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After Trauma, 31% Report Sexual Dysfunction

BY ROBERT FINN

San Francisco Bureau

SaN FraNcisco — Nearly one-third
of trauma patients reported at least some
degree of sexual dysfunction a year after
injury, according to a multicenter
prospective cohort study.

This rate is about double that of
healthy patients, and triple that of
healthy patients under the age of 50

years, Dr. Matthew D. Sorenson said at
the annual clinical conference of the
American College of Surgeons.

“In fact, we found that a moderate to
severe traumatic injury imparts a risk of
sexual dysfunction above and beyond
the risk that may be imparted by known
risk factors for sexual dysfunction, such
as increasing age, diabetes, and lower
socioeconomic status,” Dr. Sorensen of
the University of Washington, Seattle,

said in a prepared statement.

The study was based on data from the
National Study on the Costs and Out-
comes of Trauma (NSCOT), which in-
cluded 69 hospitals from 15 geographic
regions in the United States. Patients
were between 18 and 84 years of age and
had moderate to severe injuries. A year
following their injuries patients com-
pleted a 45-minute phone interview.

Of 10,122 patients, 3,087 (31%) an-

swered yes to the question, “As a result
of your physical health, were you limit-
ed in your ability to have sexual rela-
tions?”

Investigators then assessed whether
those patients had mild or severe sexual
dysfunction. For 57% of the patients
with sexual dysfunction, that dysfunc-
tion was severe.

The investigators performed a multi-
variate analysis, adjusting for gender,

race, marital status, mechanism of injury,
and genitourinary injury to determine
the independent predictors of severe sex-
ual dysfunction.

As expected, spinal cord injury
emerged as the best predictor of severe
sexual dysfunction, with an adjusted rel-
ative risk of 3.7. But with the relative risk
of 2.3, very severe injury turned out to
be a better predictor of severe sexual dys-
function than did either pelvic fracture or
a lower extremity fracture, both of
which had relative risks of 1.5.

Other significant independent predic-
tors of severe sexual dysfunction were
age, global health status, diabetes, and in-
come category.

Chronic pain proved to be another in-
dependent predictor of severe sexual
dysfunction after the investigators ad-
justed for age, gender, race, comorbidi-
ties, self-reported health, mechanism of
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INDICATIONS AND USAGE: NovoLog® is an insulin analog indicated to improve glycemic control in
adults and children with diabetes mellitus.

CONTRAINDICATIONS: Novolog® is contraindicated during episodes of hypoglycemia and in
patients hypersensitive to NovoLog® or one of its excipients.

WARNINGS AND PRECAUTIONS: Administration: NovolLog® has a more rapid onset of action
and a shorter duration of activity than regular human insulin. An injection of NovoLog® should
immediately be followed by a meal within 5-10 minutes. Because of NovoLog®s short duration of action,
a longer acting insulin should also be used in patients with type 1 diabetes and may also be needed in
patients with type 2 diabetes. Glucose monitoring is recommended for all patients with diabetes and is
particularly important for patients using external pump infusion therapy. Any change of insulin dose
should be made cautiously and only under medical supervision. Changing from one insulin product to
another or changing the insulin strength may result in the need for a change in dosage. As with all insulin
preparations, the time course of NovoLog® action may vary in different individuals or at different times
in the same individual and is dependent on many conditions, including the site of injection, local blood
supply, temperature, and physical activity. Patients who change their level of physical activity or meal
plan may require adjustment of insulin dosages. Insulin requirements may be altered during illness,
emotional disturbances, or other stresses. Patients using continuous subcutaneous insulin infusion
pump therapy must be trained to administer insulin by injection and have alternate insulin therapy
available in case of pump failure. Hypoglycemia: Hypoglycemia is the most common adverse effect of
all insulin therapies, including NovoLog®. Severe hypoglycemia may lead to unconsciousness and/or
convulsions and may result in temporary or permanent impairment of brain function or death. Severe
hypoglycemia requiring the assistance of another person and/or parenteral glucose infusion or glucagon
administration has been observed in clinical trials with insulin, including trials with NovolLog®. The
timing of hypoglycemia usually reflects the time-action profile of the administered insulin formulations

