelihood of failure
to return to work than for those
with neither disorder. Patients
with both depression and PTSD
were at a 5.6-fold increased risk.

A similar stepwise relationship
was observed between the num-
ber of psychiatric diagnoses pre-
sent and other measures of func-
tional impairment collected in
the study, including return to
usual activities as well as physical
and mental health status as as-
sessed using the Short

AMERICAM COALEGE

online-only articles

See current and archived issues of

OF SURGEDING
SURGERY NEWS

online at www.facs.org.

And don't miss the exclusive

available on the Web site.
More news is just a click away!

Form 36, Dr. Zatzick
continued.

The prevalence of
PTSD and depression
was similar in patients
treated at level 1 trauma
centers and those treat-
ed at community hospi-
tals. So were adjusted
return-to-work rates.

“As a trauma com-
munity, we are largely
ignoring this problem
currently,” said Dr.
David B. Hoyt, an ACS
Fellow who is profes-
sor of surgery and chief
of the division of trau-
ma, burns, and critical
care at the University
of California, San
Diego.

“It’s hard to get psy-
chiatric consults for in-

patient trauma patients,” he said,
pondering the daunting prospect
of screening 2.5 million patients
per year. “Will the psychiatric
community step up to help? Who
will be available to help manage
this complicated problem?”

Col. John B. Holcomb, MC,
USA, commented that the preva-
lence of PTSD and depression
documented in NSCOT is “exact-
ly the same” as what he and oth-
ers have found in both military
and civilian trauma populations.

“Just screen everybody. I don’t
think PTSD is related to your
family or work status. And we
find it’s not related to severity of
injury; what we would consider
a minor injury the patient may
consider a major injury,” said Dr.
Holcomb, an ACS Fellow and
commander of the US. Army In-
stitute of Surgical Research,
Brooke Army Medical Center,
San Antonio.

NSCOT copresenter Dr. Gre-
gory J. Jurkovich said the nation’s
major trauma centers must bear
most of the responsibility for
screening for psychiatric morbid-
ity in injured patients.

“They have really become the
linchpin of managing trauma pa-
tients, much more so than com-
munity hospitals, and that will
become even more true as re-
gionalization of trauma care con-
tinues. But with that status as the
centerpiece of care comes the re-
sponsibility for broad-based care
involving collaborative effort be-
tween psychiatrists, psychologists,
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Rate of Not Returning to Work
1 Year After Traumatic Injury

Neither PTSD
nor depression

Either PTSD
or depression

Both PTSD
and depression

Note: Based on data for 2,707 patients hospitalized for injuries
requiring surgery. PTSD is posttraumatic stress disorder.

Source: Dr. Zatzick

rehabilitation specialists, and oth-
ers,” said Dr. Jurkovich, an ACS
Fellow who is professor of
surgery at the University of
Washington and chief of trauma
services at Harborview Medical
Center, both in Seattle.

What should one look for when
screening for PTSD? The disorder
can't be formally diagnosed until
at least 1 month after the trau-
matic event. But the strongest
predictor of subsequent PTSD is
development of an acute stress
disorder during the hospitaliza-
tion. This acute stress response is
marked by the same three classes
of symptoms that define PTSD:
intrusive symptoms such as flash-
backs and nightmares, avoidance
behavior, and hyperarousal as ev-
idenced by insomnia, inability to
concentrate, and an exaggerated
startle response.

Other indicators of increased

likelihood of PTSD occurring in
trauma patients include a history
of more than four prior hospital-
izations for trauma, female gen-
der, and a positive urine toxicolo-
gy screen, Dr. Jurkovich said.
Prevention and treatment of
PTSD are “somewhat problem-
atic” and warrant far more re-
search, he noted. One theory
holds that the disorder results
from imprinting of the trauma in
patients with elevated cate-
cholamines at the time of injury.
Consistent with this theory is the
finding that trauma patients who
are more tachycardic are at in-
creased risk for later PTSD. But
prophylactic B-blocker therapy
has proved ineffective. Moreover,
the use of SSRIs in patients with
PTSD has been disappointing.
The best treatment at present is
cognitive-behavioral therapy, he
concluded. (]

SURGERY NEWS

Editor in Chief, Sureery NEws Lazar J. Greenfield, M.D., FACS

ACS Director of Communications Linn Meyer

EpiTorIAL ApviSORY BoARD

Anesthesiology: Robert Morell, M.D., Clinical Associate Professor of Anesthesia, Fort Walton Beach Medical Center
Bariatric: Myriam J. Curet, M.D., FACS, Professor of Surgery, Stanford University

Cardiothoracic: Mark S. Allen, M.D., FACS, Professor of Surgery, Mayo Clinic

Cardiothoracic: Fred A. Crawford, Jr., M.D., FACS, Chief, Division of Cardiothoracic Surgery, Medical University of
South Carolina

Colorectal: Robert Madoff, M.D., FACS, Professor of Surgery, University of Minnesota

Endocrine Surgery: Robert Udelsman M.D., FACS, Chairman, Department of Surgery, Yale University

Ethics: James W. Jones, M.D., Ph.D., FACS, Visiting Professor of Medicine and Medical Ethics, Baylor University
Information Technology: Patricia L. Turner, M.D., FACS, Assistant Professor of Surgery, University of Maryland
Minimally Invasive and Gastrointestinal: Gerald M. Fried, M.D., FACS, Professor of Surgery, McGill University
Neurological: Hunt Batjer, M.D., FACS, Michael J. Marchese Professor, Northwestern University

Obstetrics and Gynecology: William J. Hoskins, M.D., FACS, Executive Director of Surgical Activities,
Memorial Sloan-Kettering Cancer Center

Ophthalmology: Natalie C. Kerr, M.D., FACS, Chief, Pediatric Ophthalmology Service, University of Tennessee
Orthopedic: Mark R. Belsky, M.D., FACS, Chief of Orthopedic Surgery, Newton-Wellesley Hospital

Otolaryngology: Mark Weissler, M.D., FACS, J.P. Riddle Distinguished Professor, University of North Carolina
Pediatric Surgery: Thomas F. Tracy, Jr., M.D., FACS, Pediatric Surgeon-in-Chief, Hasbro Children's Hospital

Plastic Surgery: Linda Phillips, M.D., FACS, Truman G. Blocker Jr., M.D. Distinguished Professor, University of Texas
Resident/Associate Society: Ted A. James, M.D., Assistant Professor of Surgery, University of Vermont

Surgical Oncology: James P. Neifeld, M.D., FACS, Chairman, Department of Surgery, Virginia Commonwealth University
Transplantation: Jeffrey Punch, M.D., FACS, Associate Professor of Surgery, University of Michigan

Trauma (Burns and Mass Casualties): Steven E. Wolf, M.D., FACS, Professor of Surgery, University of Texas
Trauma and Critical Care: Grace S. Rozycki, M.D., FACS, Professor of Surgery, Emory University

Urology: Badrinath R. Konety, M.D., FACS, Vice Chair, Dept. of Urology, University of California at San Francisco
Vascular: Linda Harris, M.D., FACS, Associate Professor of Surgery, Millard Fillmore Hospital

SURGERY NEWS

SurcerY News is the official newspaper of the American
College of Surgeons and provides the practicing surgeon
with timely and relevant news and commentary about
clinical developments and about the impact of health
care policy on the profession and on surgical practice
today. Content for Sureery NEws is provided by
International Medical News Group and Elsevier Global
Medical News. Content for the NEWS FROM THE
COLLEGE is provided by the American College of
Surgeons.

The ideas and opinions expressed in Sureery NEws do not
necessarily reflect those of the College or the Publisher.
The American College of Surgeons and Elsevier Society
News Group, a division of Elsevier Inc., will not assume
responsibility for damages, loss, or claims of any kind
arising from or related to the information contained in
this publication, including any claims related to the
products, drugs, or services mentioned herein.

POSTMASTER: Send changes of address (with old
mailing label) to Circulation, Suraery News, 60 B
Columbia Rd., 2nd flr., Morristown, NJ 07960.
The American College of Surgeons’ headquarters is
located at 633 N. Saint Clair St., Chicago, IL
60611-3211.

SureerY News (ISSN 1553-6785) is published monthly
for the American College of Surgeons by Elsevier Inc.,
60 B Columbia Rd., 2nd flr., Morristown, NJ 07960;
973-290-8200; fax 973-290-8250.

EDITORIAL OFFICES 5635 Fishers Lane, Suite 6000,
Rockville, MD 20852, 240-221-4500, fax
240-221-2541.

Letters to the Editor: surgerynews@facs.org

©Copyright 2008, by the American College of Surgeons

ELSEVIER SocleTy NEws GRoup,
A DivisiON oOF INTERNATIONAL
MepicaL NEws GRrour

o -

President, IMNG Alan J. Imhoff
Director, ESNG Mark Branca
Executive Director, Editorial Mary Jo M. Dales
Executive Editor, IMNG Denise Fulton

Executive Editor, EGMN Kathy Scarbeck

Publication Editor Elizabeth Wood

Publication Associate Editor Jay C. Cherniak

VP, Medical Education Sylvia H. Reitman

Senior Director, Marketing and Research Janice Theobald
Circulation Analyst Barbara Cavallaro

Executive Director, Operations Jim Chicca

Director, Production and Manufacturing Yvonne Evans
Production Manager Judi Sheffer

Creative Director Louise A. Koenig

National Account Manager Stephen H. Close,
973-290-8223, fax 973-290-8250,
s.close@elsevier.com

Classified Sales Manager Danny Wang, 212-633-
3158, fax 212-633-3820, d.wang@elsevier.com

Address Changes: Fax change of address (with old
mailing label) to 973-290-8245 or e-mail change to
subs@elsevier.com

ADVERTISING OFFICES 60 B Columbia Rd., 2nd flr.,
Morristown, NJ 07960, 973-290-8200, fax 973-
290-8250

CLasSIFIED ADVERTISING OFFICES 360 Park Ave. South,
9th Floor, New York, NY 10010, 800-379-8785

&BPA

ELseVIER GLoBAL MeDICAL NEwWS



JUNE 2008 ¢ SURGERY NEWS

NEWS 3

Aprotinin Found Unsafe for High-Risk Cardiac Surgery

BY MARY ANN MOON
Elsevier Global Medical News

interim analysis showed “a strong trend” toward
death in high-risk cardiac surgical patients who re-
ceived aprotinin, compared with two lysine analogues.

On the basis of the trial’s results, Bayer HealthCare
Pharmaceuticals recalled its remaining U.S. supplies of the
drug (see sidebar).

“Despite the possibility of a modest reduction in the
risk of massive bleeding, the strong and consistent neg-
ative mortality trend associated with aprotinin as com-
pared with lysine analogues precludes its use in patients
undergoing high-risk cardiac surgery,” said Dr. Dean A.
Fergusson of the Ottawa Health Research Institute and
his associates (N. Engl. ]. Med. 2008;358:2319-31).

The Blood Conservation Using Antifibrinolytics in a
Randomized Trial (BART') research group compared the
serine protease inhibitor aprotinin with two lysine ana-
logues, tranexamic acid and aminocaproic acid, to de-
termine which agent better reduced the risk of massive
postoperative bleeding among high-risk cardiac surgery
patients. The BART study enrolled 2,468 patients under-
going high-risk elective or urgent surgery requiring car-
diopulmonary bypass at 19 Canadian medical centers in
2002-2007. These subjects were randomly assigned in
roughly equal numbers to receive one of the three he-
mostatic drugs. Of the 2,331 patients in the intention-to-

Alarge randomized trial was terminated early when an

amic acid, and 780 received aminocaproic acid.

The trial was terminated early after an interim analy-
sis of data on more than 2,000 participants showed “a
strong trend toward higher mortality in the aprotinin
group than in the other two groups.”

Aprotinin did curb massive bleeding. Nine percent of
the aprotinin group had this complication, compared with
12% in each of the other two groups. However, 30-day
mortality from any cause in 2,328 patients analyzed was
6% with aprotinin, compared with 3.9% with each of the
two lysine analogues. “When we compared the combined
mortality rates in the lysine-analogue groups with the rate
in the aprotinin group, we noted a significant absolute in-
crease of 2.1%, or a relative increase of 54%, in the num-
ber of deaths in the aprotinin group,” the researchers said.

