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New synergy
n c o m b i n a t i o n w i t h s u l f o n y l u r e a s

Synergy that results in significant reductions in HbA1c

1 In a clinical trial at 1 year, Rezulin (600 mg/day), given in combination
with micronized glyburide, reduced HbA]C by 2.7*

Synergy that helps reach ADA targets

• In the same study at 1 year,
60% of patients achieved HbA]c < 8%
41% of patients achieved HbA1c < 7%

Synergy that works with diet and exercise at every stage

Indicated for concomitant use with a sulfonylurea or insulin or as monotherapy,
as an adjunct to diet and exercise, in type 2 diabetes

The first and only PPAR-gamma Activator

•Rezulin 600 mg and 12 mg micronized glyburide
qd vs glyburide alone. This presentation
represents the results of patients receiving
the maximum dose of Rezulin. Please refer
to the package insert for results of patients
receiving lower doses.

REULM
Unlocks insulin resistance

Rezulin may be used concomitantlywith a sulfonylurea or insulin to improve glycemic control. Rezulin, as monotherapy, is indicated as an adjunct to
diet and exercise to lower blood glucose in patients with type 2 diabetes. Rezulin should not be used as monotherapy in patients previously well
controlled on sulfonylurea therapy. For patients inadequately controlled with a sulfonylurea alone, Rezulin should be added to, not substituted for,
the sulfonylurea.
Management of type 2 diabetes should also include diet control, weight loss, and exercise, which are essential for proper treatment, '•''••'•''•
In a clinical study with Rezulin in combination with glyburide, these improvements in glycemic control were associated with mean weight gains of 5.8
to 13.1 pounds. To eliminate weight as a confounding factor in this study, patients had been instructed to follow a diet to maintain current weight. In
studies of Rezulin as monotherapy, there were no clinically significant changes in weight.
Prior to initiation of Rezulin therapy, correctable causes of poor glycemic control should be sought and treated. Rezulin should not be used in type 1
diabetes or for the treatment of diabetic ketoacidosis.
Rare cases of severe idiosyncratic hepatocellular injury have been reported during marketed use (see Adverse Reactions). The hepatic injury is
usually reversible, but very rare cases of hepatic failure, leading to death or liver transplant, have been reported. Injury has occurred after both
short- and long-term troghtazone treatment. '
It is recommended that serum transaminase levels be checked at the start of therapy, monthly for the first 6 months of therapy, every 2 months for the
remainder of the first year of troglitazone therapy, and periodically thereafter. Liver function tests also should be obtained for patients at the first
symptoms suggestive of hepatic dysfunction. Rezulin therapy should not be initiated if the patient exhibits clinical or laboratory evidence of active liver
disease (eg, ALT >3 times the upper limit of normal) and should be discontinued if the patient has jaundice or laboratory measurements suggest liver
injury (eg, ALT >3 times the upper limit of normal).
Please see following page for Brief Summary of full Prescribing Information, including Hepatic boxed WARNING.
PO-188-JA-2009-C2(127)
710049
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WARNINGS
Hepatic
Rare cases of severe idiosyncratic hepatocellular injury have been reported during marketed use (see ADVERSE REAC-
TIONS). The hepatic injury is usually reversible, but very rare cases of hepatic failure, leading to death or liver transplant
have been reported. Injury has occurred after both short- and long-term troglitazone treatment
During all clinical studies in North America, a total of 48 of 2510 (1.9%) Rezulin-treated patients and 3 of 475 (0.6%) place-
bo-treated patients had ALT levels greater than 3 times the upper limit of normal. Twenty of the Rezulin-treated and one of
the placebo-treated patients were withdrawn from treatment Two of the 20 Rezulin-treated patients developed reversible
jaundice; one of these patients had a liver biopsy which was consistent with an idiosyncratic drug reaction. An additional
Rezulin-treated patient had a liver biopsy which was also consistent with an idiosyncratic drug reaction. (See ADVERSE
REACTIONS, Laboratory Abnormalities.)
It is recommended that serum transaminase levels be checked at the start of therapy, monthly for the first six months of
therapy, every two months for the remainder of the first year of troglitazone therapy, and periodically thereafter. Liver func-
tion tests also should be obtained for patients at the first symptoms suggestive of hepatic dysfunction, eg, nausea, vomit-
ing, abdominal pain, fatigue, anorexia, dark urine. Rezulin therapy should not be initiated if the patient exhibits clinical or
laboratory evidence of active liver disease (eg, ALT>3 times the upper limit of normal) and should be discontinued if the
patient has jaundice or laboratory measurements suggest liver injury (eg, ALT>3 times the upper limit of normal).