pump system for longer than 48 hours. Reservoirs and infusion sets should be changed at least every 48
hours. NovoLog® should not be exposed to temperatures greater than 37°C (98.6°F). NovoLog® that
will be used in a pump should not be mixed with other insulin or with a diluent [see Dosage
and Administration, Warnings and Precautions and How Supplied/Storage and Handling, Patient
Counseling /nformation.

ADVERSE REACTIONS: Clinical Trial Experience: Because clinical trials are conducted under
widely varying designs, the adverse reaction rates reported in one clinical trial may not be easily
compared to those rates reported in another clinical trial, and may not reflect the rates actually observed
in clinical practice. Hypogiycemia: Hypoglycemia is the most commonly observed adverse reaction
in patients using insulin, including NovoLog® [see Warnings and Precautions]. Insulin initiation
and glucose controf intensification: Intensification or rapid improvement in glucose control has been
associated with a transitory, reversible ophthalmologic refraction disorder, worsening of diabetic
retinopathy, and acute painful peripheral neuropathy. However, long-term glycemic control decreases
the risk of diabetic retinopathy and neuropathy. Lipodystrophy: Long-term use of insulin, including
NovoLog®, can cause lipodystrophy at the site of repeated insulin injections or infusion. Lipodystrophy
includes lipohypertrophy (thickening of adipose tissue) and lipoatrophy (thinning of adipose tissue),
and may affect insulin absorption. Rotate insulin injection or infusion sites within the same region
to reduce the risk of lipodystrophy. Weight gain: Weight gain can occur with some insulin therapies,
including NovoLog®, and has been attributed to the anabolic effects of insulin and the decrease in
glucosuria. Peripheral Edema: Insulin may cause sodium retention and edema, particularly if previously
poor metabolic control is improved by intensified insulin therapy. Frequencies of adverse drug reactions:
The frequencies of adverse drug reactions during NovoLog® clinical trials in patients with type 1 diabetes
mellitus and type 2 diabetes mellitus are listed in the tables below.

Table 1: Treatment-Emergent Adverse Events in Patients with Type 1 Diabetes Mellitus
(Adverse events with frequency > 5% and occurring more frequently with NovoLog®
compared to human regular insulin are listed)
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pain. That adjusted odds ratio increased
to 7.26 among patients with pain grade
III (moderately limiting), and to 36.4
among patients with pain grade IV (se-

control [see Drug Interactions]. These situations may result in severe hypoglycemia (and, possibly, loss
of consciousness) prior to the patient’s awareness of hypoglycemia. Intravenously administered insulin
has a more rapid onset of action than subcutaneously administered insulin, requiring more close
monitoring for hypoglycemia. Hypokalemia: All insulin products, including NovoLog®, cause a shift
in potassium from the extracellular to intracellular space, possibly leading to hypokalemia that, if left
untreated, may cause respiratory paralysis, ventricular arrhythmia, and death. Use caution in patients

*Hypoglycemia is defined as an episode of blood glucose concentration <45 mg/dL with or without
symptoms. See Clinical Studies for the incidence of serious hypoglycemia in the individual clinical trials.

Table 2: Treatment-Emergent Adverse Events in Patients with Type 2 Diabetes Mellitus
(except for hypoglycemia, adverse events with frequency > 5% and occurring more
frequently with NovoLog® compared to human regular insulin are listed)
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dysfunction that’s causing depression or
the depression that’s causing sexual dys-
function, that’s all really unknown.”