Further data analysis showed that the drug doubled the
risk of death from cardiac causes specifically, including car-
diogenic shock, right ventricular failure, heart failure, or ML

In an accompanying editorial, Dr. Wayne A. Ray and Dr.
C. Michael Stein of Vanderbilt University, Nashville, Tenn.,
wrote BART provided “modest” evidence that aprotinin
was more effective at maintaining hemostasis, although the
difference between it and the lysine analogues was only of
borderline statistical significance. Aprotinin patients had
slightly less need for blood products postoperatively than
the other two groups (N. Engl. ]. Med. 2008;358:2398-400).

None of the drug manufacturers contributed medica-
tions or financial support to the study. Three study authors
reported receiving consulting or lecture fees from Bayer.

BART Study Prompts
Aprotinin Recall

ayer HealthCare Pharmaceuticals notified the

Food and Drug Administration in May that it
would recall all remaining supplies of aprotinin
(Trasylol) in the United States, according to an
FDA statement. Results from a randomized study
of more than 2,000 patients found that the risk of
death associated with the antifibrolytic drug out-
weighed the benefits of controlling bleeding in
high-risk cardiac surgery patients (see story).

Trasylol, which was approved to help control
bleeding and reduce the need for blood transfu-
sions during cardiac surgery, will remain available
to investigators on a limited basis for use in patients
who meet strict criteria, the FDA said in a state-
ment. Investigators who want access to the drug
must submit a protocol for FDA review.

Bayer agreed to an FDA request to suspend mar-
keting of the drug in November 2007 based on pre-
liminary findings from the Blood Conservation Us-
ing Antifibrinolytics in a Randomized Trial (BART)
study.

To see the FDA statement, visit www.fda.gov/
bbs/topics/NEWS/2008/ NEW01834.html.

—Heidi Splete

treat analysis, 781 received aprotinin, 770 received tranex-

Glucose Control

Infections ¢ from page 1

infections, and septic shock—occurred with-
in 30 days in 117 of the 995 study partici-
pants, or 11.7%. The incidence was 15.3%
among the 13% of subjects who had dia-
betes and 8.8% in nondiabetic patients. Pa-
tients who developed postoperative infec-
tions had a mean postoperative blood
glucose level of 142 mg/dL and were sig-
nificantly older as well as more likely to
have received more than two
units of RBCs intraoperatively.

A multivariate regression
analysis showed only three sig-
nificant predictors of postoper-
ative infections: emergent
surgery and a higher American
Society of Anesthesiologists
classification—which are factors
beyond control—and postoper-
ative hyperglycemia, which is
readily manageable. A postop-
erative blood glucose level 40
mg/dL higher than normal was
independently associated with a
30% increased risk of postop in-
fection. And a postop blood glu-
cose greater than 180 mg/dL
was associated with an adjusted two-fold in-
crease in infection risk.

Preoperative blood glucose level, race,
age, and diabetes status were not related to
the risk of postoperative infection, he said.

There was a strong relationship between
postoperative hyperglycemia and the risk of
surgical site infections, which account for
about one-quarter of all postoperative in-
fections occurring annually in U.S. patients.
Prevention and prompt treatment of postop
hyperglycemia could therefore have a major
favorable impact on the quality of surgical
services, he noted.

Prompt treatment
of postop
hyperglycemia
could favorably
impact quality of
surgical care.
DR. ROGERS

Dr. Hiram C. Polk Jr. observed that the
fascination with tight blood glucose control
in surgical patients is only 7 or 8 years old.
The pendulum has recently begun to swing
away from tight control, but this careful
study will push it back, he predicted.

Dr. Polk said in his own ongoing prospec-
tive study of surgical practices at small
community hospitals, he has been struck by
the contrast between the careful attention
given to avoiding hypothermia versus the
spotty performance in perioperative blood
glucose monitoring.

“Hypothermia is being avoid-
ed in 98% of cases. On the oth-
er hand, nearly one-third of all
diabetics are not monitored for
intraoperative glucose during
long surgical procedures. And
29% of people with very high
glucose in the holding area don't
get their blood glucose moni-
tored at all,” said Dr. Polk, an
ACS Fellow and senior professor
of surgery at the University of
Louisville (Ky.).

Strict perioperative blood glu-
cose control is routine only in
cardiac surgery, because of the
abundant evidence that it influ-
ences outcomes, Dr. E. Patchen
Dellinger pointed out, adding that it’s irra-
tional not to apply the same practice in oth-
er fields of surgery.

“Clearly the biology is the same,” argued
Dr. Dellinger, an ACS Fellow who is profes-
sor and vice chairman of surgery and chief
of the general surgery division at Universi-
ty of Washington Medical Center, Seattle.

“There are still nonbelievers who are un-
convinced of this important relationship,”
commented Dr. Dana K. Andersen, an ACS
Fellow who is professor and vice chair of
surgery at Johns Hopkins University, Balti-
more. L]

Dr. Ray has received grant support from Pfizer Inc. =

SGR Alternative

Fee Fix « from page 1

would reflect increasing practice costs.

Currently, Medicare physician pay-
ments are calculated using the Sustain-
able Growth Rate (SGR), which sets a
spending target based on the gross do-
mestic product. Whenever the spend-
ing target is exceeded, Medicare pay-
ments must be cut. Physician groups
have objected to the use of this formula
for years, saying that it fails
to track rising practice costs.
And surgeons in particular
are  opposed  because
surgery has a relatively low
rate of growth but is cut at
the same rate as are other
rapidly growing physician
services.

“There’s no question that
the SGR is broken and we’re
in dire straits,” said Dr.
Mabry, a general surgeon in
Pine Bluff, Ark.

The constant Medicare
payment cuts not only make
it hard for surgeons to keep
budgets on track, but also
force some to retire early, creating an
access problem for the entire commu-
nity, he said. Between 1997 and 2004,
seven counties in Arkansas lost all of
their general surgeons, which led to sig-
nificantly reduced services at five hos-
pitals and the closing of two in those ar-
eas, Dr. Mabry noted. This experience
is being mirrored in other rural areas,
he added.

As Congress considers long-term re-
form to Medicare payments, he offered
a proposal developed by the ACS in
conjunction with the American Osteo-

Payment cuts
make it hard for
surgeons to keep
budgets on track,
and force some to
retire early.

DR. MABRY

pathic Association in which Medicare
would replace the current SGR with a
system of six separate physician service
categories: primary and preventive care,
other evaluation and management ser-
vices, major procedures, anesthesia ser-
vices, imaging and diagnostic services,
and minor procedures and all other
physician services.

Spending targets would be based on
the current SGR factors, such as trends
in physician spending and beneficiary
enrollment, but would not include the
gross domestic product.
The GDP would be re-
placed with a statutorily set
percentage point growth al-
lowance for each service
category.

Establishing  separate
physician service categories
would allow policy makers
to adjust targets and pay-
ments to each service area,
rather than making across-
the-board cuts. “We feel
that this will allow Con-
gress and the administra-
tion to better control the
management of those indi-
vidual services,” he said.

But representatives from other physi-
cian groups voiced concerns about the
ACS alternative. The proposal would
create “mini SGRs” and would require
careful study to ensure that it didn't just
compound the current problem, Dr.
Cecil B. Wilson, immediate past chair
of the board of trustees of the Ameri-
can Medical Association, testified at
the hearing.

The ACS proposal has received some
support within Congress and was in-
cluded in legislation last summer that
failed to move forward. m
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McCain Health Plan
Relies on Tax Changes

hile the Democrats continue to debate the need for

individual mandates for health coverage, Sen. John
McCain proposes a plan to eliminate the tax exclusion that
allows employees to avoid paying income tax on the val-
ue of their health benefits.

Sen. McCain, the presumptive Republican presidential
nominee, would replace that tax break with a refundable
tax credit of $2,500 for individuals and $5,000 for families.

For those who remain in their employer-sponsored plan,
the tax credit would roughly offset the increased income
tax burden. For those seeking to buy their own health cov-
erage, the tax credit would be used to pay their premiums,
according to Sen. McCain’s plan.

“Insurance companies could no longer take your busi-
ness for granted, offering narrow plans with escalating
costs,” Sen. McCain said in a speech.

For those with preexisting conditions, Sen. McCain is
proposing a Guaranteed Access Plan. The GAP would re-
flect the best practices of the more than 30 states that have
a “high-risk” pool for individuals who cannot obtain health
insurance. He pledged to work with industry and the gov-
ernment to ensure adequate funding for the initiative the
inclusion o fdisease management programs, individual case
management, and health and wellness programs.

Eliminating the employee health benefits tax exclusion
would be an excuse for employers to avoid providing health
insurance, said Roger Hickey, codirector of the Campaign
for America’s Future, a progressive think tank. And a $5,000
tax credit wouldn't be enough for family coverage.

Dr. Jack Lewin, chief executive officer of the American
College of Cardiology, called on Sen. McCain to rethink
his tax proposal.

To see a side-by-side comparison, go to wWww.
acponline.org/advocacy/where_we_stand/election/.

—Mary Ellen Schneider

N Evolutionary Changes in Surgical Practice

ACS Urges IOM to Weigh Impact
Of Fewer Duty Hours in the Future

BY JANE ANDERSON
Elsevier Global Medical News

atient safety cannot be
P achieved by arbitrarily de-

creasing surgical resident
work hours, and the Institute of
Medicine needs to carefully
study the implications of the 80-
hour work week before recom-
mending any further changes,
an American College of Sur-
geons panel told the IOM com-
mittee studying reductions in
resident work hours.

The report from the ACS Task
Force on the Resident 80-Hour
Work Week urged the IOM to
recommend a fully funded, mul-
ti-institutional study to evaluate
the impact of further reductions
in duty hours and the optimal
number needed to achieve cur-
riculum objectives, maintain con-
tinuity of care, and address team
training efforts.

“We should not make any ad-
ditional changes until a com-
plete analysis has been made of
the changes we've already
made,” Dr. L.D. Britt said in an
interview. Dr. Britt, an ACS Fel-
low, is chairman of the depart-
ment of surgery at Eastern Vir-

ginia Medical School, Norfolk,
and chairman of the ACS task
force. “We cannot train a good
surgeon in less than an 80-hour
work week, and before we en-
tertain that, we should look at
some outcomes.”

The ACS report is intended to
help guide the IOM Committee
on Optimizing Graduate Med-
ical Trainee Hours and Work
Schedules, which was formed at
the request of Rep. John D. Din-
gell (D-Mich.) and colleagues on
the House Committee on Ener-
gy and Commerce as part of an
investigation into preventable
medical errors.

The IOM will publish a report
including strategies and actions
for implementing safe work
schedules in February 2009, Dr.
Britt said. The report may rec-
ommend additional work hour
reductions.

European countries have cut
back further than 80 hours, Dr.
Britt pointed out. In the United
Kingdom, for example, surgical
residents work 54-hour weeks,
while those in the Netherlands
put in less than 40 hours, he
said. The reduced hours have
led to problems with handoffs

]
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and medical mistakes, he said,
adding, “they’re not being ade-
quately trained.

“You can train a good surgeon in
80 hours, but it has to be more
streamlined. Why implement any-
thing else when you haven’t looked
at the impact of that? In all fairness,
no organization should institute a
work-hour reduction without ana-
lyzing and investigating what al-
ready has been done,” he said.

The ACS task force, which repre-
sents several surgical subspecialties,
reminded the IOM in the report that
there has been no evidence-based
study linking surgery resident duty
hours with improved patient safety.
Efforts to improve care should focus
on optimal use of information tech-
nology, electronic health records,
telemedicine, and simulation.

The report raised several ques-
tions for the IOM to consider, in-
cluding the optimal balance be-
tween resident duty hours and rest
and whether “any gains in patient
safety from less-fatigued residents
would be overshadowed by the con-
sequences of increased errors gen-
erally associated with handoffs.”

The IOM should consider how
training programs can provide ade-
quate clinical/operative activity to
ensure future availability of well-
qualified surgeons, and examine the
“unintended consequences of duty
hour limitations on undergraduate
medical education,” as well as fund-
ing for graduate medical education.