BRIEF SUMMARY
Consult Package Insert for full Prescribing Information.
INDICATIONS AND USAGE
Rezulin may be used concomitantly with a sulfonylurea or insulin to improve glycemic control. Rezulin, as monotherapy, is indi-
cated as an adjunct to diet and exercise to lower blood glucose in patients with type II diabetes (see DOSAGE AND ADMIN-
ISTRATION in Package Insert for full Prescribing Information). Rezulin should not be used as monotherapy in patients previ-
ously well-controlled on sulfonylurea therapy. For patients inadequately controlled with a sulfonylurea alone, Rezulin should
be added to, not substituted for, the sulfonylurea.
Management of type II diabetes should include diet control. Caloric restriction, weight loss, and exercise are essential for the
proper treatment of the diabetic patient. This is important not only in the primary treatment of type II diabetes, but in main-
taining the efficacy of drug therapy. Prior to initiation of Rezulin therapy, secondary causes of poor glycemic control, eg, infec-
tion or poor injection technique, should be investigated and treated.
CONTRAINDICATIONS
Rezulin is contraindicated in patients with known hypersensitivity or allergy to Rezulin or any of its components.
WARNINGS
SEE BOXED WARNING.
PRECAUTIONS
General
Because of its mechanism of action, Rezulin is active only in the presence of insulin. Therefore, Rezulin should not be used in
type I diabetes or for the treatment of diabetic keto-acidosis.
Hypoglycemia: Patients receiving Rezulin in combination with insulin or oral hypoglycemic agents may be at risk for hypo-
glycemia and a reduction in the dose of the concomitant agent may be necessary. Hypoglycemia has not been observed dur-
ing the administration of Rezulin as monotherapy and would not be expected based on the mechanism of action.
Ovulation: In premenopausal anovulatory patients with insulin resistance, Rezulin treatment may result in resumption of ovu-
lation. These patients may be at risk for pregnancy.
Hematologic: Across all clinical studies, hemoglobin declined by 3 to 4% in troglitazone-treated patients compared with 1 to
2% in those treated with placebo. White blood cell counts also declined slightly in troglitazone-treated patients compared to
those treated with placebo. These changes occurred within the first four to eight weeks of therapy. Levels stabilized and
remained unchanged for up to two years of continuing therapy. These changes may be due to the dilutional effects of
increased plasma volume and have not been associated with any significant hematologic clinical effects (see ADVERSE
REACTIONS, Laboratory Abnormalities).
Use in Patients With Heart Failure
Heart enlargement without microscopic changes has been observed in rodents at exposures of parent compound and active
metabolite exceeding 7 times the AUC of the 400 mg human dose (see PRECAUTIONS, Carcinogenesis, Mutagenesis,
Impairment of Fertility, and Animal Toxicology). Serial echocardiographic evaluations in monkeys treated chronically at expo-
sures at 4-9 times the human exposure to parent compound and active metabolite at the 400 mg dose did not reveal changes
in heart size or function. In a 2-year echocardiographic clinical study using 600 to 800 mg/day of Rezulin in patients with type
II diabetes, no increase in left ventricular mass or decrease in cardiac output was observed. The methodology employed was
able to detect a change of about 10% or more in left ventricular mass.
In animal studies, troglitazone treatment was associated with increases of 6% to 15% in plasma volume. In a study of 24 nor-
mal volunteers, an increase in plasma volume of 6% to 8% compared to placebo was observed following 6 weeks of troglita-
zone treatment.
No increased incidence of adverse events potentially related to volume expansion (eg, congestive heart failure) have been
observed during controlled clinical trials. However, patients with New York Heart Association (NYHA) Class III and IV cardiac
status were not studied during clinical trials. Therefore, Rezulin is not indicated unless the expected benefit is believed to out-
weigh the potential risk to patients with NYHA Class III or IV cardiac status.
Information for Patients
Rezulin should be taken with meals. If the dose is missed at the usual meal, it may be taken at the next meal. If the dose is
missed on one day, the dose should not be doubled the following day.
It is important to adhere to dietary instructions and to regularly have blood glucose and glycosylated hemoglobin tested.
During periods of stress such as fever, trauma, infection, or surgery, insulin requirements may change and patients should
seek the advice of their physician.
Patients who develop nausea, vomiting, abdominal pain, fatigue, anorexia, dark urine or other symptoms suggestive of hepat-
ic dysfunction or jaundice should immediately report these signs or symptoms to their physician.
When using combination therapy with insulin or oral hypoglycemic agents, the risks of hypoglycemia, its symptoms and treat-
ment, and conditions that predispose to its development should be explained to patients and their family members.
Use of Rezulin can cause resumption of ovulation in women taking oral contraceptives and in patients with polycystic ovary
disease. Therefore, a higher dose of an oral contraceptive or an alternative method of contraception should be considered.
Rezulin may affect other medications used in diabetic patients. Patients started on Rezulin should ask their physician to review
their other medications to make sure that they are not affected by Rezulin.
Drug Interactions
Oral Contraceptives: Administration of Rezulin with an oral contraceptive containing ethinyl estradiol and norethindrone
reduced the plasma concentrations of both by approximately 30%, which could result in loss of contraception. Therefore, a
higher dose of oral contraceptive or an alternative method of contraception should be considered.
Terfenadine: Coadministration of Rezulin with terfenadine decreases the plasma concentration of both terfenadine and its
active metabolite by 50-70% and may result in decreased efficacy of terfenadine.
Cholestyramine: Concomitant administration of cholestyramine with Rezulin reduces the absorption of troglitazone by 70%;
thus, coadministration of cholestyramine and Rezulin is not recommended.
Glyburide: Coadministration of Rezulin and glyburide does not appear to alter troglitazone or glyburide pharmacokinetics.
Digoxin: Coadministration of Rezulin with digoxin does not alter the steady-state pharmacokinetics of digoxin.
Warfarin: Rezulin has no clinically significant effect on prothrombin time when administered to patients receiving chronic war-
farin therapy.
Acetaminophen: Coadministration of acetaminophen and Rezulin does not alter the pharmacokinetics of either drug.
Metformin: No information is available on the use of Rezulin with metformin.
Ethanol: A single administration of a moderate amount of alcohol did not increase the risk of acute hypoglycemia in Rezulin-
treated patients with type II diabetes mellitus.
The above interactions with terfenadine and oral contraceptives suggest that troglitazone may induce drug metabolism by
CYP3A4. Studies have not been performed with other drugs metabolized by this enzyme such as: astemizole, calcium channel
blockers, cisapride, corticosteroids, cyclosporine, HMG-CoA reductase inhibitors, tacrolimus, triazolam, and trimetrexate. The
possibility of altered safety and efficacy should be considered when Rezulin is used concomitantly with these drugs.
Patients stable on one or more of these agents when Rezulin is started should be closely monitored and their therapy
adjusted as necessary.

