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Long-Term Study Sheds Light on Neonatal NEC

BY BRUCE JANCIN

Denver Bureau

COLORADO SPRINGS — Bowel func-
tion was normal in up to 90% of patients 15-
35 years after treatment for neonatal necro-
tizing enterocolitis in a large single-center
series, but neurologic and respiratory com-
plications were common, Dr. Thomas R.
Weber said at the annual meeting of the
Western Surgical Association.

The high prevalence of chronic neuro-
logic and respiratory problems was “prob-
ably the most disturbing finding in the
study,” he said, adding that blindness, deaf-
ness, and severe cerebral palsy resulted in
some cases.

The incidence of neonatal necrotizing
enterocolitis (NEC) has climbed in recent
decades in tandem with improved sur-
vival following premature birth. Its etiol-
ogy is multifactorial and poorly under-
stood. Although today NEC is successfully
managed nonoperatively in 50%-60% of
cases with a combination of bowel rest,
antibiotics, and ventilator support, the
condition nonetheless remains a common
pediatric surgical emergency, said Dr. We-
ber, professor of surgery and head of the
division of pediatric surgery at Albany
(N.Y.) Medical College and surgeon-in-
chief at Children’s Hospital of Albany.

Of the 255 patients with NEC who were
treated operatively and 180 who were man-
aged nonoperatively at Children’s Hospital
during 1970-1990, Dr. Weber and his coin-
vestigators were able to locate and survey
63% of the patients or their families.

He hypothesized that overall survival as
well as long-term bowel, respiratory, and
neurologic outcomes would be better
among patients treated in the 1980s than
the 1970s because of advances in patient
management. However, outcomes were
similar for patients treated in either decade.

Overall survival, for example, was 97% at
follow-up among patients who were man-
aged operatively and 88% in those who
were treated nonoperatively during the
1970s, and 91% and 85%, respectively, dur-
ing the 1980s—statistically similar results.

In the subset of children with NEC and
a birth weight below 1,000 g, however, sur-
vival at follow-up was substantially worse
(60%-75%). “There’s a significant increase
in morbidity, too. Many of these infants
had chronic respiratory and/or neurolog-
ic morbidity,” he said.

Roughly 90% of operatively managed pa-
tients and three-quarters of those man-
aged nonoperatively were on a regular diet
at follow-up, regardless of the decade in
which they were treated. A normal bowel
habit was reported by 84%-90% of patients.
Nearly one-quarter of patients whose NEC
was managed operatively underwent addi-
tional abdominal surgery later in life.

Neurologic deficits were present at fol-
low-up in 25%-32% of patients, with no
significant differences between groups or
time periods. “We weren’t able to demon-
strate any impact of operation on neuro-
logic outcomes, and this has been the ex-
perience at a number of other centers,”
Dr. Weber noted. Respiratory morbidity
was present in 39%-50% of patients at 15-
to 35-year follow-up.

One in five patients with NEC had short
bowel syndrome. Morbidity and mortali-
ty in this subgroup were particularly high.
Many of the late deaths resulted from liv-
er failure, including several patients who
had previously undergone liver transplan-
tation or small-bowel transplantation.

Dr. Weber was surprised at how little un-
derstanding many patients and their fami-
lies had about the past life-threatening con-
dition. “A number of patients knew they
had a scar on their abdomen but had no

idea what that scar was there for,” he said.
Discussant Dr. Karen W. West com-
mented that multiple studies indicate that
babies requiring care in a neonatal ICU
have as much as a one-in-three chance of
ending up with permanent physical, psy-
chological, or developmental handicaps.
“It appears the morbidities in this group
mainly relate to the respiratory strategies
we’ve employed. It can be hoped that a se-
ries of patients from 1990 and beyond—
with the initiation of our gentle ventila-

tion techniques, tolerance of lower en-
dotracheal pressures, and lower arterial
oxygen saturation levels—may actually
reduce the number of patients with visu-
al losses and chronic lung disease,” said
Dr. West, a pediatric surgeon at Indiana
University, Indianapolis.

The Albany study, with more than one
in three patients lost to follow-up, un-
derscores the difficulty in performing
decades-long follow-up studies in pedi-
atric patients. =
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Indications and usage

Levemir is indicated for once- or twice-daily
subcutaneous  administration  for  the
treatment of adult and pediatric patients
with type 1 diabetes mellitus or adult
patients with type 2 diabetes mellitus who
require basal (long-acting) insulin for the
control of hyperglycemia.

Important safety information

Levemir is contraindicated in patients
hypersensitive to insulin detemir or one of
its excipients.

Hypoglycemia is the most common
adverse effect of all insulin therapies,
including Levemir. As with other insulins,
the timing of hypoglycemic events
may differ among various insulin
preparations. Glucose monitoring is
recommended for all patients with
diabetes. Levemir is not to be used in
insulin infusion pumps. Any change of
insulin dose should be made cautiously
and only under medical supervision.
Concomitant oral antidiabetes
treatment may require adjustment.

Inadequate dosing or discontinuation of
treatment may lead to hyperglycemia and,
in patients with type 1 diabetes, diabetic

Please see brief summary of Prescribing Information on adjacent page.
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ketoacidosis. Levemir should not be
diluted or mixed with any other insulin
preparations. Insulin may cause sodium
retention and edema, particularly if
previously poor metabolic control s
improved by intensified insulin therapy.
Dose and timing of administration may
need to be adjusted to reduce the risk of
hypoglycemia in patients being switched to
Levemir from other intermediate or long-
acting insulin preparations. The dose of
Levemir may need to be adjusted in patients
with renal or hepatic impairment.

Other adverse events commonly
associated with insulin therapy may
include injection site reactions (on
average, 3% to 4% of patients in clinical
trials) such as lipodystrophy, redness, pain,
itching, hives, swelling, and inflammation.

"Whether these observed differences

represent true differences in the effects of
Levemir, NPH insulin, and insulin glargine is
not known, since these trials were not
blinded and the protocols (eg, diet and
exercise instructions and monitoring) were
not specifically directed at exploring
hypotheses related to weight effects of
the treatments compared. The clinical
significance of the observed differences in
weight has not been established.
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For your patients with

type 2 diabetes,

start once-daily Levemir®

Levemir helps patients with diabetes achieve their
A1C goal.'?

e 24-hour action at a once-daily dose®*

e Provides consistent insulin absorption and action,
day after day>>6

e Less weight gain’*
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