The task force recommended es-
tablishing team training initiatives
with an emphasis on patient safety
and advised integrating advanced in-
formation technology and simulation
into “all aspects of surgical residency
training and healthcare delivery in
order to enhance educational experi-
ences and ensure patient safety.”

Chief surgery residents should be
exempt from the duty hour limita-
tion “to allow a more realistic tran-
sition to a postgraduate career, and
to acquire the knowledge and skills
for practice,” the report said.

The report advised removing the
restrictive “cap” on graduate medical
education positions funded by the
Centers for Medicare & Medicaid
Services, saying it would be “coun-
terproductive to the current efforts
to expand the undergraduate med-
ical student pool in order to meet the
future workforce needs.” m
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Quality Improvement Incentives May
Backfire on ‘Safety Net’ Hospitals

BY MIRIAM E. TUCKER
Elsevier Global Medical News

PiTTSBURGH — The initiation of
public reporting and pay-for-perfor-
mance measures, designed as incen-
tives to improve the quality of care
at hospitals, may actually have the
opposite effect on those institutions
that serve lower-income populations.

That conclusion was based on an
analysis of performance data on
acute myocardial infarction, heart
failure, and pneumonia from 3,600
hospitals in the Web site www.hos-
pitalcompare.com, the performance
measure and public reporting system
instituted in 2004 by the Centers for
Medicare and Medicaid Services
(CMS). Between 2004 and 2006, the
hospitals with the highest proportion
of Medicaid patients—which had the
worst perfor-
mance on the
three mea-
sures to begin
with—also
saw the least
improve-
ments in qual-
ity. Hospitals
that achieved
the most im-

There is concern

about rich provements
hospitals had the small-
becoming richer  est proportion

of Medicaid
patients, Dr.
Rachel Wern-
er reported at
the annual meeting of the Society of
General Internal Medicine.

These “safety net” hospitals were
generally worse off financially at
baseline, and would have fewer re-
sources to invest in quality improve-
ment. They could receive lower
bonus payments and incur penalties
for not meeting standards.

“There is concern that reporting
and pay for performance could set
up a system where rich hospitals
become richer and poor hospitals
become poorer,” said Dr. Werner of
the Center for Health Equity Re-
search and Promotion at the
Philadelphia Veterans Affairs Med-
ical Center.

After controlling for baseline per-
formance and variables such as teach-
ing status, bed size, and hospital own-
ership, investigators found that the
percentage point improvements from
2004 through 2006 for the hospitals
with the highest quartile of Medicaid
population (mean, 40%) were 2.3 for
composite measures of acute MI, 6.6
for heart failure, and 8.0 for pneu-
monia, compared with 3.8, 8.0, and
9.3, respectively, for hospitals with the
lowest quartile of Medicaid popula-
tion (mean, 5%). The differences for

and poor hospitals
becoming poorer.
DR. WERNER

acute MI and heart failure were significant.
These differences mean that safety-net
hospitals are far less likely to rank among
the top two deciles for clinical quality
scores, designations that earn hospitals
bonus incentive payments in the CMS
pay-for-performance demonstration.

The findings suggest a need to minimize
the unintended consequences of pay for
performance and public reporting, said
Dr. Werner, who is also with the division
of general internal medicine at the Uni-
versity of Pennsylvania, Philadelphia.
Steps might include providing subsidies

specifically for quality improvement and
rewarding hospitals for absolute improve-
ments in care rather than for relative rank.

The study was funded by a Career De-
velopment Award from the Health Ser-
vices Research and Development Service
of the Department of Veterans Affairs. m
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¢ OPINION

Back when ships
were made of
wood and men
were made of steel,
I was an intern at a
hospital that didn’t
worry much about duty hours. On call re-
sponsibility was simple: you were on call
24/7, but you could sign out to another in-
tern for a few hours on weekends if your

5

BY LAZAR J.
GREENFIELD, M.D., FACS

EDITORIAL

Shifting Down

patients were stable. Some patients re-
quired minimal care, because hernias and
breast biopsies kept them in the hospital
for a few days. Others were very sick, how-
ever, and ICUs had not been invented.
Living in a hospital apartment, we nev-
er worried about a phone bill because our
number was a hospital extension. Interns
did all routine lab work, started IVs, and
scrubbed in on all elective and emergency

cases. To say we were sleep deprived is an
understatement. We fell asleep holding re-
tractors in the OR and during confer-
ences. Did this system need reform? You
bet. Succeeding programs demonstrated
that excellent clinical experience could be
obtained with scheduled time off, and that
residents learned more while awake.

The reform process became a public is-
sue in 1986 after 18-year-old Libby Zion
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died of a druginteraction in New York un-
der the care of poorly supervised and in-
experienced residents. Her father, a news-
paper columnist, believed fatigue was the
problem, and embarked on a crusade re-
sulting in state laws enacted in 1989 that
restricted resident duty to 80 hours per
week, on-call duty to every third night,
and individual shifts to 24 hours.

These restrictions became national after
Public Citizen, a Washington-based non-
profit public interest organization, peti-
tioned the Occupational Safety and Health
Administration on behalf of several med-
ical resident and student organizations in
2001 to take control of residency pro-
grams. Rep. John Dingell (D-Mich.) sup-
ported legislation advocating unioniza-
tion of all residents. The Accreditation
Council for Graduate Medical Education
responded quickly by endorsing the re-
strictions and applying them to all training
programs in 2003 to avoid federal control.

The restrictions facilitated recruitment
of medical students to surgical programs
and forced programs to eliminate much of
the noneducational busywork. But conti-
nuity of care under shift management and
overall clinical experience were challenged.
Fatigue-related errors declined, errors re-
lated to miscommunication, continuity of
care, and cross-coverage availability in-
creased (J. Surg. Res. 2006;135:275-81).
Studies of overall operative experience
generally showed little change—although
residents knew less about their patients
(Am. Surg. 2005;71:552-5).

Rep. Dingell has asked the Institute of
Medicine to form a committee to propose
new guidelines in 2009 further reducing
resident workload. The committee has
heard testimony about fatigue-related er-
rors, sleep deprivation, and the increase in
auto accidents. An American College of
Surgeons task force developed a report and
presented it to the IOM in March (see p.
4). Among other recommendations, the
report emphasized the need for a multi-in-
stitutional study to fully understand the
impact of further duty hour limitations
before changing current requirements.

On an emotional level, the plight of
residents is appealing. But the core issues
of patient safety and adequacy of clinical
experience are inadequately documented.

Regardless of the issue, when reformers
seek change, the pendulum is pushed as
far as it will go. Then the effects are mea-
sured, and the pendulum usually swings
back. In August 2009, the European Work-
ing Time Directive will reduce duty hours
from the current 56 to 48 per week. Pro-
gram directors there, concerned about
adequacy of clinical experience, are con-
sidering extending the length of training.

No one knows the optimal range of
duty hours, but we do know the conse-
quences of inadequate training and passer-
by patient care. So who do you want
standing over you when you're on an OR
table—a smiling, inexperienced surgeon or
a tired surgeon with experience? =

DR. GREENFIELD is editor in chief of
SURGERY NEWS.
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Get Real About Operative Experience

As an elderly, retired, rural surgeon, [ have
followed the issue of restricted work hours
for residents to reduce management errors
seemingly related to sleep deprivation
(“IOM Committee Looks Into Safety of
Work Schedules,” February 2008, p. 1).

The progressive flagellations toward
more controlled management of work
time I find interesting, but none of the de-
bate addresses the real issues.

The obvious solution is to limit the
work week to three and a half to four 12-
hour shifts per week; do away with the
weekend concept, with each day serving
as a full service work day for the facility;
and extend the general surgery residency
to 10 years to ensure adequate clinical and
operative experience.

Certainly, reducing work hours reduces
the clinical experience obtained by trainees
in the past. But there are other bases for
error or poor performance. First, factors
such as lack of supervision, fatiguing ac-
tivities engaged in during trainees’ own
time, family distress or tragedy, social dis-
turbance, recreational drug use, and re-
sponsibility for a critically ill patient may
enter into the equation. These issues seem
not to be considered in the published in-
formation that I've seen. Second, espe-
cially in the rural setting, an element of de-
privation is unavoidable, and lack of
experience in this arena when good over-
sight and guidance are available does not
“train” the surgeon in managing, avoiding,
or recognizing the potential for errors.
Family and social influences are also fac-
tors that may lead to errors, and will nev-
er be resolved.

Perhaps the breadth of investigation
should be widened to also include the
real world.

Stuart A. Reynolds M.D., FACS
Havre, Mont.

In Support of General Surgery

SURGERY NEWS is replete with articles
warning of the crisis in general surgical
manpower. The consensus is that we need
more general surgeons, that they need to
be better distributed geographically, and
that they need to be available to take call
in our increasingly crowded emergency
departments.

Yet forces conspire against this. Resi-
dents gain less experience in an 80-hour
work week than they did in a 110-hour
work week: 5 years of training equals
only 700-800 cases—less than half the
number of cases they did 2 decades ago.
And fellowship training takes the general
surgeon out of the workforce.

We now have breast, hand, pancreat-
ic/biliary, endocrine, colorectal, vascular,
minimally invasive, bariatric, trauma, and
acute care surgeons, as well as surgical in-
tensivists. Each specialty has its own fel-
lowship and professional societies. Each
has its own self-serving proponents who
will tell audiences at CME meetings that
“this procedure should only be performed
by fellowship-trained surgeons practicing
at a designated center of excellence.”

This subspecialization limits the places
where general surgeons can live and work.
Most require a city of more than 100,000
and a drawing area exceeding 250,000.
That leaves a lot of territory uncovered by

general surgeons. And many subspecialists
apply for a narrower scope of clinical priv-
ileges in a thinly veiled attempt to escape
emergency department on-call duty.
Reimbursement reductions affect all
physicians, but the hammer falls hardest
on the general surgeon. I don’t know the
answer, but I've got some ideas.
» Beef up the general surgical residencies.
By partnering with private hospitals, all
university-based programs should be able
to supply their residents with experience
approaching 2,000 cases in 5 years.
> Stop glorifying surgical subspecializa-

tion. Would we pay homage to the in-
ternist who treats hypertensive patients in
the fourth decade of life to the exclusion
of all other maladies?
> Spread the talent around. Let residents
know about towns with populations under
50,000 that would welcome them.
» Show us some love. If general surgeons
are needed and wanted, stop the pay cuts.
> Change your rhetoric. Lighten up on
the talk about fellowship-trained surgeons
doing certain procedures in certain loca-
tions. No one should have to apologize for
being just a general surgeon.

David ]. Farrell, M.D., FACS

Porterville, Calif.

OPINION

LETTERS
TO THE EDITOR

SURGERY NEWS is your publication,
and we're eager to share your opin-
ions. Please send correspondence,
including your name and address,
to surgerynews@facs.org or to:

American College of Surgeons
Communications Office
633 N. St. Clair St.
Chicago, IL 60611-3211

Letters may be edited for space
and clarity.
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College Breaks Ground for
Office Bu11d1ng on Capltol Hill

he ACS broke ground on May 9
I for a Washington, D.C., office

that will serve as the College’s
centerpiece presence on Capitol Hill.
The 10-story, class A office building, lo-
cated at 20 F Street, NW, will be com-
pleted in the first quarter of 2010. ACS
headquarters will remain in its current
location in Chicago.

The College’s Board of Regents be-
lieves that the proximity of the building
to Capitol Hill will provide a more visi-
ble presence for the College and the sur-
geons it represents.

“It is becoming increasingly important
for all of surgery to speak with one

voice,” Thomas R. Russell, M.D., FACS,

ACS executive director, said during the
groundbreaking ceremony. “The new

Helping to break ground were (L to R) J. David Richardson,

Physician Practice
Survey Seeks Input
From Surgeons

he results of a comprehensive multispecialty survey

of America’s physician practices will be used to edu-
cate national decision makers about the importance of
ensuring accurate and fair representation of all physi-
cians and patients in the development of health policy.
Data from the 2008 Physician Information and Practice
Expense Survey, which is being conducted by the ACS,
the American Medical Association, and more than 70
other organizations, also will be used to articulate the
challenges of running a practice that provides expert pa-
tient care and is financially sustainable.