Troglitazone was administered daily for 104 weeks to male rats at 100,400, or 800 mg/kg and to female rats at 25,50, or 200
mg/kg. No tumors of any type were increased at the low and mid doses. Plasma drug exposure based on AUC of parent com-
pound and total metabolites at the low and mid doses was up to 24-fold higher than human exposure at 400 mg daily. The high-
est dose in each sex exceeded the maximum tolerated dose. In a 104-week study in mice given 50,400, or 800 mg/kg, incidence
of hemangiosarcoma was increased in females at 400 mg/kg and in both sexes at 800 mg/kg; incidence of hepatocellular car-
cinoma was increased in females at 800 mg/kg. The lowest dose associated with increased tumor incidence (400 mg/kg) was
associated with AUC values of parent compound and total metabolites that were at least 2-fold higher than the human expo-
sure at 400 mg daily. No tumors of any type were increased in mice at 50 mg/kg at exposures up to 40% of that in humans at
400 mg daily, based on AUC of parent compound and total metabolites.
Troglitazone was neither mutagenic in bacteria nor clastogenic in bone marrow of mice. Equivocal increases in chromosome
aberrations were observed in an in vitro Chinese hamster lung cell assay. In mouse lymphoma cell gene mutations assays,
results were equivocal when conducted with a microtiter technique and negative with an sgar plate technique. A liver
unscheduled DNA synthesis assay in rats was negative.
No adverse effects on fertility or reproduction were observed in male or female rats given 40,200, or 1000 mg/kg daily prior to
and throughout mating and gestation. AUC of parent compound at these doses was estimated to be 3- to 9-fold higher than
the human exposure.
Animal Toxicology
Increased heart weights without microscopic changes were observed in mice and rats treated for up to 1 year at exposure
(AUC) of parent and active metabolite exceeding 7 times the human AUC at 400 mg/day. These heart weight increases were
reversible in 2- and 13-week studies, were prevented by coadministration of an ACE inhibitor, and 14 days of troglitazone
administration to rats did not affect left ventricular performance. In the lifetime carcinogenicity studies, microscopic changes
were noted in the hearts of rats but not in mice. In control and treated rats, microscopic changes included myocardial inflam-
mation and fibrosis and karyomegaly of atria) myocytes. The incidence of these changes in drug-treated rats was increased
compared to controls at twice the AUC of the 400 mg human dose.
Pregnancy
Pregnancy Category 8. Troglitazone was not teratogenic in rats given up to 2000 mg/kg or rabbits given up to 1000 mg/kg dur-
ing organogenesis. Compared to human exposure of 400 mg daily, estimated exposures in rats (parent compound) and rabbits
(parent compound and active metabolite) based on AUC at these doses were up to 9-fold and 3-fold higher, respectively. Body
weights of fetuses and offspring of rats given 2000 mg/kg during gestation were decreased. Delayed postnatal development
attributed to decreased body weight, was observed in offspring of rats given 40,200, or 1000 mg/kg during late gestation and
lactation periods; no effects were observed in offspring of rats given 10 or 20 mg/kg.
There are no adequate and well-controlled studies in pregnant women. Rezulin should not be used during pregnancy unless
the potential benefit justifies the potential risk to the fetus.
Because current information strongly suggests that abnormal blood glucose levels during pregnancy are associated with a
higher incidence of congenital anomalies as well as increased neonatal morbidity and mortality, most experts recommend that
insulin be used during pregnancy to maintain blood glucose levels as close to normal as possible.
Nursing Mothers
It is not known whether troglitazone is secreted in human milk. Troglitazone is secreted in the milk of lactating rats. Because
many drugs are excreted in human milk, Rezulin should not be administered to a breast-feeding woman.
Pediatric Use
Safety and effectiveness in pediatric patients have not been established.
Geriatric Use
Twenty-two percent of patients in clinical trials of Rezulin were 65 and over. No differences in effectiveness and safety were
observed between these patients and younger patients.
ADVERSE REACTIONS
Two patients in the clinical studies developed reversible jaundice; one of these patients had a liver biopsy which was consis-
tent with an idiosyncratic drug reaction. An additional patient had a liver biopsy which was also consistent with an idiosyn-
cratic drug reaction. Symptoms that are associated with hepatic dysfunction have been reported, including: nausea, vomit-
ing, abdominal pain, fatigue, anorexia, dark urine, abnormal liver function tests (including increased ALT, AST, LDH, alkaline
phosphatase, bilirubin). Also see WARNINGS.
The overall incidence and types of adverse reactions reported in placebo-controlled clinical trials for Rezulin-treated patients
and placebo-treated patients are shown in Table 1. In patients treated with Rezulin in glyburide-controlled studies (N=550) or
uncontrolled studies (N=510), the safety profile of Rezulin appeared similar to that displayed in Table 1. The incidence of with-
drawals during clinical trials was similar for patients treated with placebo or Rezulin (4%).

