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Breaking the Code

She feared a physician's intrusion\p=m-\
lung cancer terror voiced with still eyes.
I chose to assist her surgeon
with the neck-node biopsy;
was drafted to assist
her fate's savage bite.
Her sweat-spent face sagged
toward purpling right hand
as the gaping trench we dug
finally let loose her lump,
then fired back its red missiles.
Panic sparked through our guts
fueled by routine's dry tinder.
"Unfair!" my clenched teeth screamed
when I saw her dusky fist
seize our sterile barrier.
Then, "Flat line\p=m-\standback!"
from chest's spongy twitch
and sickening heavy bounce.
Pus-filled lungs and clammy groin
were quickly invaded by blades,
needles and tubes\p=m-\
while my mind grew thicker,
"We gotta stick her ..."
She did not say goodbye
or where she wanted to go.
Death spills the suffering life contains.
This afternoon her pain passed on;
trenchant hours measured to me,
lifelong pangs for her children.
With quiet whispers the others
filed out beside me.

My heart wanted comfort of wailing—
tropical gusts to blow the chill
out of the now-dimmed surgical suite—
but I found no loved ones,
no beating of breasts.
Believing I might shake off
sodden heaviness like a drenched cat
I headed home to watch the sunset,
the Discovery Channel
(black bears grinning, trout stuck to paws)
and MTV videos
(RadioHead singing, "I am a creep, a weirdo").
Still numb, I could only wonder:
had Christ felt the blade placed
between his ribs with love?
I prayed that she ask Him,
and then for her children—
who had no chance to say goodbye.

Tim Van Ert
Selah, Wash
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BRIEF SUMMARY
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BEFORE USE.

The following is a brief summary only. Before prescribing, see complete prescribing information in
Flonase™ Nasal Spray product labeling.
CONTRAINDICATIONS: Flonase™ Nasal Spray is contraindicated in patients with a hypersensitivity to any
of its ingredients.
WARNINGS: The replacement of a systemic glucocorticoid with a topical glucocorticoid can be accompa¬
nied by signs of adrenal insufficiency, and in addition some patients may experience symptoms of with¬
drawal, e.g., joint and/or muscular pain, lassitude, and depression. Patients previously treated for prolonged
periods with systemic glucocorticoids and transferred to topical glucocorticoids should be carefully moni¬
tored for acute adrenal insufficiency in response to stress. In those patients who have asthma or other clin¬
ical conditions requiring long-term systemic glucocorticoid treatment, too rapid a decrease in systemic glu¬
cocorticoids may cause a severe exacerbation of their symptoms.

The use of Flonase™ Nasal Spray with alternate-day systemic prednisone could increase the likelihood
of hypothalamic-pituitary-adrenal (   ) suppression compared with a therapeutic dose of either one alone.
Therefore, Flonase Nasal Spray should be used with caution in patients already receiving alternate-day
prednisone treatment for any disease. In addition, the concomitant use of Flonase Nasal Spray with other
inhaled glucocorticoids could increase the risk of signs or symptoms of hypercorticism and/or suppression
of the    axis.

Patients who are on immunosuppressant drugs are more susceptible to infections than healthy individu¬
als. Chickenpox and measles, for example, can have a more serious or even fatal course in patients on
immunosuppressant doses of corticosteroids. In such patients who have not had these diseases, particular
care should be taken to avoid exposure. How the dose, route, and duration of corticosteroid administration
affects the risk of developing a disseminated infection is not known. The contribution of the underlying dis¬
ease and/or prior corticosteroid treatment to the risk is also not known. If exposed to chickenpox, prophy¬
laxis with varicella zoster immune globulin (VZIG) may be indicated. If exposed to measles, prophylaxis with
pooled intramuscular immunoglobulin (IG) may be indicated. (See the respective package inserts for com¬
plete VZIG and IG prescribing information). If chickenpox develops, treatment with antiviral agents may be
considered.

PRECAUTIONS:
General: Rarely, immediate hypersensitivity reactions or contact dermatitis may occur after the intranasal
administration of fluticasone propionate. Rare instances of wheezing, nasal septum perforation, cataracts,
glaucoma, and increased intraocular pressure have been reported following the intranasal application of
glucocorticoids.

Use of excessive doses of glucocorticoids may lead to signs or symptoms of hypercorticism, suppression
of    function, and/or suppression of growth in children or teenagers. Knemometry studies in asthmatic
children on orally inhaled glucocorticoids showed inhibitory effects on short-term growth rate. The relation¬
ship between short-term changes in lower leg growth and long-term effects on growth is unclear at this
time. Physicians should closely follow the growth of adolescents taking glucocorticoids, by any route, and
weigh the benefits of glucocorticoid therapy against the possibility of growth suppression if an adolescent's
growth appears slowed.