The Centers for Medicare & Medicaid Services has in-

dicated it will use the results of this study to help deter-

JUNE 2008

Washington office will be a physical rep-

resentation of the College as the ‘house of

surgery” and will present a united front

makers on Capitol Hill on behalf of surgeons and
their patients. This building represents the Ameri-

can College of Surgeons’ commitment

ing with policymakers to improve patient care,
measure outcomes of that care, and work collabo-
ratively with all other organizations and groups
representing the overall health care team to create

a better health care system.”

In addition to housing the College’s Division of

to law-

to work-

ACS Cosponsors K08/K23
NIH Supplement Awards

he ACS has announced a pro-
gram that will supplement fund-
ing for up to five individuals who re-
ceive a National Institutes of Health
(NIH) Mentored Clinical Scientist
Development Award (K08/K23).
This award is directed at surgeon-
scientists who are working in the
early stages of their research careers.
The award requires cosponsorship
with an approved surgical society of
a period of supervised research ex-
perience for 3, 4, or 5 years that
may integrate didactic studies with
laboratory or clinically based re-
search. Participating surgical soci-
eties include the American Associa-
tion of Plastic Surgeons, American
Head and Neck Society, American

Acute Care CME

he ACS Eastern States Com-

mittees on Trauma will host
Point/ Counterpoint XXVII—
Acute Care Surgery June 8-11,
2008, in Baltimore. This continu-
ing medical education program, to
be chaired by L.D. Britt, M.D.,
MPH, FACS, will provide informa-

Society of Transplant Surgeons,
American Vascular Association, So-
ciety of Gynecologic Oncologists,
Society of University Surgeons, and
Thoracic Surgery Foundation for
Research and Education.

The program helps facilitate re-
search careers by enhancing salary
support over and above that offered
by the K08/K23 mechanism.
Awardees must be members in good
standing of the College and the
cosponsoring surgical society.

Applications are due June 12,
2008; funding begins July 1, 2009.
Interested individuals should submit
a copy of the NIH application to the
College. For more details, contact
Kate Early at kearly@facs.org. m

Program Offered

tion and continuing education in
the area of trauma/ critical care
and non-trauma surgical emergen-
cies. A maximum of 25 CME cred-
its are offered. Details about the
program can be viewed at
www.facs.org/trauma/cme/
pointcp.html. [

M.D., FACS; Josef E. Fischer, M.D., FACS; William A.
Liggins from Mayor Adrian M. Fenty’s office; John L.
Cameron, M.D., FACS; and Thomas R. Russell, M.D., FACS.

Advocacy and Health Policy, which is currently lo-
cated in Georgetown, the new office will be home
to the ACS’s new Health Policy and Research In-
stitute, currently located in North Carolina, and
several surgical specialty societies.

The new building will allow the College to add
more experts in congressional and regulatory af-
fairs to its staff without physical restriction, and
will include meeting areas large enough to host
conferences sponsored by building tenants and
other interested groups.

mine physician payment.

The survey firm, dmrkynetec, has been contacting
randomly selected physicians and practice managers
over the past several months to collect responses.

As of April 25, only 30% of the general surgery prac-

survey firm.

tices sought for participation had completed the study,
whereas a much higher response rate is desirable.
Surgeons are encouraged to alert their staff regarding
their willingness to participate in this confidential survey
and to accept incoming calls, faxes, or e-mails from the

If your practice has been selected to participate in this
important effort and you have questions about it, please
call toll-free 877-816-8940, and ask to speak with one of
dmrkynetec’s executive interviewers about the survey.

m All responses will remain confidential. [

Dr. Camins Selected as
AANS Vice President

artin B. Camins, M.D., FACS, was
Mnamed vice president of the Ameri-
can Association of Neurological Surgeons
at its annual meeting in Chicago in April.

Dr. Camins, a clinical professor of

neurosurgery at Mount Sinai Hospital,
an attending neurosurgeon at Lenox Hill
Hospital, and an ACS Regent, has been a
member of the AANS since

microscopy at the department of neu-
rosurgery, New York University—Belle-
vue Medical Center.

In 1994 he received the Distinguished
Alumnus Award from Chicago Medical
School.

Dr. Camins served on the executive
committee of the Congress of Neuro-
logical Surgeons from 1985 to

1980 and is a member of the
bylaws, executive, finance,
long-range planning, and pro-
fessional conduct committees
and the NeurosurgeryPAC
Board of Directors.

After receiving his medical
degree from Chicago Medical
School/University of the
Health Sciences in 1969, he did
an internship in general
surgery at New York Universi-
ty—Bellevue Medical Center in 1970. He
completed his residency in neurosurgery
at The Neurological Institute of New
York, Columbia—Presbyterian Medical
Center in 1975.

During his residency, Dr. Camins
was an International College of Sur-
geons Fellow at the National Hospital
for Nervous Diseases, Queens Square,
London, England. After his residency,
he undertook a fellowship in electron

MARTIN B.
CAMINS, M.D., FACS

1991 and was the organiza-
tion’s vice president in 1988.
He is past president of the
American Academy of Neu-
rological Surgeons and of the
New York City Society of
Neurosurgeons. Dr. Camins
is also a member of the ad-
ministrative committee of
the World Federation of Neu-
rological Surgeons and a
member of the Neurosurgical
Society of America and the Society of
Neurological Surgeons.

He served on the ACS Executive Com-
mittee of the Board of Governors from
1992 to 1997 and as the chair for the Ad-
visory Council of Neurological Surgery
from 1998 to 2001.

The AANS, which is dedicated to ad-
vancing the highest-quality neurosurgi-
cal care for the public, has more than
7,200 members worldwide. |
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Surgeon Shares Experience in State Advocacy

BY MELINDA BAKER

Hugh Gamble II, M.D., FACS, has been an ACS Fellow since
1985. A graduate of the University of Mississippi Medical
Center (where he did both his surgical internship and resi-
dencies), Dr. Gamble has held many leadership
positions in the College: governor, chapter presi-
dent, and chair of the Committee on Trauma,
as well as his current post as a member of the
Health Policy Steering Committee. In addition,
Dr. Gamble is past president of the Mississippi
State Medical Association, and currently he
serves as the MSMA’s delegate to the American
Medical Association’s House of Delegates.

Dr. Gamble is a thoracic and cardiovascular
surgeon at Gamble Brothers &~ Archer Clinic, a
subsidiary of Delta Regional Medical Center in
Greenville, Miss. He was asked to share his ex-
periences in advocacy in hopes of encouraging other Fellows
to think about how they can assist in advocating for their
profession.

How did you get involved in advocacy?

I grew up in advocacy. My grandfather, great-uncle,
and father were all presidents of the MSMA. Mississip-
pi is a relatively small state, especially for specialty soci-
eties, so most legislative activity in health care involves
MSMA. My great-grandfather was also in the first can-
didate group of the College in 1913. I have his certifi-
cate, which is dated November 13, 1913. His brother,
Paul Gaston Gamble, was initiated a few years later.

You were president of the Mississippi Medical Associa-
tion during the “medical liability wars.” What was
that like?

First Lady of Georgia Visits
ATLS Program

HUGH GAMBLE II,
M.D., FACS

Within 2 months of my becoming president of the
MSMA, liability companies across the state started to
increase premiums by up to 70%. Almost immediately;
the amount of time required to deal with legislators,
the press, and other tort reform partners increased dra-
matically. For almost a year, this was a sec-
ond job in addition to my private practice.

What do you see as the biggest issue affect-
ing surgery today?

How is that different from when you began
practicing?

The biggest issues today are the ones that
the ACS is trying to address. Patient safety,
manpower, liability, and reimbursement are
always at the top of the list. These issues
never change. I remember hearing discus-
sions about all of these issues as a child at
my family dinner table. The battles end only if we al-
low others to make all the decisions for us.

Why should surgeons become involved in advocacy?
No one else can or will speak for us. We are the
only ones with the insight to be advocates for surgi-

cal patients.

What do you think holds surgeons back from becoming
involved in advocacy?

I think people, surgeons in particular, don't think
they can have an impact. That’s just not true. You
can’t always be asking for something; sometimes you
just need to show up and listen. The pressures of
practice, family, and personal interests all provide ex-
cuses to avoid becoming involved. “Showing up” real-
ly is 90% of the battle.

Are there any specific skills that surgeons tend to pos-
sess that make them more suited for advocacy?
Surgeons tend to be good advocates because they are
able to direct their focus on specific issues. Persistence
is a surgical virtue that is essential to adequately ad-
dress problems that require long-term involvement.

How can chapters get more surgeons involved?
Do you have any suggestions for recruiting younger sut-
geons?

The major thing that chapters can do is communi-
cate with their respective members. There are many
national forums to address national issues, but indi-
vidual states need to focus on their own local issues.
Whether at the state or national level, the projected
changes in our health care delivery system are far too
important to be left to bureaucrats and politicians.
Their objectives may be good, but the input of real-
world practitioners is essential.

Every resident in any surgical training program
should be exposed to the benefits and programs that
the College offers. Program directors, local chapters,
and governors should carry the message of the ACS.
We should consider making every resident a member
of the candidate group upon acceptance into a train-
ing program. Physicians in training need to under-
stand that while they are primarily focused on learn-
ing their craft, the impact of outside influences can
be overwhelming. If we do not speak up, others who
have a stake in the health care system will move on
without us. Such an occurrence will be to the detri-
ment of our profession and our patients. L]

MSs. BAKER is State Affairs Associate in the ACS Division
of Advocacy and Health Policy.

Scholarships Start in July
For Resident Research

andra Elisabeth Roelofs, the First

Lady of the Eurasian country of
Georgia, and Georgian Embassy staff
visited the College in March to meet
with representatives of the Advanced
Trauma Life Support program. They
discussed health care in her nation
and the reforms she believes are nec-
essary.

This visit with International ATLS

Director Christoph Kaufmann, M.D.,
FACS, and

While visiting the College, First
Lady Roelofs and her delegation were
given a tour of the trauma center at
Northwestern University Hospital by
Michael West, M.D., FACS. Members
of the delegation included Mikheil
Dolidze, M.D., who is involved in es-
tablishing the first Georgian trauma
center, and Levan Jugeli, M.D., who
works on health initiatives with First
Lady Roelofs. m

ATLS Program
Manager Will
Chapleau was
partially in-
spired by plans
that are in place
for ATLS to be
launched in
Georgia. The
country’s appli-
cation was ap-
proved at the
ATLS annual
meeting, and
the first site vis-
it will take place
this summer.

and Dr. Dolidze tour Northwestern’s trauma center.

JENNY KAUFMANN

he Board of Regents has awarded

six ACS Resident Research Scholar-
ships for 2008. The scholarships begin
July 1, 2008, and carry awards of
$30,000 for each of 2 years to encour-
age residents to pursue careers in acad-
emic surgery. Unless otherwise noted,
scholarships are sponsored by the
Scholarship Endowment Fund of the
College. Recipients and their respective
research projects are as follows:

Matthew Santore, M.D., resident in
surgery, University of Pennsylvania,
Philadelphia.

Research project: Developing effec-
tive in utero hematopoietic cell trans-
plantation using intrathymic injection
to facilitate engraftment in order to
treat genetic disorders.

Sae Hee Ko, M.D,, resident in
surgery, University of Pittsburgh, Pitts-
burgh, Pa.

Research project: The role of HIF
overexpression in bone marrow mes-
enchymal stem cells on wound healing.
(Dr. Ko’s scholarship is sponsored by
Ethicon and will be conducted at Stan-
ford University.)

Johannes E. Kratz, M.D,, resident in

surgery, Massachusetts General Hospi-
tal, Boston.

Research project: Linking inflamma-
tion and lung adenocarcinoma: Aber-
rant Wnt/Shh signaling in lung cancer
stem cells. (Dr. Kratz’s scholarship is
sponsored by Wyeth Pharmaceuticals
and will be conducted at the University
of California, San Francisco.)

Joshua J. Short, M.D., resident in
surgery, University of Alabama at
Birmingham.

Research project: Development of
fluorophore labeled advanced genera-
tion pancreatic adenocarcinoma target-
ed conditionally replicative adenovirus
(CRAJ).