TABLE 1. North American Placebo-Controlled Clinical Studies:
Adverse Events Reported at a Frequency 2.5% of Rezulin-Treated Patients

% of Patients

Infection
Headache
Pain
Accidental Injury
Asthenia
Dizziness
Back Pain

Placebo
N = 492

22
11
14
6
5
5
4

Rezulin
N = 1450

18
11
10
8
6
6
6

Nausea
Rhinitis
Diarrhea
Urinary Tract Infection
Peripheral Edema
Pharyngitis

Placebo
N = 492

4
7
6
6
5
4

Rezulin
N = 1450

6
5
5
5
5
5

PARKE-DAVIS
Division of Warner-Lambert Company

Morris Plains, New Jersey 07950

Types of adverse events seen when Rezulin was used concomitantly with insulin (N=543) were similar to those during Rezulin
monotherapy (N=1731), although hypoglycemia occurred on insulin combination therapy (see PRECAUTIONS).
Laboratory Abnormalities
Hematologic: Small decreases in hemoglobin, hematocrit, and neutrophil counts (within the normal range) were more com-
mon in Rezulin-treated than placebo-treated patients and may be related to increased plasma volume observed with Rezulin
treatment. Hemoglobin decreases to below the normal range occurred in 5% of Rezulin-treated and 4% of placebo-treated
patients.
Lipids: Small changes in serum lipids have been observed (see CLINICAL PHARMACOLOGY, Pharmacodynamics and Clinical
Effects in Package Insert for full Prescribing Information).
Serum Transaminase Levels: During all clinical studies in North America, a total of 48 of 2510 (1.9%) Rezulin-treated patients
and 3 of 475 (0.6%) placebo-treated patients had ALT levels greater than 3 times the upper limit of normal. During controlled
clinical trials, 2.2% of Rezulin-treated patients had reversible elevations in AST or ALT greater than 3 times the upper limit of
normal, compared with 0.6% of patients receiving placebo. Hyperbilirubinemia (>1.25 upper limit of normal) was found in 0.7%
of Rezulin-treated patients compared with 1.7% of patients receiving placebo. In the population of patients treated with
Rezulin, mean and median values for bilirubin, AST, ALT, alkaline phosphatase, and GGT were decreased at the final visit com-
pared with baseline, while values for LDH were increased slightly (see WARNINGS).
Postintroduction Reports
Adverse events associated with Rezulin that have been reported since market introduction, that are not listed above, and for
which causal relationship to drug has not been established include the following: congestive heart failure, weight gain,
edema, fever, abnormal lab tests including increased CPK and creatinine, hyperglycemia, syncope, anemia, malaise.
Caution: Federal law prohibits dispensing without prescription.
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Diabetes publishes only original material. When submitting a manuscript, authors must state in their
transmittal letter that the material has not been published or submitted simultaneously to another
journal. Accepted manuscripts incur a charge of $60 per printed page.

Manuscripts should be prepared in accordance with the requirements specified in the document "Uni-
form Requirements for Manuscripts Submitted to Biomedical Journals," Nexo England Journal of
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WHEN THE RELATIONSHIP
SUFFERS FROM

ERECTILE DYSFUNCTION



N O W T H E R E ' S E D

The EDEX patient kit contains
everything needed for self-injection:
• Single-dose vial of lyophilized powder
• Prefilled syringe with sterile diluent

and plunger rod
• Two X-inch needles: 27G and 30 G
• Two alcohol swabs
• Detailed patient instructions

*EDEX is not a cure for erectile dysfunction. The
underlying treatable medical causes should be diagnosed
and treated prior to initiation of therapy. The therapeutic
effect of each dose is temporary. If priapism occurs, the
patient should seek immediate medical attention. EDEX
should be used no more than 3 times per week with at
least 24 hours between each dose.
EDEX is contraindicated in men with known hypersensitivity to
alprostadil or other prostaglandins, men with conditions that might
predispose them to priapism, and patients with penile implants or
anatomical deformities of the penis. EDEX should not be used in
men for whom sexual activity is inadvisable or contraindicated.

The injection of EDEX can induce a small amount of bleeding
at the site of injection. Patients should be counseled about the
protective measures that are necessary to guard against sexually
transmitted or blood-borne diseases.

t588 of 894 patients had an optimum dose determined during the titration period.
Patients received in-office evaluations, dose titration, and proper training techniques
prior to the open-label, at-home extension period, which ranged from 6 to 12 months.

tBased on direct cost per microgram for the at-home patient pack: EDEX, 5 meg, $1.99;
10 meg, $1.32; 20 meg, $0.85; 40 meg, $0.62. Caverject, 5 meg, $2.17; 10 meg, $1.45;
20 meg, $0.93; 40 meg, N/A. Price comparison does not imply comparable safety or
efficacy. Prices may not reflect actual prices paid by patients or pharmacies.
Caverject? (alprostadil for injection) is a registered trademark of Pharmacia & Upjohn.

Please see brief summary of prescribing information.



TM (ALPROSTADIL
FOR INJECTION)

Effectively restores erectile function...
Impressive at-home efficacy rates in clinical trials, 539 patients
who self-injected EDEX at home had a mean rate of response, with an
erection sufficient for intercourse, of 85% to 89%.t]

Confidently restores erectile function...
Established safety profile in clinical trials involving 1,065 patients
with erectile dysfunction. The most common side effect experienced
by patients was penile pain, reported by 31% of EDEX patients vs 9%
of placebo patients in placebo-controlled studies. Patients judged the
intensity of painful injections as mild (80%), moderate (16%), or
severe (4%). Patient reports of penile pain decreased over time.