Although systemic effects have been minimal with recommended doses of Flonase™ Nasal Spray,
potential risk increases with larger doses. Therefore, larger than recommended doses of Flonase Nasal
Spray should be avoided.

When used at larger doses, systemic glucocorticoid effects such as hypercorticism and adrenal suppres¬
sion may appear. If such changes occur, the dosage of Flonase Nasal Spray should be discontinued slowly
consistent with accepted procedures for discontinuing oral glucocorticoid therapy.

In clinical studies with fluticasone propionate administered intranasally, the development of localized
infections of the nose and pharynx with Candida albicans has occurred only rarely. When such an infection
develops, it may require treatment with appropriate local therapy and discontinuation of treatment with
Flonase Nasal Spray. Patients using Flonase Nasal Spray over several months or longer should be exam¬
ined periodically for evidence of Candida infection or other signs of adverse effects on the nasal mucosa.

Flonase Nasal Spray should be used with caution, if at all, in patients with active or quiescent tubercu¬
lous infections; untreated fungal, bacterial, or systemic viral infections; or ocular herpes simplex.

Because of the inhibitory effect of glucocorticoids on wound healing, patients who have experienced
recent nasal septal ulcers, nasal surgery, or nasal trauma should not use a nasal glucocorticoid until heal¬
ing has occurred.
Information for Patients: Patients being treated with Flonase Nasal Spray should receive the following
information and instructions. This information is intended to aid them in the safe and effective use of this
medication. It is not a disclosure of all possible adverse or intended effects.

Patients should be warned to avoid exposure to chickenpox or measles and, if exposed, to consult their
physician without delay.

Patients should use Flonase Nasal Spray at regular intervals as directed since its effectiveness depends
on its regular use. A decrease in nasaf symptoms may occur as soon as 12 hours after starting therapy
with Flonase Nasal Spray. Results in several clinical trials indicate statistically significant improvement
within the first day or two of treatment; however, the full benefit of Flonase Nasal Spray may not be
achieved until treatment has been administered for several days. The patient should not increase the pre¬
scribed dosage but should contact the physician if symptoms do not improve or if the condition worsens.
For the proper use of the nasal spray and to attain maximum improvement, the patient should read and fol¬
low carefully the patient's instructions accompanying the product.
Carcinogenesis, Mutagenesis, Impairment of Fertility: Fluticasone propionate demonstrated no tumori-
genie potential in studies of oral doses up to 1.0 mg/kg (3 mg/m2 as calculated on a surface area basis)
for 78 weeks in the mouse or inhalation of up to 57 meg/kg (336 meg/m2) for 104 weeks in the rat.

Fluticasone propionate did not induce gene mutation in prokaryotic or eukaryotic cells in vitro. No signif¬
icant clastogenic effect was seen in cultured human peripheral lymphocytes in vitro or in the mouse
micronucleus test when administered at high doses by the oral or subcutaneous routes. Furthermore, the
compound did not delay erythroblast division in bone marrow.

No evidence of impairment of fertility was observed in reproductive studies conducted in rats dosed
subcutaneously with doses up to 50 meg/kg (295 meg/m2) in males and females. However, prostate
weight was significantly reduced in rats.
Pregnancy: Teratogenic Effects: Pregnancy Category C: Subcutaneous studies in the mouse and rat at
45 and 100mcg/kg, respectively (135 and 590 meg/m2, respectively, as calculated on a surface area
basis), revealed fetal toxicity characteristic of potent glucocorticoid compounds, including embryonic
growth retardation, omphalocele, cleft palate, and retarded cranial ossification.

In the rabbit, fetal weight reduction and cleft palate were observed following subcutaneous doses of 4
meg/kg (48 meg/m2).

However, following oral administration of up to 300 meg/kg (3.6 mg/m2) of fluticasone propionate to the
rabbit, there were no maternal effects nor increased incidence of external, visceral, or skeletal fetal
defects. No fluticasone propionate was detected in the plasma in this study, consistent with the established
low bioavailability following oral administration (see CLINICAL PHARMACOLOGY section of the full prescrib¬
ing information).