Sam C. Wang, M.D,, resident in neu-
rosurgery, University of California, San
Francisco.

Research project: Defining the con-
tributions of pancreatic ductal and aci-
nar cells to tumorigenesis.

Isam W. Nasr, M.D., resident in
surgery, University of Pittsburgh, Pitts-
burgh, Pa.

Research project: Role of tertiary
lymphoid organs in chronic allograft
rejection. [
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Hemodilution Technique a Plus for Liver Resection

BY BRUCE JANCIN
Elsevier Global Medical News

NEw YORK — Acute normovolemic
hemodilution markedly reduced the need
for blood products, compared with stan-
dard intraoperative management in a ran-
domized trial of patients undergoing ma-
jor hepatic resection.

In the 130-patient study, the red blood
cell transfusion rate in patients managed
with ANH was half that of patients who
received standard management, Dr.

William H. Jarnagin reported at the an-
nual meeting of the American Surgical As-
sociation.

ANH “should be used routinely when
moderate to high blood loss is anticipat-
ed,” concluded Dr. Jarnagin, vice chair of
surgical services and chief of the he-
patopancreatobiliary service at Memorial
Sloan-Kettering Cancer Center, New York.

Hepatic resection often entails major
blood loss. While transfusion of allogeneic
blood products can often be lifesaving, it
has numerous downsides, among them in-

creased risks of blood-borne infection,
acute lung injury, transfusion reactions,
and immunomodulation, as well as much
higher direct and indirect costs of care.
ANH is a low-tech blood conservation
technique that avoids exposing patients to
the risks of allogeneic transfusion while
preserving blood bank supplies for the sit-
uations where they are truly needed.
ANH involves intraoperative removal of
whole blood by gravity collection prior to
starting the resection. The lost volume is
replaced with crystalloid and colloid. That

NEW FUND
ALLOCATION

A 3% commodities allocation has been
added to SDIF in an effort to further
align its asset allocation with that of
the ACS endowment. The commodities
component allows SDIF shareholders
to obtain exposure to various types

of commodities, including industrial
and precious metals, agriculture,
livestock and energy. Commodities
exposure adds an asset class to SDIF
that provides further diversification,
and one that historically has a negative
correlation to stocks and bonds.

For more information about SDIF,
please contact Tom Kiley at
312/202-5019, tkiley@facs.org, or

Savi Pai at 312/202-5056, spaildfacs.org.

Surgeons

3%

commodities allocation

DIVERSIFIED
INVESTMENT
FUND

An investor should consider the charges, risks, expenses and investment objective carefully
before investing. For more information or for a free copy of the prospectus, please download
a copy at www.surgeonsfund.com or call 1-800-208-6070 and a copy will be mailed
to you. Read the prospectus carefully before you invest or send money.

SDIF is distributed by Ultimus Fund Distributors, LLC, 225 Pictoria Dr.,
Suite 450, Cincinnati, OH 45246. The phone number is 513-587-3400.

way a smaller volume of the patient’s red
blood cell (RBC) mass is lost per volume
of surgical blood lost. At the end of the
operation, after hemostasis is attained,
the patient’s blood is transfused back.
“Compared with other blood conserva-
tion strategies, ANH has several advan-
tages: It is technically and logistically sim-
ple; and there are minimal equipment
requirements, no storage or administrative
costs, no delay in
procedure schedul-
ing, and no waste of
autologous units,”
Dr. Jarnagin said.
He presented a
single-center pro-
spective trial involv-
ing 130 patients un-
dergoing resection
of three or more
hepatic segments
who were random-
ized to ANH or

The red blood cell
transfusion rate
was 25.4% in
controls and

12.7% with ANH,  standard intraoper-
a 50% reduction.  ative management.
DR. JARNAGIN In the ANH group,

blood was removed
to a target hemoglobin of 8.0 g/dL. Pa-
tients had a median of 2,250 mL of blood
removed; the hemodilution took 37 min-
utes on average to complete.

The RBC transfusion rate was 25.4% in
controls and 12.7% with ANH, for a 50%
reduction. Intraoperatively, a hemoglobin
below 7.0 g/dL required transfusion; only
1.6% of patients managed with ANH re-
quired an intraoperative transfusion, versus
10.4% with stan-
dard management.

Historically,
roughly 50% of pa-
tients at Sloan-Ket-
tering undergoing
major hepatic re-
section have re-
quired allogeneic
transfusions. With
contemporary
techniques, the rate

The well-designed
study provides

in the usual-care convincing
group in this study evidence that
was just half that. ANH is safe
“In fact, ANH was and effective.
not necessary in DR. CHAPMAN

many of our pa-
tients,” the surgeon noted.

ANH proved most useful for patients
with an operative blood loss of at least 800
mlL, which was actually the median blood
loss in the study. Among that population,
42.4% of controls required allogeneic RBC
transfusion, compared with 18.2% in the
ANH group. Moreover, only 21.1% of pa-
tients in the ANH group required fresh
frozen plasma, compared with 48.3% on
standard intraoperative management.

Sixty-day major morbidity rates were
similar at about 30% in the two study arms.

Discussant Dr. William C. Chapman,
an ACS Fellow, said the well-designed study
provides convincing evidence that ANH is
safe and effective. As a result, ANH will be
instituted at many centers in selected high-
risk patients, said Dr. Chapman, professor
of surgery and chief of the section of
transplantation at Washington University,
St. Louis. |
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4-D CT Pinpoints Parathyroid Gland Preoperatiely

BY JEFF EVANS
Elsevier Global Medical News

HotT SPRINGS, VA. — Four-dimen-
sional computed tomography scanning
prior to reoperative parathyroid surgery
may help endocrine surgeons localize the
parathyroid gland amid scar tissue and dis-
torted anatomy better than sestamibi or
ultrasound imaging, according to the re-
sults of a retrospective study.

A review of 45 patients who had previ-
ous neck surgery showed that 4-D CT cor-
rectly localized hyperfunctioning parathy-
roid glands in 80% of the patients before
their reoperation, compared with 50% for
sestamibi and 21% for ultrasound, Dr. Kel-
ly K. Hunt reported at the annual meeting
of the Southern Surgical Association.

Reoperative parathyroid surgery can
be more difficult than the first operation
because scar tissue that forms from the
previous surgery can distort the anatomy
in the neck, said Dr. Hunt, an ACS Fellow
who is professor of surgical oncology
and experimental radiation oncology at
the University of Texas M.D. Anderson
Cancer Center, Houston. Reoperation
also carries the risk of failing to cure the
patient of hyperparathyroidism and caus-
ing morbidity from recurrent laryngeal
nerve injury or hypoparathyroidism.

Four-dimensional CT scanning has the
potential to improve the localization of hy-
perfunctioning parathyroid glands by
combining 3-D CT with the fourth “di-
mension” of perfusion, which provides in-
formation similar to what is obtained with

This image was derived from fusion of
sestamibi SPECT with conventional CT.

sion shows a rapid uptake and washout
that are “suggestive of hyperfunctioning
glands, allowing for improved localiza-
tion,” said Dr. Hunt, who presented the
study for the endocrine surgery group at
M.D. Anderson.

The same group previously reported a
sensitivity of 70% for 4-D CT in localizing
the gland in the correct quadrant of the
neck in a series of 75 patients with primary
hyperparathyroidism. However, only 16%
of the patients had undergone a reopera-
tion (Surgery 2006;140:932-40).

To determine the ability of 4-D CT to
localize hyperfunctioning parathyroid
glands in patients who had previous neck
surgery, Dr. Hunt and her colleagues re-
viewed the cases of 45 patients with a bio-
chemical diagnosis of sporadic primary
hyperparathyroidism who underwent 4-D
CT before reoperative neck surgery dur-
ing 2004-2007. The study included three
groups: patients with prior neck surgery
for reasons other than hyperparathy-

4-D CT imaging identified a left inferior adenoma (left image) and a right superior

adenoma (right image) in this patient.

ploration of the neck for hyperparathy-
roidism without any removal of hyper-
functioning tissue (group 2), and prior
exploration of the neck for hyperpara-
thyroidism with resection of hyperfunc-
tioning tissue (group 3).

The review showed that 4-D CT cor-
rectly localized hyperfunctioning glands
more often than did sestamibi or ultra-
sound imaging. The investigators defined
localization not only as the lateralization
of the gland but also as the specific neck
quadrant in which it was located. Four-di-
mensional CT correctly localized hyper-
functioning glands in 36 of 45 patients
(80%), compared with 22 of 44 patients
(50%) for sestamibi and 9 of 42 (21%) for
ultrasound.

Four-dimensional CT proved to have
significantly better overall sensitivity (88%)

(21%). It also had the greatest sensitivity
in each of the three groups.

In 42 patients with at least 6 months of
follow-up data available, 39 were surgically
cured of their hyperparathyroidism (21 pa-
tients in group 1, 8 in group 2, and 10 in
group 3). Hypercalcemia remained in one
patient in group 2 and in two patients in
group 3.

Three cases of permanent hypopara-
thyroidism occurred in group 2, but re-
current laryngeal nerve injury was not
seen in any patients.

Dr. Hunt said that patients in group 1
appear to have the best outcomes, where-
as the glands in the group 3 patients were
the most difficult to localize and cure. Pa-
tients in group 2 should be “approached
with caution” because they appear to have
a significant risk for permanent hy-

IMAGES COURTESY DR. MELINDA M. MORTENSON

CT angiography. The addition of perfu-

roidism (group 1), prior unsuccessful ex-

than did sestamibi (54%) or ultrasound

poparathyroidism,” she said. (]

Thyroid Uptake Helped Limit Biopsies in Multinodular Disease

BY JEFF EVANS
Elsevier Global Medical News

CINCINNATI — A thyroid uptake scan might be use-
ful for limiting the number of biopsies that need to be
taken from patients who have multinodular thyroid dis-
ease on ultrasound without any dominant pathological
features, according to a small retrospective study.

The results point out a beneficial use for thyroid up-
take scanning (TUS), which has had a very limited role
in the diagnosis of thyroid disease because of its inferi-
ority to fine-needle aspiration biopsy (FNAB) in predict-
ing the malignancy of thyroid nodules. TUS limited the
number of FNABs that were necessary in 71% of patients,
Dr. Scott M. Wilhelm reported at the annual meeting of
the Central Surgical Association.

Incidental thyroid nodules are generally nonpalpable
and are typically discovered on diagnostic radiologic pro-
cedures performed for other reasons. Many patients with
incidentally discovered disease have a single nodule.

“Most of these patients really do not have previously
known thyroid disease, but there is a caveat that some-
times, once a study has been done, if you palpate the neck
you may actually be able to feel the nodule,” said Dr. Wil-
helm, an endocrinologic surgeon in the division of surgical
oncology at Case Western Reserve University, Cleveland.

These nodules are commonly evaluated by testing
thyroid-stimulating hormone levels and by ultrasound
imaging of the thyroid. An FNAB can then confirm if they
are benign or malignant. Some clinicians advocate doing
FNAB on both “warm” and “cold” nodules, recom-
mending against TUS, especially for a solitary nodule.

“This leaves the role of thyroid uptake scanning for hy-
perthyroidism and occasionally in patients with follicu-

Sagittal ultrasound of a right thyroid lobe shows two
nodules, each 3.5 cm, without any worrisome features.

lar neoplasms or nondiagnostic biopsies to try to avoid a
surgical procedure,” noted Dr. Wilhelm, an ACS Fellow.

But a rising number of patients who presented to Dr.
Wilhelm’s clinic with incidentally discovered thyroid dis-
ease led him to try to determine whether TUS could be
used to decide which nodules should be biopsied.

Ultrasound detected multinodular thyroid glands with-
out any dominant nodule to biopsy in 14 (20%) of 71 pa-
tients who had been referred to Dr. Wilhelm’s clinic dur-
ing 2005-2007 with an incidentally discovered thyroid
nodule. These 14 patients had similar-size nodules with-
out features of malignancy on ultrasound. They had an
average of about five nodules; most nodules 1 cm or
greater in size varied by an average of only 4 mm.