...with important benefits for you
and your patients

Four dosage strengths (5, 10, 20, 40 meg).
Simplifies the titration process and allows for economical dosing.

Priced lower than Caverject.®
Microgram per microgram, EDEX is less expensive than
Caverject,® providing your patients an effective, yet more affordable
treatment option.*12

Refrigeration is not necessary.
Room temperature storage is convenient for both you and
your patients.

Two injection choices.
Patients can choose a 27G or the thinner 30G sterile needle.

Complete patient support.
Comprehensive education and support for your patients with valuable
tools for your office.

E D E X
(ALPROSTADIL FOR INJECTION)

STERILE POWDER

RESTORE ERECTILE FUNCTION

Detailed EDEX product information is available through your Schwarz Pharma
representative and through our Internet web site: www.edex.com



N O W T H E R E ' S

E D E X
(ALPROSTADIL FOR INJECTION)

In-office vials
Provided in a carton of six

STERILE POWDER

RESTORE ERECTILE FUNCTION*

At-home patient pack
Everything needed for four self-injections

EDEX™
(alprostadil for injection)
For Intracavernous Use Only
Sterile Powder

The following is a Brief Summary. For complete prescribing
information, see package insert.

INDICATIONS AND USAGE: Treatment of erectile
dysfunction due to neurogenic, vasculogenic, psychogenic,
or mixed etiology.

CONTRAINDICATIONS: Known hypersensitivity to
alprostadil or other prostaglandins; conditions that might
predispose the patient to priapism, such as sickle cell
anemia or trait, multiple myeloma, or leukemia; anatomical
penile deformity, such as angulation, cavernosal fibrosis, or
Peyronie's disease; and penile implants. EDEX should
not be used in men for whom sexual activity is inadvisable
or contraindicated. Do not use EDEX in women, children,
or newborns.

WARNINGS: Prolonged erections >4 hours occurred in
4% of patients treated up to 24 months. Incidence of
priapism (erections >6 hours) was <1% with use for up to
24 months. In most cases, spontaneous detumescence
occurred. Pharmacologic intervention and/or aspiration of
blood from the corpora was necessary in 1.6% of 311
patients with prolonged erections/priapism. Titrate EDEX
slowly to the lowest effective dose to minimize the chance
of prolonged erection or priapism. Instruct the patient to
immediately report and seek medical assistance for any
erection that persists longer than 6 hours. Failure to treat
priapism immediately may result in penile tissue damage and
permanent loss of potency.

PRECAUTIONS: General: 1) EDEX can lead to increased
peripheral blood levels of PGEi and its metabolites,
especially in patients with significant corpora cavernosa
venous leakage; hypotension and/or dizziness may occur.
2) Use regular patient follow-up, with careful examination
of the penis at the start of therapy and at regular intervals
(e.g. 3 months), to identify any penile changes. Penile
fibrosis, including Peyronie's disease, was reported in 7.8%
of patients in clinical studies up to 24 months. Stop
treatment with EDEX in patients who develop penile
angulation, cavernosal fibrosis, or Peyronie's disease.
Treatment can be resumed if the penile abnormality
subsides. 3) EDEX combined with other vasoactive agents
was not systematically studied; the use of such combinations
is not recommended. 4) After EDEX injection, compress
the injection site for five minutes or until bleeding stops.
Anticoagulant therapy, such as warfarin or heparin, may
increase the tendency for bleeding after injection.

5) Diagnose and treat underlying treatable medical causes
of erectile dysfunction before starting therapy with EDEX.
6) Instruct the patient not to re-use or share needles or
syringes and not to let anyone else use his prescription
medicines. 7) Drug Interactions: Exercise caution with
concomitant administration of heparin and EDEX.
Information for Patients: Thorough training in self-injection
technique is required before EDEX can be used at home.
The dose is established in the physician's office. Carefully
follow preparation instructions included with EDEX.
Discard vials with precipitates or discoloration. If dosage

prescribed is <1 mL, the entire amount of solution will not
need to be withdrawn to reach the prescribed dose.
Properly discard needles after use; do not re-use or share
with others. Use solution immediately after reconstitution.
Follow the instructions in the patient information pamphlet.
The vial is designed for single use; therefore, discard the
vial and any remaining solution once the proper amount is
withdrawn. Do not change the prescribed dose without
physician consultation. EDEX should produce an erection
in 5 to 20 minutes. Do not exceed an injection frequency
of 3 times per week; separate each use by at least 24 hours.
Patients should know the possible side effects of EDEX and
what to do if side effects occur. Patients must return for
regular checkups for treatment benefit and safety
assessments. Counsel patients about protective measures
necessary to guard against the spread of sexually
transmitted diseases, including the human immunodeficiency
virus (HIV). The small amount of injection-site bleeding that
can occur in some patients could increase the risk of
transmitting blood-borne diseases between partners.
Cardnogenesis, Mutagenesis, Impairment of Fertility: Long-term
carcinogenicity studies have not been conducted.
Alprostadil was not mutagenic in a variety of assays.
Alprostadil did not cause any adverse effects on fertility or
general reproductive performance when administered
intraperitoneally to male or female rats. Pregnancy, Nursing
Mothers and Pediatric Use. EDEX is not indicated for use in
women or pediatric patients. Geriatric Use: In clinical studies,
geriatric patients required, on average, higher minimally
effective doses and had a higher rate of lack of effect
(optimum dose not determined). Overall differences in
safety were not observed between geriatric patients and
younger patients. Geriatric patients should be dosed and
titrated according to the same DOSAGE AND
ADMINISTRATION recommendations as younger patients,
and the lowest possible effective dose should always be
used.