The prepared statement quoted Dr.
Sorensen as saying that these findings
should serve as a wake-up call for physi-
cians who treat trauma patients. “For
most practitioners, both primary care
and trauma physicians, sexual function is
not on their radar screen, and most of-
ten they think of erectile dysfunction in
men. ... But sexual dysfunction is a ma-
jor determinant of quality of life, im-
pacts both men and women, and if physi-
cians don't ask patients about their sexual
health, the patients are unlikely to bring
it up. This is something physicians should
be asking their patients about, because
there are excellent medications that work
in the majority of patients.”

trials, 3 of 2341 (0.1%) Novolog®-treated patients discontinued due to allergic reactions. Antibody
Production: Increases in anti-insulin antibody titers that react with both human insulin and insulin
aspart have been observed in patients treated with NovoLog®. Increases in anti-insulin antibodies are
observed more frequently with NovoLog® than with regular human insulin. Data from a 12-month
controlled trial in patients with type 1 diabetes suggest that the increase in these antibodies is transient,
and the differences in antibody levels between the regular human insulin and insulin aspart treatment
groups observed at 3 and 6 months were no longer evident at 12 months. The clinical significance of
these antibodies is not known. These antibodies do not appear to cause deterioration in glycemic control
or necessitate increases in insulin dose. Mixing of Insulins: Mixing NovoLog® with NPH human
insulinimmediately before injection attenuates the peak concentration of NovoLog®, without significantly
affecting the time to peak concentration or total bioavailability of NovoLog®. If NovoLog® is mixed with
NPH human insulin, NovoLog® should be drawn into the syringe first, and the mixture should be injected
immediately after mixing. The efficacy and safety of mixing NovoLog® with insulin preparations
produced by other manufacturers have not been studied. Insulin mixtures should not be administered
intravenously. Subcutaneous continuous insulin infusion by external pump: When used in
an external subcutaneous insulin infusion pump, NovoLog® should not be mixed with any
other insulin or diluent. When using NovoLog® in an external insulin pump, the NovoLog®-specific
information should be followed (e.g., in-use time, frequency of changing infusion sets) because
NovoLog®-specific information may differ from general pump manual instructions. Pump or infusion set
malfunctions or insulin degradation can lead to a rapid onset of hyperglycemia and ketosis because of
the small subcutaneous depot of insulin. This is especially pertinent for rapid-acting insulin analogs that
are more rapidly absorbed through skin and have a shorter duration of action. Prompt identification and
correction of the cause of hyperglycemia or ketosis is necessary. Interim therapy with subcutaneous
injection may be required [see Dosage and Administration, Warnings and Precautions, How Supplied/
Storage and Handling, and Patient Counseling Information). NovoLog® is recommended for use in pump
systems suitable for insulin infusion as listed below. Pumps: MiniMed 500 series and other equivalent
pumps. Reservoirs and infusion sets: NovoLog® is recommended for use in reservoir and infusion
sets that are compatible with insulin and the specific pump. In-vitro studies have shown that pump
malfunction, loss of metacresol, and insulin degradation, may occur when NovolLog® is maintained in a
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*Hypoglycemia is defined as an episode of blood glucose concentration <45 mg/dL, with or without
symptoms. See Clinical Studies for the incidence of serious hypoglycemia in the individual clinical trials.
Postmarketing Data: The following additional adverse reactions have been identified during
postapproval use of NovolLog®. Because these adverse reactions are reported voluntarily from a
population of uncertain size, it is generally not possible to reliably estimate their frequency. Medication
errors in which other insulins have been accidentally substituted for NovoLog® have been identified
during postapproval use [see Patient Counseling Information).

OVERDOSAGE: Excess insulin administration may cause hypoglycemia and, particularly when given
intravenously, hypokalemia. Mild episodes of hypoglycemia usually can be treated with oral glucose.
Adjustments in drug dosage, meal patterns, or exercise, may be needed. More severe episodes with
coma, seizure, or neurologic impairment may be treated with intramuscular/subcutaneous glucagon or
concentrated intravenous glucose. Sustained carbohydrate intake and observation may be necessary
because hypoglycemia may recur after apparent clinical recovery. Hypokalemia must be corrected
appropriately.

More detailed information is available on request.
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