The 14 patients had '#1 TUS, followed by FNAB of cold

CouURTEsY DR. ScoTT M. WILHELM

nodules. Patients with “hot” nodules, which are typically
hyperfunctioning and “not overly worrisome for cancer,”
were initially excluded from biopsy. If the nodules showed
normal '*’I uptake, Dr. Wilhelm used his discretion to de-
cide which ones to biopsy. Nonbiopsied nodules were mon-
itored for growth that might indicate malignancy with se-
rial ultrasounds. All surgery was based on biopsy results.

Overall, 9 patients had a cold nodule and 1 patient had
a hot nodule, thereby reducing the number of biopsies
performed on 10 (71%) of the patients. Of the nine cold
nodules, three (33%) were malignant. Biopsies of the four
patients with normal, uniform '#I uptake were benign.
There was about 85% correlation between the nodules
biopsied on ultrasound with those seen on TUS, he said.

The three patients with malignant biopsies under-
went thyroidectomy. Three of the remaining 11 patients
were lost to follow-up. Another seven patients had one
or two follow-up ultrasound tests (spaced about 6 months
apart) without growth in any nodule. A growing nodule
in the one remaining patient that had not been previously
biopsied turned out to be benign.

Cold nodules detected thyroid cancer with 100% sen-
sitivity and 45% specificity. A cold nodule gave a positive
likelihood ratio of 1.83, which reflects a slight increase in
the chance of a cold nodule representing cancer. A cold
nodule also gave a negative likelihood ratio of zero; a neg-
ative likelihood ratio of less than 0.1 represents a large and
often conclusive decrease in the likelihood of papillary
thyroid carcinoma occurring, Dr. Wilhelm said.

The 33% rate of malignancy in cold nodules was high-
er than the traditionally expected rate of 5% seen in pal-
pable nodules, but this might be explained by the fact that
published studies have reported finding cancer in 7%-29%
of incidentally discovered nodules, he said. ]
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Pump Prolongs Heart Transplant Candidates’ Survival

BY MITCHEL L. ZOLER
Elsevier Global Medical News

BosToN — The continuous-flow Heart-
Mate II left ventricular assist device was ef-
fective and generally safe during 1-year fol-
low-up in expanded clinical experience
with 279 patients.

Patients who received the HeartMate II
had a 75% actuarial survival rate after
12 months, with an “acceptable risk pro-
file,” Dr. Leslie Miller said at the annual
meeting of the International Society for

Heart and Lung Transplantation.

After 18 months, the actuarial survival
rate was 74%, a 1% drop in survival with
an additional 6 months of follow-up. Pre-
viously reported experience with the
HeartMate XVE—a first-generation, pul-
satile-flow left ventricular (LV) assist de-
vice—had a 69% survival rate after 12
months and a 54% rate after 18 months.
The change in long-term survival between
the two devices is a “dramatic difference,”
said Dr. Miller, chief of the integrated di-
visions of cardiology at Georgetown Uni-

versity and Washington Hospital Center.
Another notable finding was that the
subgroup of patients who received the
HeartMate II between May 2006 and
March 2007 as part of a continued-
access protocol had a 10% increased sur-
vival rate after 6 months and 4% greater
survival after 12 months, compared with
the first subgroup of patients, who re-
ceived the device during March 2005-May
2006. The improved outcomes seemed
linked to surgeons’ increased experience
with placing the device, Dr. Miller said.

AS A BODY REPRESENTING
ALL OF SURGERY, THE COLLEGE:

e Provides a cohesive voice addressing
societal issues related to surgery. o

¢ |s working toward having an increasingly o
proactive and timely voice in setting a national
tone and agenda with regard to health care.

e |s dedicated to promoting the highest standards
of surgical care through education of and
advocacy for its Fellows and their patients.

e Subscription to ACS NewsScope, the
College's weekly electronic newsletter

e Serves as a national forum through

HERE ARE SOME OF THE MANY
BENEFITS BEING A MEMBER OF THE
COLLEGE AFFORDS YOU:

Free registration at the Clinical Congress

Access to the College’s free
coding consultation hotline

e Subscription to the Bulletin of the
American College of Surgeons

which surgeons can reinforce the
values and ethics that traditionally have
characterized the surgical profession.

THERE IS STRENGTH IN NUMBERS.

Our members represent every specialty,
practice setting, and stage of practice. Their
views and concerns are helping to shape
the College’s agenda for the future.

If you aren’t a member of the American College
of Surgeons, apply for Fellowship today. If you
are already a member, maintain that status and

consider getting involved in the work of the College.

Only by banding together and using our
collective strength can we bring about
positive change for our patients and
ourselves—and for surgeons of the future.

Information on becoming a member of the College and an application form are available online at
www.facs.org/dept/fellowship/index.html

or contact Cynthia Hicks, Credentials Section, Division of Member Services,
via phone at 1-800/293-9623, or via e-mail at chicks@facs.org.

e Subscription to the Journal of the
American College of Surgeons

e Access to all College-sponsored insurance,
credit card, and other helpful programs

e Free posting of resume on
ACS Career Opportunities

e Access to Surgeons Diversified Investment Fund

The HeartMate II, approved by the
Food and Drug Administration in April for
use as a bridge to transplantation in car-
diac transplant candidates at risk of im-
minent death from nonreversible LV heart
failure, is a “brand new technology. This
played a role in the improvement” seen
with greater experience in placing the
new pump, said Dr. Miller, who has re-
ceived research grants and honoraria from
Thoratec Corp., maker of the device.

The average age of patients receiving the
axial-flow device was 55 years (range 15-70
years), and their average LV ejection frac-
tion prior to device placement was 16%.
The series included women with body
surface areas as low as 1.33 m?. At the time
of placement, 56% were listed for a heart
transplant with the United Network for
Organ Sharing with a 1A status, and the
other 44% were list-
ed with 1B status.

Once they re-
ceived the device,
87% of patients
were  discharged
from the hospital.
During the year fol-
lowing placement,
51% of the patients
subsequently  re-
ceived a transplant,
28% still had their
device in place, and
1% recovered suffi-
ciently to have the
device removed.
Taken together, this
meant an overall successful support rate of
80%. A total of 19% of patients died, and
1% had their axial-flow device removed
and replaced with another LV assist device.

The patients who received a device had,
on average, a nearly 10-fold increase in
their 6-minute walk distance by 6 months
after placement, compared with their
baseline performance. Also by 6 months,
83% of patients had improved to New
York Heart Association class 1 or 2 heart
failure.

Adverse events included bleeding that
required surgical intervention in 26% of
patients and infections in 30%. “Infection
remains a substantial cause of death” in
patients getting the device, Dr. Miller said.
But significant bleeding episodes were re-
duced by about two-thirds, and the rate of
strokes and other neurologic events was
reduced by more than a third, compared
with patients who received pulsatile-flow
devices. Device-related infections occurred
in 15%, but pump-pocket infections oc-
curred in 1%, also an improvement over
the rate seen with pulsatile-flow devices.

“At this point, the HeartMate II appears
to offer significant advantages over the
HeartMate XVE,” said Dr. Fred A. Craw-
ford Jr., an ACS Fellow who commented
on the study. Dr. Crawford, chair of the
surgery department at the Medical Uni-
versity of South Carolina, Charleston, said
that the intermediate term durabilty of
the HeartMate II has been excellent, and
suggested that “perhaps it will have its
greatest impact as a destination therapy
device, eventually replacing the Heart-
Mate XVE, which has been limited to
larger adults because of its size.” [

At 18 months, the
actuarial survival
rate was 74%,
vs. 54% for an
earlier-generation
device.

DR. MILLER
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Robert Goldwire,
Physician Recruiter specializing in General Surgery,
is focusing efforts on connecting well-trained, highly
qualified Surgeons to their ideal practice.

Whether you are just starting out or looking for a change,
HCA 1s committed to helping you live and practice

where you want!
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California’s breathtaking natural attractions are not the only stars

on the Central Coast. Equally impressive are the top-trained medical
professionals at Natividad Medical Center, a 172-bed acute care medical
center owned and operated by Monterey County. Affiliated with the
University of California at San Francisco School of Medicine since 1974,
we are the only academic medical center on California's Central Coast.
We also offer an excellent residency program and enjoy a Joint
Commission ranking in the top percentile of hospitals nationwide.
Modern, spacious and technologically advanced, Natividad is a premier
community hospital offering acute and outpatient specialty care.

GENERAL SURGEON

We are currently seeking a board-certified or eligible general surgeon.
This position includes a competitive salary and benefits package,
possible student loan assistance and the opportunity to live, work and
play in one of the most beautiful areas in the world. Whether you enjoy
hiking or biking in the warm California sunshine, camping in beautiful
Big Sur, boogie boarding in the ocean waves or just watching the sea
lions romp in the surf, you'll find the perfect home right here in
Monterey County.

For additional information, please visit our website at

www.natividad.com. For consideration, email your CV to
bouyeaj@co.monterey.ca.us. Natividad Medical Center is
committed to employing a diverse workforce. EOE/M/F/H/V

There’s a bright future waiting for you on

California's beautiful Central Coast. A“ NaﬁVidCId MEDICAL CENTER

Unique views on the Central Coast.
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Burn Patients May Benefit From Insulin Therapy

BY JEFF EVANS
Elsevier Global Medical News

CINCINNATI — Control of blood glucose levels
through intensive insulin therapy has been shown to re-
duce morbidity in both surgical and medical ICU patients,
as well as mortality in surgical ICU patients. Results of a
retrospective study now suggest that implementation of
this therapy in burn patients may reduce the rate of in-
fectious complications but not mortality.

Maintaining mean blood glucose levels of less than 140
mg/dL reduced the rate of pneumonia, ven-
tilator-associated pneumonia, and urinary
tract infections in 71 burn patients who re-
ceived intensive insulin therapy, compared
with 81 burn patients in the same ICU during
the year before the protocol was implement-
ed, Dr. Mark R. Hemmila said at the annual
meeting of the Central Surgical Association.

But some discussants at the meeting ques-
tioned whether certain weaknesses in the
study’s design and differences in patient char-
acteristics may have contributed to its results.

During the first year of an intensive insulin
therapy protocol (July 2005 to June 2006), Dr.
Hemmila and his colleagues at the University
of Michigan, Ann Arbor, sought to bring burn
patients’ blood glucose levels to less than 140
mg/dL. In the previous year (July 2004 to June
2005), burn patients whose blood glucose levels exceed-
ed 150 mg/dL had received an insulin drip protocol.

The patients in each group had a mean age in the ear-
ly 40s, and close to three-fourths in each group were men.
The investigators excluded patients with concomitant
trauma and burn injuries or desquamating skin diseases.

A blood glucose
level greater than
140 mg/dL should
raise suspicion for

an infection in
burn patients.

DR. HEMMILA

The control and intensive insulin therapy groups had
similar blood glucose levels upon admission (142 mg/dL
vs. 130 mg/dL, respectively) and in terms of daily aver-
age (135 mg/dL vs. 129 mg/dL) as well as overall mean
during their hospital stay (127 mg/dL vs. 126 mg/dL).
The intensive insulin-treated and control groups each
spent a similar percentage of time in the hospital with a
mean daily blood glucose level greater than 140 mg/dL
(22% vs. 35%, respectively). But compared with the con-
trol group, patients who were treated with intensive in-
sulin therapy spent significantly less time in the hospital
with a maximum mean daily blood glucose
level greater than 200 mg/dL (11% vs. 17%).

In multivariate analyses that adjusted for
age, gender, the percentage of total body sur-
face area burned, and inhalation injury, adding
intensive insulin therapy did not significantly
improve the outcomes obtained in burn pa-
tients in the year before the therapy was im-
plemented. There were no improvements in
mortality (7% vs. 9%, respectively, among in-
tensive insulin vs. control patients), mean
length of stay in the ICU (5 vs. 9 days), mean
length of stay in the hospital overall (10 vs. 17
days), and mean number of days requiring ven-
tilation (3 vs. 6 days).

But intensive insulin therapy significantly re-
duced rates of pneumonia overall (16% vs.
37%), ventilator-associated pneumonia (10%
vs. 31%), and urinary tract infection (6% vs. 22%).