ADVERSE REACTIONS: EDEX, administered in doses
ranging from 1 to 40 meg per injection for periods up to
24 months, has been evaluated for safety in over 1,065
patients with erectile dysfunction. Discontinuation of
therapy due to a side effect in clinical trials was required
in approximately 9% of patients treated with EDEX and in
< 1 % of patients treated with placebo. Local Adverse
Reactions: The following local adverse reactions were
reported in studies including 1,065 patients treated with
EDEX for up to two years. Penile Pain: Penile pain was mild
in intensity for 80% of painful injections, moderate in
intensity for 16% of painful injections, and severe in intensity
for 4% of painful injections. The frequency of penile pain
reports decreased over time; forty-one percent of the
patients experienced pain during the first 2 months and 3%
of the patients experienced pain during months 21-24.
Prolonged ErectionlPriapism: See WARNINGS.
Hematoma/Ecchymosis: Most cases of hematoma and
ecchymosis were attributed to faulty injection technique.
Local reactions reported in >1% of patients treated during
all study periods with EDEX (N=l,065): penile pain during
injection (29%); penile pain during erection (35%); penile
pain after erection (30%); penile pain-other (11%);
prolonged erection >4 <6 hours (4%); prolonged erection
>6 hours (<1%); bleeding (15%); hematoma (5%);

ecchymosis (4%); penile angulation (7%); penile fibrosis (5%);
cavernous body fibrosis (2%); Peyronie's disease (1%); faulty
injection technique (6%); penis disorder (3%); erythema
(2%). Systemic Adverse Experiences: Reported in controlled
and uncontrolled studies in >1% of patients treated for up
to 24 months with EDEX (N=l,065): upper respiratory
tract infection (5%); influenza-like symptoms (3%); headache
(2%); infection (2%); pain (2%); back pain (2%); hypertension
(2%); hypertriglyceridemia (2%); myocardial infarction (1%);
abnormal ECG (1%); hypercholesterolemia (1%);
hyperglycemia (1%); prostate disorder (1%); testicular pain
(1%); inguinal hernia (1%); skin disorder (1%); abnormal
vision (1%); leg pain (1%); and sinusitis (1%). Hemodynamic
changes were observed during clinical studies but did not
appear to be dose-dependent. Four patients {<!%) reported
clinical symptoms of hypotension such as dizziness or
syncope. EDEX had no clinically important effect on serum
or urine laboratory tests.

DOSAGE AND ADMINISTRATION: EDEX in the
Treatment of Erectile Dysfunction: The dosage range is 1 to
40 meg given as an intracavernous injection over a 5 to 10
second interval. Doses greater than 40 meg have not been
studied. A 'A inch, 27 or 30 gauge needle is generally
recommended. The patient should not exceed the optimum
EDEX dose which was determined in the doctor's office.
Use the lowest possible effective dose. Initial Titration in
Physicians Office: Follow the initial titration instructions that
appear in the product package insert. Dosage titration
instructions differ depending on erectile dysfunction
etiology. At-Home (Maintenance Therapy) Dosing Instructions:
Properly instruct and train the patient in the self-injection
technique, and instruct the patient on the appropriate
needles to use for reconstitution and injection. Instruct the
patient to discard any needles which become bent as these
needles may break. Carefully assess the patient's skills and
competence with this procedure. The dose selected for
self-injection therapy should provide an erection that is
satisfactory for sexual activity and is maintained for no
longer than 1 hour. Reduce the dose if the erection lasts
longer than 1 hour. Use the lowest effective dose. Initiate
self-injection therapy at home with the dose that was
determined in the physician's office. Dose adjustment may
be required and should be made only after consultation
with the physician. Exercise careful and continuous follow-
up of patients on self-injection therapy especially for initial
self-injections. Recommended injection frequency is no
more than 3 times weekly, with at least 24 hours between
uses. Instruct the patient in the proper disposal of the
syringe, needles, and single-use vial. See the patient every
3 months during self-injection therapy to assess treatment
and, if needed, to adjust the dose. Instruct the patient to
follow the enclosed patient information pamphlet.
Preparation of Solution: Refer to product package insert
for reconstitution instructions. Stability: Refer to product
package insert for stability information.

C A U T I O N : Federal law prohibits dispensing without
prescription.

Mfd for:
SCHWARZ PHARMA
Milwaukee, Wl 53201

By Abbott Laboratories
North Chicago, IL 60064
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Do you have what it takes?

Determination. Strength. Courage.
This spring, accept the challenge of Tour de Cure —

the nation's largest cycling event to fight diabetes.

CSmre
The decision is yours.

Call 1-800T0UR-888
1 - 8 0 0 - 8 6 8 - 7 8 8 8

Or visit www.diabetes.org/tour

a cycling event of
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Took
M**J
Exchange Lists
for Meal Planning

A collaborative effort between the
American Diabetes Association

and the American Dietetic Association,
the revised and expanded Exchange
Lists offer patients greater
meal planning , -,
flexibility than
ever before.