Less than 0.008% of the dose crosses the placenta following oral administration to rats (100 meg/kg,
590 meg/m2) or rabbits (300 meg/kg, 3.6 mg/m2).
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There are no adequate and well-controlled studies in pregnant women. Fluticasone propionate should be
used during pregnancy only if the potential benefit justifies the potential risk to the fetus. Experience with
oral glucocorticoids since their introduction in pharmacologie, as opposed to physiologic, doses suggests
that rodents are more prone to teratogenic effects from glucocorticoids than humans. In addition, because
there is a natural increase in glucocorticoid production during pregnancy, most women will require a lower
exogenous glucocorticoid dose and many will not need glucocorticoid treatment during pregnancy.
Nursing Mothers: It is not known whether fluticasone propionate is excreted in human breast milk.
Subcutaneous administration of tritiated drug to lactating rats (10 meg/kg, 59 meg/m2) resulted in measur¬
able radioactivity in both plasma and milk. Because other glucocorticoids are excreted in human milk, cau¬
tion should be exercised when Flonase Nasal Spray is administered to a nursing woman.
Pediatrie Use: The safety and effectiveness of Flonase Nasal Spray in children below 12 years of age have
not been established. Oral glucocorticoids have been shown to cause growth suppression in children and
teenagers with extended use. If a child or teenager on any glucocorticoid appears to have growth suppres¬
sion, the possibility that they are particularly sensitive to this effect of glucocorticoids should be considered
(see PRECAUTIONS).
Geriatric Use: A limited number of patients above 60 years of age (n-132) have been treated with Flonase
Nasal Spray in US and non-US clinical trials. While the number of patients is too small to permit separate
analysis of efficacy and safety, the adverse reactions reported in this population were similar to those
reported by younger patients.
ADVERSE REACTIONS: In controlled US studies, 2,427 patients received treatment with intranasal flutica¬
sone propionate. In general, adverse reactions in clinical studies have been primarily associated with irrita¬
tion of the nasal mucous membranes, and the adverse reactions were reported with approximately the
same frequency by patients treated with the vehicle itself. The complaints did not usually interfere with
treatment. Less than 2% of patients in clinical trials discontinued because of adverse events; this rate was
similar for vehicle and active comparators.

Systemic glucocorticoid side effects were not reported during controlled clinical studies up to 6 months
duration with Flonase™ Nasal Spray. If recommended doses are exceeded, however, or if individuals are
particularly sensitive or if in conjunction with systemically administered glucocorticoids, symptoms of
hypercorticism, e.g., Cushing's syndrome, could occur.

The following incidence of common adverse reactions is based upon seven controlled clinical trials in
which 536 patients (57 girls and 108 boys aged 4 to 11 years, 137 female and 234 male adolescents and
adults) were treated with Flonase Nasal Spray 200 meg once daily over 2 to 4 weeks and two controlled
clinical trials in which 246 patients (119 female and 127 male adolescents and adults) were treated with
Flonase Nasal Spray 200 meg once daily over 6 months.
Incidence Greater than 1% (Causal Relationship Possible): Respiratory: Epistaxis, nasal burning (inci¬
dence 3% to 6%); blood in nasal mucus, pharyngitis, nasal irritation (incidence 1% to 3%).

Neurological: Headache (incidence 1 % to 3%).
Incidence Less than 1% (Causal Relationship Possible): Respiratory: Sneezing, runny nose, nasal dry¬
ness, sinusitis, nasal congestion, bronchitis, nasal ulcer, nasal septum excoriation.

Neurological: Dizziness.
Special Senses: Eye disorder, unpleasant taste.
Digestive: Nausea and vomiting, xerostomia.
Skin and Appendages: Urticaria.

OVERDOSAGE: There are no data available on the effects of acute or chronic overdosage with Flonase™
Nasal Spray. Intranasal administration of 2 mg (10 times the recommended dose) of fluticasone propionate
twice daily for 7 days to healthy human volunteers was well tolerated. Single oral doses up to 16 mg have
been studied in human volunteers with no acute toxic effects reported. Repeat oral doses up to 80 mg
daily for 10 days in volunteers and repeat oral doses up to 10 mg daily for 14 days in patients were well
tolerated. Adverse reactions were of mild or moderate severity, and incidences were similar in active and
placebo treatment groups. Acute overdosage with this dosage form is unlikely since one bottle of Flonase
Nasal Spray contains approximately 8 mg of fluticasone propionate. Chronic overdosage may result in
signs/symptoms of hypercorticism (see PRECAUTIONS).
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ensuring that sound and compassionate decisions are

made for our patients. Layde et al remind us that we

cannot rely on a single thread, nor can we ignore the
imperative to listen to our patients while they still
have the ability to speak.

Barbara A. Morris, MD
University of Cincinnati (Ohio)
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