The odds of developing infection were more than 11
times higher in patients with a maximum mean glucose
of greater than 140 mg/dL than in those with a maxi-
mum blood glucose level of 140 mg/dL or less. Of the
patients with maximum blood glucose levels higher than

140 mg/dL, 61 had an infection and 32 did not, whereas
those with blood glucose levels of 140 mg/dL comprised
6 with infection and 53 without. Based on these values,
a maximum blood glucose level greater than 140 mg/dL
predicted the development of infectious complications
with 91% sensitivity and 62% specificity, said Dr. Hem-
mila, an ACS Fellow.

“Measurement of a blood glucose level greater than 140
mg/ dL should heighten the clinical suspicion for presence
of an infection in patients with burn injury,” he said.

Dr. Peter J. Fabri of the University of South Florida,
Tampa, a discussant at the meeting, noted a recent study
suggesting that the complication rate of tight blood glu-
cose control may actually negate its benefits (N. Engl. J.
Med. 2008;358:125-39). “We have to be very careful be-
ing critical when we look at these studies,” said Dr. Fab-
ri, an ACS Fellow. “It’s very rare that one thing is the only
thing that changes in a busy, successful critical care unit
over a 2-year period of time.”

Dr. Fabri said that the median length of stay was 4 days
in the intensive insulin group and 12 days in the control
group, which “suggests that there may, in fact, be other
changes that are going on getting patients out of the unit
quicker.” He also noted that the control group had a (non-
significant) higher incidence of inhalation injury than did
the intensive insulin—treated group (37% vs. 31%), as well
as a higher rate of second- and third-degree burns. Dr.
Hemmila said he was unaware of any particular ICU pro-
tocol changes that were made during the study period.

Other discussants commented that the average total
body surface area of the burns was small (19% in controls
and 15% in intensive insulin-treated patients).

Dr. Hemmila and some of the discussants noted that
the “chicken or the egg” question of what came first—
hyperglycemia or infection—is still unresolved. m
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Arizona

community. Typical recruitment arrangement includes:

® Reimbursement of relocation expenses
® Competitive salary
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® Vacation

® Full Benefit Package

General Surgery Opportunity

Kingman Regional Medical Center (KRMC) is actively recruiting for a Board Certified /
Board Eligible General Surgeon. This is an employment or solo opportunity.

Kingman Regional Medical Center is committed to the success of physicians we recruit to our
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The hospital: Kingman Regional Medical Center is a 215 bed hospital located in Kingman,
Arizona. KRMC is Mohave County’s only non-profit hospital and serves as the hub of one of
our nation’s fastest growing counties. Our hospital prides itself in providing high quality, state-
of-the-art care for the residents of our service area. The medical staff is comprised of over one
hundred physicians representing more than 30 specialties.
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Technological advancements such as a 64 slice CT, PET CT, and 3.0 Tesla MRI showcase the
imaging modalities available to physicians who practice in our community. KRMC is home to
a new 6 room surgical suite (including a dedicated cysto room), cancer center that includes
radiation and infusion therapy, sleep disorders center, and an inpatient acute rehabilitation unit.

Call: Emergency on-call requirements are 7 days per month (including at least one weekend).
The hospital compensates on call physician on a per-diem basis.

The Location: Kingman offers to the night life of Las Vegas, the majesty of the Grand Canyon,
the shopping and spas of Sedona and Scottsdale, and the beaches of Southern California. Above
all, most people who are new to Kingman quickly discover what sets Kingman apart: the friend-
ly, down-to-earth people who live here.
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not investigate the statements and assumes no responsibility or liability concerning their content.
The Publisher reserves the right to decline, withdraw, or edit advertisements. Every effort will be
made to avoid mistakes, but responsibility cannot be accepted for clerical or printer errors.

Contact Information: For more information regarding this opportunity, please contact:
Janet Ackerman, KRMC Physician Recruiter, Telephone: 928-681-8595
e-mail: jackerman@azkrmc.com
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Horrywoobp, Fra. — All women
with ductal carcinoma in situ should have
the choice of foregoing radiation therapy,
according to updated breast cancer guide-
lines announced at the annual conference
of the National Comprehensive Cancer
Network.

Previously, the guidelines distinguished
between the majority of women who
have a typical ductal carcinoma in situ
(DCIS) and those few women who have a
very small DCIS that is less than 0.5 cen-
timeters, unicentric, and of low grade, said
Dr. Stephen B. Edge.

For that small subset of women, the
guidelines had stipulated treatment by
lumpectomy alone with omission of ra-

THE ONUS IS ON THE PHYSICIAN

TO DISCUSS WITH THE PATIENT

WHETHER TO CHOOSE RADIATION
THERAPY FOR DCIS.

diation therapy. It was recommended that
all other women with DCIS were to be
treated with total mastectomy without
lymph node dissection or by lumpectomy
plus radiation therapy.

The updated guidelines incorporate
lumpectomy without radiation therapy
as an option for all women with DCIS.
“This is a major change,” announced Dr.
Edge, interim chair of the department of
surgical oncology, and chair of the de-
partment of health services and outcomes
research at Roswell Park Cancer Institute
in Buffalo, N.Y.

The three treatment options for early

stage DCIS with no nodal involvement
now comprise the following:
> Lumpectomy without lymph node
surgery, plus whole breast radiation ther-
apy (offered as a category 1 recommen-
dation).
> Total mastectomy with or without sen-
tinel node biopsy, and with or without
breast reconstruction.
» Lumpectomy alone, with no lymph
node surgery and no radiation therapy
(offered as a category 2b recommenda-
tion).

The new guidelines place the onus on
the physician to have an appropriate dis-
cussion with the patient as to whether or
not to choose radiation therapy for DCIS,
said Dr. Edge, who is also a professor of
surgery at the State University of New
York at Buffalo.

The guidelines also make recommen-
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dations about postmastectomy radiation,
an issue neglected in past years.

The breast cancer guidelines committee
now urges the use of radiation therapy for
women who have 1-3 positive nodes. The
committee stopped short of making this
a category 1 recommendation.

“Previously we said that patients should
consider this, but now we’ve gone so far
as to say that women should strongly con-
sider radiation therapy after mastectomy,”
Dr. Edge said.

BREAST, SKIN & SOFT TISSUE 15

Guidelines Allow DCIS Patients to Opt Out of Radiation

use of breast reconstruction. The guide-
lines now warn that reconstruction has the
potential to affect delivery of radiation
therapy.

In one study (Int. J. Radiat. Oncol. Biol.
Phys. 2006;66:76-82), 52% of women who
received radiation after reconstruction had
some compromise in the application of ra-
diation, either in terms of the field or the
dosing to underlying structures.

“Consideration of this must be brought
to the patient’s attention,” Dr. Edge said.

gous tissue reconstruction should strong-
ly consider delaying reconstruction until
after radiation, because reconstruction be-
fore radiation may lead to a worse cos-
metic outcome.

For women who are undergoing im-
plant reconstruction, the guidelines advise
that reconstruction before radiation can
spare expansion of nonirradiated skin, but
they also caution that radiation may lead
to capsular contraction.

Dr. Edge said he had no financial con-

Also new are recommendations on the

In general, women undergoing autolo-

flicts of interest to disclose. [

TYGACIL® (tigecycline) Brief Summary
See package insert for full Prescribing Information. For further product information and current package insert,
please visit www.wyeth.com or call our medical communications department toll-free at 1-800-934-5556.
CONTRAINDICATIONS
TYGACIL is contraindicated for use in patients who have known hypersensitivity to tigecycline.
WARNINGS
Anaphylaxis/anaphylactoid reactions have been reported with nearly all antibacterial agents, including
tigecycline, and may be life-threatening.
Glycyleycline class antibiotics are structurally similar to tetracycline class antibiotics and may have similar
adverse effects. TYGACIL should be administered with caution in patients with known hypersensitivity to
tetracycline class antibiotics.
TYGACIL may cause fetal harm when administered to a pregnant woman. If the patient becomes pregnant
while taking tigecycline, the patient should be apprised of the potential hazard to the fetus. Results of animal
studies indicate that tigecycline crosses the placenta and is found in fetal tissues. Decreased fetal weights in rats
and rabbits (with associated delays in ossification) and fetal loss in rabbits have been observed with tigecycline.
(See PRECAUTIONS, Pregnancy.)
The use of TYGACIL during tooth development (last half of p infancy, and to the age of
8 years) may cause permanent discoloration of the teeth (yellow-gray-brown). Results of studies in rats with
TYGACIL have shown bone discoloration. TYGACIL should not be used during tooth development unless other
drugs are not likely to be effective or are contraindicated.
Clostridium difficile associated diarrhea (CDAD) has been reported with use of nearly all antibacterial agents,
including TYGACIL, and may range in severity from mild diarrhea to fatal colitis. Treatment with antibacterial
agents alters the normal flora of the colon leading to overgrowth of C. difficile.
C. difficile produces toxins A and B which contribute to the development of CDAD. Hypertoxin producing strains
of C. difficile cause increased morbidity and mortality, as these infections can be refractory to antimicrobial
therapy and may require colectomy. CDAD must be considered in all patients who present with diarrhea
following antibiotic use. Careful medical history is necessary since CDAD has been reported to occur over two
months after the administration of antibacterial agents.
If CDAD is suspected or confirmed, ongoing antibiotic use not directed against C. difficile may need to be
discontinued. Appropriate fluid and electrolyte management, protein supplementation, antibiotic treatment of
C. difficile, and surgical evaluation should be instituted as clinically indicated.
PRECAUTIONS
General
Caution should be exercised when considering TYGACIL monotherapy in patients with complicated intra-abdominal
infections (clAl) secondary to clinically apparent intestinal perforation. (See ADVERSE REACTIONS.) In Phase 3
clAl studies (n=1642), 6 patients treated with TYGACIL and 2 patients treated with imipenem/cilastatin presented
with intestinal perforations and developed sepsis/septic shock. The 6 patients treated with TYGACIL had higher
APACHE Il scores (median = 13) vs the 2 patients treated with imipenem/cilastatin (APACHE Il scores = 4 and
6). Due to differences in baseline APACHE Il scores between treatment groups and small overall numbers, the
relationship of this outcome to treatment cannot be established.
Glycylcycline class antibiotics are structurally similar to tetracycline class antibiotics and may have similar adverse
effects. Such effects may include: photosensitivity, pseudotumor cerebri, and anti-anabolic action (which has
led to increased BUN, azotemia, acidosis, and hyperphosphatemia). As with tetracyclines, pancreatitis has been
reported with the use of TYGACIL.
The safety and efficacy of TYGACIL in patients with hospital acquired pneumonia have not been established. In
a study of patients with hospital acquired pneumonia, patients were randomized to receive TYGACIL (100 mg
initially, then 50 mg every 12 hours) or a comparator. In addition, patients were allowed to receive specified
adjunctive therapies. The sub-group of patients with ventilator-associated pneumonia who received TYGACIL
had lower cure rates (47.9% versus 70.1% for the clinically evaluable population) and greater mortality (25/131
[19.1%] versus 15/122 [12.3%)]) than the comparator.
As with other antibacterial drugs, use of TYGACIL may result in overgrowth of non-susceptible organisms,
including fungi. Patients should be carefully monitored during therapy. If superinfection occurs, appropriate
measures should be taken.
Prescribing TYGACIL in the absence of a proven or strongly suspected bacterial infection is unlikely to provide
benefit to the patient and increases the risk of the development of drug-resistant bacteria.
Information for Patients
Patients should be counseled that antibacterial drugs including TYGACIL should only be used to treat bacterial
infections. They do not treat viral infections (e.g., the common cold). When TYGACIL is prescribed to treat a
bacterial infection, patients should be told that although it is common to feel better early in the course of
therapy, the medication should be taken exactly as directed. Skipping doses or not completing the full course
of therapy may (1) decrease the effectiveness of the immediate treatment and (2) increase the likelihood that
bacteria will develop resistance and will not be treatable by TYGACIL or other antibacterial drugs in the future.
Diarrhea is a common problem caused by antibiotics which usually ends when the antibiotic is discontinued.
Sometimes after starting treatment with antibiotics, patients can develop watery and bloody stools (with or
without stomach cramps and fever) even as late as two or more months after having taken the last dose of the
antibiotic. If this occurs, patients should contact their physician as soon as possible.
Drug Interactions
Prothrombin time or other suitable anticoagulation test should be monitored if tigecycline is administered with
warfarin. (See CLINICAL PHARMACOLOGY, Drug-drug Interactions in full prescribing information.)
Concurrent use of antibacterial drugs with oral contraceptives may render oral contraceptives less effective.
Drug/Laboratory Test Interactions
There are no reported drug-laboratory test interactions.
Carcinogenesis, Mutagenesis, Impairment of Fertility
Lifetime studies in animals have not been performed to evaluate the carcinogenic potential of tigecycline. No
mutagenic or clastogenic potential was found in a battery of tests, including in vitro chromosome aberration
assay in Chinese hamster ovary (CHO) cells, in vitro forward mutation assay in CHO cells (HGRPT locus), in vitro
forward mutation assays in mouse lymphoma cells, and in vivo mouse micronucleus assay. Tigecycline did not affect
mating or fertility in rats at exposures up to 5 times the human daily dose based on AUC. In female rats, there were no
compound-related effects on ovaries or estrous cycles at exposures up to 5 times the human daily dose based on AUC.
Pregnancy