The new lists
have been reordered
Foods are now
grouped into three
categories based on
their major nutrient
contents. They've also
been expanded to
include new products on the market,
such as reduced fat or fat-free versions of
foods, as well as vegetarian alternatives
to meat products. And the combination
foods list now includes fast foods.

The revised Exchange Lists reflect the
1994 ADA Nutrition Recommendations
emphasis on the amount of carbohydrate
consumed rather than the type of

carbohydrate. This gives patients greater
flexibility in choosing their foods at each
meal. They can now interchange fruit,

starch, and milk lists. They
can even include "other
carbohydrates", such as
cake, into their overall
meal plan. Nutrition Tips
with each list give
patients an overview of
the nutrient content of
those foods, while
Selection Tips help
them purchase the

correct quantities of foods and prepare
them in healthful ways.

Nonmember Member

Single copy #5601-02 $1.50 $1.20

Pkg of 25 #5601-01 $37.50 $30.00

Bulk Pricing (same for members and nonmembers)

5-20 pkgsof25 $28.25 each
21 - 40 pkgs of 25 $26.25 each
41+ pkgs of 25 $22.50 each

The First Step in
Diabetes Meal Planning

A lso developed jointly by the
American Diabetes Association

and the American Dietetic Association,
this colorful tri-fold brochure provides
your patients with basic diabetes nutri-
tion guidelines. It opens to an 11" x 18"
poster depicting a diabetes food guide
pyramid. Written on a very basic level
for easy comprehension, this informative
pamphlet is ideal for newly diagnosed
patients, especially if they are not able
to meet with a dietitian right away.
Sold in packages of 25. #5605-01

Nonmember: $9.00; Member: $7.20

To order, ca l l l t'H ' ' i » J 3
or fax your order to:

770/442-3742

What's new with the Exchange Lists?
• Carbohydrate Group: patients can now interchange fruit, starch, and milk lists and
can incorporate "other carbohydrates" such as pie or frozen yogurt into their meal plans.
• Meat and Meat Substitutes Group: includes the new Very Lean Meat list of foods
containing 1 gram or less of fat and no more than 35 calories per serving.
• Fat Group: now has 3 lists - monounsaturated, polyunsaturated, and saturated fats;
encourages use of foods containing monounsaturated fat.

Visit our bookstore on the Internet @ http://www.merchant.diabetes.org

Ship To• YES! Please send me the books I've listed, and include a free catalog.
• NO. I'm not ordering right now, but please send me a free catalog.

First Name Middle Initial Last Name

Item# Item Name Qty Unit Price Total
Address

City/State/Zip

Phone Member # P26JO298

Shipping & Handling
up to $25.00 add $4.99
$25.01-$60.00 add $5.99
over $60.00 add 10%

Publications Subtotal
VA Residents add 4.5% tax
GA Residents add 7% tax
Shipping & Handling (see chart)
Total Due

• Payment enclosed (check or money order)
Charge my: • VISA • MC
Account Number:

• AMEX

Allow 2-3 weeks for shipment. Add $4.99 for each additional shipping address. Add $ 15 for each
address outside the U.S. Foreign orders must be paid in US funds, drawn on a US bank.

Signature:
Mail to: American Diabetes Association

Order Fulfillment Department
P.O. Box 930850
Atlanta, GA 31193-0850

. Exp. Date: _ J_

A American
Diabetes
Association.



"We all walk to fee,

W ^ healthier. But how we

each manage our diabetes

is based on personal needs.

We're glad LifeScan makes

meters that recognize our

differences."

That's why LifeScan makes three distinctly different
blood glucose meters. All easy to learn and easy to use.
And that makes teaching patients the fundamentals of
monitoring and diabetes management a whole lot easier.
Something they'll thank you for, personally.

ONE TOUCH® Profile™
Complete Diabetes Tracking System
It's great for patients who use insulin, or who want
to actively manage their diabetes.

SureStep®
Blood Glucose Monitoring System
A reassuring choice for patients who have difficulty
testing, and who want to be sure at every step.

ONE TOUCH89 BASIC*
Blood Glucose Monitoring System
It's ideal for patients who want a simple, accurate test.

For meters that meet your patients' needs, look to
LifeScan—makers of the ONE TOUCH® family of
products, the brand recommended by more healthcare
professionals than any other.

For diabetes and life.

UFEscnn

©1997 LifeScan Inc. Milpitas, California 95035 • 30-day, money-back guarantee • 24-hour, toll-free customer
service hotline • Healthcare Professional Hotline: 1 800 524-7226 • http://www.LifeScan.com



American
Diabetes

Association

Join your colleagues In Chicago

for the American Diabetes

Association's 58th Scientific

Sessions, June 13-16, 1998.

SCIENTIFIC SESSIONS HIGHLIGHTS

THEMES

The Scientific Sessions program includes 8 theme areas
focusing on the latest in basic and clinical research:

Biology of the Islet

Clinical Diabetes I

Clinical Diabetes II

Epidemiology

Immunology
Complications: Macrovascular and Microvascular

Metabolism and Obesity: Pathophysiology

Insulin Signaling

SESSIONS

35 Symposia

16 Current Issues Sessions

9 Workshops (presented twice)

8 Meet-the-Professor Sessions

33 Oral Sessions

3 Full days of Poster Sessions

POSTER PRESENTATIONS

As last year, all abstracts selected for poster presenta-
tion will be available for viewing throughout the
Scientific Sessions. However, this year presenters will be
at their posters for a scheduled two-hour session on
one of the three days of the meeting. The schedule of
poster presentations will be included in the Abstract
Book and the Final Program.