ic Effects—F y Category D
Tigecycline was not teratogenic in the rat or rabbit. In preclinical safety studies, C-labeled tigecycline crossed
the placenta and was found in fetal tissues, including fetal bony structures. The administration of tigecycline
was associated with slight reductions in fetal weights and an increased incidence of minor skeletal anomalies
(delays in bone ossification) at exposures of 5 times and 1 times the human daily dose based on AUC in rats
and rabbits, respectively. An increased incidence of fetal loss was observed at maternotoxic doses in the rabbits
with exposure equivalent to human dose.
There are no adequate and well-controlled studies of tigecycline in pregnant women. TYGACIL should be used
during pregnancy only if the potential benefit justifies the potential risk to the fetus. (See WARNINGS.)
Labor and Delivery
TYGACIL has not been studied for use during labor and delivery.
Nursing Mothers
Results from animal studies using '*C-labeled tigecycline indicate that tigecycline is excreted readily via the
milk of lactating rats. Consistent with the limited oral bioavailability of tigecycline, there is little or no systemic
exposure to tigecycline in nursing pups as a result of exposure via maternal milk.
It is not known whether this drug is excreted in human milk. Because many drugs are excreted in human milk,
caution should be exercised when TYGACIL is administered to a nursing woman. (See WARNINGS.)
Use in Patients with Hepatic Impairment
No dosage adjustment is warranted in patients with mild to moderate hepatic impairment (Child Pugh A and
Child Pugh B). In patients with severe hepatic impairment (Child Pugh C), the initial dose of tigecycline should
be 100 mg followed by a reduced maintenance dose of 25 mg every 12 hours. Patients with severe hepatic
impairment (Child Pugh C) should be treated with caution and monitored for treatment response. (See CLINICAL
PHARMACOLOGY, Special Populations, Use in Patients with Hepatic Impairment and DOSAGE AND
ADMINISTRATION in full prescribing information.)
Pediatric Use
Safety and effectiveness in pediatric patients below the age of 18 years have not been established.
(See WARNINGS.) Therefore, use in patients under 18 years of age is not recommended.
Geriatric Use
Of the total number of subjects who received TYGACIL in Phase 3 clinical studies (n=1415), 278 were 65 and over,
while 110 were 75 and over. No unexpected overall differences in safety or effectiveness were observed between these
subjects and younger subjects, but greater sensitivity to adverse events of some older individuals cannot be ruled out.
ADVERSE REACTIONS
Because clinical studies are conducted under varying conditions, adverse reaction rates observed in the clinical
studies of a drug cannot be directly compared to rates in the clinical studies of another drug and may not reflect
the rates observed in practice. The adverse reaction information from clinical studies does, however, provide a
basis for identifying the adverse events that appear to be related to drug use and for approximating rates.

Phase 3 clinical studies enrolled 1415 patients treated with TYGACIL. TYGACIL was discontinued due to
treatment-emergent adverse events in 5.0% of patients compared to 4.7% for all comparators (5.3% for
vancomycin/aztreonam and 4.4% for imipenem/cilastatin). Table 4 shows the incidence of treatment-emergent
adverse events through test of cure reported in 02% of patients in these studies regardless of causality.

Table 4. Incidence (%) of Treatment-Emergent Adverse Events Through Test of Cure
Reported in 02% of Patients Treated in Phase 3 Clinical Studies

Body System TYGACIL® Comparators®
Adverse Events (N=1415) (N=1382)
Body as a Whole
Abdominal pain 6.8 57
Abscess 3.2 2.6
Asthenia 25 1.7
Back Pain 1.2 2.3
Fever 7.1 9.8
Headache 5.9 6.5
Infection 8.3 5.4
Pain 37 29
Cardiovascular System
Hypertension 4.9 5.6
Hypotension 2.3 1.7
Phlebitis 1.8 3.8
Digestive System
Constipation 2.8 441
Diarrhea 12.7 10.8
Dyspepsia 29 1.6
Nausea 29.5 15.8
Vomiting 19.7 10.8
Hemic and Lymphatic System
Anemia 4.2 4.8
Leukocytosis 37 2.5
Thrombocythemia 6.1 6.2
Metabolic and Nutritional
Alkaline Phosphatase Increased 35 2.6
Amylase Increased 3.1 1.4
Bilirubinemia 23 0.9
BUN Increased 21 0.2
Healing Abnormal 35 2.6
Hyperglycemia 1.8 29
Hypokalemia 2.1 29
Hypoproteinemia 45 3.0
Lactic Dehydrogenase Increased 40 35
Peripheral Edema 33 33
SGOT Increased® 43 44
SGPT Increased® 5.6 47
Nervous System
Dizziness 3.5 2.7
Insomnia 23 33
Respiratory System
Cough Increased 37 3.8
Dyspnea 29 2.7
Pulmonary Physical Finding 1.9 2.2
Skin and Appendages
Pruritus 2.6 4.1
Rash 2.4 41
Sweating 2.3 1.6
Other
Local Reaction to Procedure 9.0 9.1

2100 mg initially, followed by 50 mg every 12 hours

bVancomycin/Aztreonam, Imipenem/Cilastatin, Linezolid

¢LFT abnormalities in TYGACIL-treated patients were reported more frequently in the post therapy period than
those in comparator-treated patients, which occurred more often on therapy.

In Phase 3 ¢SSSI and clAl studies, death occurred in 2.3% (32/1383) of patients receiving TYGACIL and 1.6%

(22/1375) of patients receiving comparator drugs; this difference is not statistically significant and relationship

to treatment cannot be established. In all treatment groups, mortality was associated with higher baseline co-
morbidity and/or greater severity of baseline infections.

In Phase 3 clinical studies, infection-related serious adverse events were more frequently reported for subjects

treated with TYGACIL (6.7%) vs comparators (4.6%). Significant differences in sepsis/septic shock with TYGACIL

(1.5%) vs comparators (0.5%) were observed. Due to baseline differences between treatment groups in this

subset of patients, the relationship of this outcome to treatment cannot be established. (See PRECAUTIONS.)

Other events included nonsignificant differences in abscess (1.8% vs 1.6%) and infections, including wound
infections (1.7% vs 1.1%) for TYGACIL vs comparators, respectively.

The most common treatment-emergent adverse events were nausea and vomiting which generally occurred

during the first 1 — 2 days of therapy. The majority of cases of nausea and vomiting associated with TYGACIL

and comparators were either mild or moderate in severity. In patients treated with TYGACIL, nausea incidence

was 29.5% (19.6% mild, 8.5% moderate, 1.4% severe) and vomiting incidence was 19.7% (12.3% mild, 6.3%
moderate, 1.1% severe). In patients treated for cSSSI, nausea incidence was 35.0% for TYGACIL and 8.9% for
vancomycin/aztreonam; iting incidence was 20.0% for TYGACIL and 4.2% for vancomycin/aztreonam. In
patients treated for clAl, nausea incidence was 25.3% for TYGACIL and 20.5% for imipenem/cilastatin; vomiting
incidence was 19.5% for TYGACIL and 15.3% for imipenem/cilastatin.

Discontinuation from tigecycline was most frequently associated with nausea (1.3%) and vomiting (1.0%). For

comparators, discontinuations were most frequently associated with rash (1.1%, vancomycin/aztreonam) and

nausea (1.0%, imipenem/cilastatin).

The following drug-related adverse events were reported infrequently (00.2% and <2%) in patients receiving

TYGACIL in Phase 3 clinical studies:

Body as a Whole: injection site inflammation, injection site pain, injection site reaction, septic shock, allergic

reaction, chills, injection site edema, injection site phlebitis

Cardiovascular System: thrombophlebitis, bradycardia, tachycardia, vasodilatation

Digestive System: anorexia, dry mouth, jaundice, abnormal stools

Metabolic/Nutritional System: increased creatinine, hypocalcemia, hypoglycemia, hyponatremia

Nervous System: somnolence

Special Senses: taste perversion

Hemic and Lymphatic System: prolonged activated partial thromboplastin time (aPTT), prolonged prothrombin

time (PT), eosinophilia, increased international normalized ratio (INR), thrombocytopenia

Urogenital System: vaginal moniliasis, vaginitis, leukorrhea

Post-Marketing Experience

Worldwide post-marketing adverse events not previously listed in the product label include: anaphylaxis/

anaphylactoid reactions, acute pancreatitis.

OVERDOSAGE

No specific information is available on the treatment of overdosage with tigecycline. Intravenous administration

of TYGACIL at a single dose of 300 mg over 60 minutes in healthy volunteers resulted in an increased incidence

of nausea and vomiting. In single-dose IV toxicity studies conducted with tigecycline in mice, the estimated

median lethal dose (LDsg) was 124 mg/kg in males and 98 mg/kg in females. In rats, the estimated LDso was

106 mg/kg for both sexes. Tigecycline is not removed in significant quantities by hemodialysis.

This Brief Summary is based on TYGACIL direction circular W10521C002 ETO1, revised 06/07.
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Important Safety Information

* To reduce the development of drug-resistant bacteria and maintain the
effectiveness of TYGACIL and other antibacterial drugs, TYGACIL should
be used only to treat infections proven or strongly suspected to be caused
by susceptible bacteria.

* Anaphylaxis/anaphylactoid reactions have been reported with nearly all
antibacterial agents, including tigecycline, and may be life-threatening.

* TYGACIL is contraindicated in patients with known hypersensitivity to
tigecycline.

* TYGACIL should be administered with caution in patients with known
hypersensitivity to tetracycline class antibiotics.

* Glycylcycline class antibiotics are structurally similar to tetracycline class

antibiotics and may have similar adverse effects. Such effects may include:

photosensitivity, pseudotumor cerebri, and anti-anabolic action (which has

led to increased BUN, azotemia, acidosis, and hyperphosphatemia). As with

tetracyclines, pancreatitis has been reported with the use of TYGACIL.

* The safety and efficacy of TYGACIL in patients with hospital-acquired
pneumonia have not been established.

Reference: 1. TYGACIL® (tigecycline) Prescribing Information,
Wyeth Pharmaceuticals Inc.

TYGACIL

A first-in-class antibiotic

Simplified empiric management of polymicrobial infections

TYGACIL is indicated for:

* In clinical trials, the most common treatment-emergent adverse events in
patients treated with TYGACIL were nausea (29.5%) and vomiting (19.7%).

* TYGACIL may cause fetal harm when administered to a pregnant woman.

* The safety and effectiveness of TYGACIL in patients below age 18 and
lactating women have not been established.

* Clostridium difficile-associated diarrhea (CDAD) has been reported with use
of nearly all antibacterial agents, including TYGACIL, and may range in
severity from mild diarrhea to fatal colitis.

* The use of TYGACIL during tooth development may cause permanent
discoloration of the teeth. TYGACIL should not be used during tooth develop-
ment unless other drugs are not likely to be effective or are contraindicated.

Please see brief summary of Prescribing Information on adjacent page.

gaacil
tigecycline IV

Reducing treatment complexity

© 2007, Wyeth Pharmaceuticals Inc., Philadelphia, PA 19101 208875-01
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