WORKSHOPS

Nine interactive workshops will be presented twice.
Advance registration is not necessary. Tickets will be
available on a first-come, first-served basis on the day
of the workshop.



COUNCIL INTEREST DISCUSSION SESSIONS

Many Professional Section Councils have elected to
conduct a Discussion Session focusing on a topic of
interest to the council members. Check your
Council Home Page on the internet for more
information at www.diabetes.org/councils.

PLENARY LECTURES

This year, for the first time, four plenary sessions
are scheduled during the 58th Scientific Sessions.
These lectures, on thought-provoking topics, will
be presented by world renowned leaders in science.

WHY SHOULD YOU ATTEND?

• Multiple educational sessions focusing on the
latest in clinical and basic research.

• Targeted workshops exploring critical issues led
by experts in diabetes.

• A continuous learning environment featuring
in-depth sessions and open forums.

• Network, interact, and exchange information
with your colleagues from around the world.

ATTENDANCE BREAKDOWN AND HISTORY

1995 1996 1997 s

ANCILLARY MEETINGS

3rd Immunology of Diabetes Society (IDS) Conference
June 10-12, 1998

Meeting the National Standards for Diabetes Self-
Management Education Programs and Applying for
ADA Recognition
June 12,1998 _

ox more
> detailed program ^

.. information visit
> the Association s

website at:
www.diabetes.org/,

am98 -

TO RECEIVE A PROGRAM AND
REGISTRATION MATERIALS CONTACT:

Phone: (703) 549-1500, option 5

Fax: (703)299-5513

E-mail: meetings@diabetes.org

DISCOUNT REGISTRATION DEADLINE:
MARCH 6, 1998

ADVANCE REGISTRATION AND
HOUSING DEADLINE:

MAY 1, 1998

www.diabetes.org/am98

A American
Diabetes
Association.



"/ use insulin. So for me,

the key to managing my

diabetes is in the details.

The kind I get from my

ONE TOUCH®

Profile'" Meter.

Because diabetes affects everyone differently, LifeScan
makes meters to match the personal needs of each user.
For patients who use insulin or actively manage their
diabetes, recommend our easy-to-use, full-featured
ONE TOUCH* Profile™ Meter. They can record up
to 15 different activities at the push of a button, using
simple event labels. And check the automatic 14-day
event averaging to learn how each activity affects their
blood glucose. So you can adjust their diet, insulin dosage
and exercise accordingly to help them stay healthier. All
of which helps your patients manage their diabetes more
effectively. Something they'll thank you for, personally.

ONE TOUCH® Profile™
Complete Diabetes Tracking System

For diabetes and life.

LiFEsenn

©1997 LifeScan Inc. Milpitas, California 95035 • The ONE TOUCH* Brand is recommended by more healthcare
professionals • 30-day, money-back guarantee • 24-hour, coll-free customer service hotline: 1 800 227-8862

Healthcare Professional Hotline: 1 800 524-7226 • http://www.LifeScan.com



It Took Years to Become a Diabetes Expert.
It Takes Only Minutes to Stay One.
Join the American Diabetes Association today.
Professional Section Membership. When you need the most current information about breakthroughs in diabetes research and treatment
options, forums for networking with your peers, continuing education opportunities and grants that support diabetes research, turn to the
American Diabetes Association (ADA). Every day, thousands of physicians, nurses, research scientists, diabetes educators and other health
professionals do.

Enjoy ADA Member-Only Benefits. Members receive:
• Discounts on ADA Scientific and Medical Programs — Save up to 30% on registration fees!
• Free Professional Section Council Membership — Join additional Councils for just $25 each.
• Listing in Who's Who in Diabetes Treatment, Education and Research Directory — Link to a valuable network of more than 15,000

diabetes experts.
• Eligibility for ADA Research Grants and Awards — Beat the funding squeeze by taking advantage of this benefit.
• Professional Section Quarterly Newsletter — Stay on top of Association news that's pertinent to professional members. Receive updates

on clinical affairs, early notification of availability of new awards, updates on Recognized Programs and much more.
• Local Involvement — You can participate in patient and professional education programs, network with other professionals and actively

shape the future of ADA.
• Free Copy of Clinical Practice Recommendations — This extensive guide details the current ADA standards of clinical care and is an

important resource for all health care professionals who treat people with diabetes.
• Free Journal Subscription — Category I members receive a subscription to Diabetes or Diabetes Care, while Category II members

receive subscriptions to Diabetes Spectrum and Diabetes Forecast. These and other popular ADA journals are excellent resources for
diabetes professionals. Members who want to subscribe to additional journals will receive special members-only rates — see Section 4
of the membership application for details.

Diabetes — the world's most-cited journal of diabetes research
brings you the latest findings from the world's top scientists.
Diabetes Care — the premier journal of clinical diabetes
research and treatment. Diabetes Care keeps you current with
original research reports, news and commentaries, case
studies and reviews.
Diabetes Reviews — the comprehensive review articles
in ADA's newest journal are a convenient way for busy
researchers and clinicians to keep up-to-date on what's
truly new in research.

Diabetes Spectrum — translates research into practice for nurses,
dietitians and other health care professionals involved in patient
education and counseling.
Clinical Diabetes—for the primary-care provider as well as other
diabetes specialists, Clinical Diabetes offers articles and abstracts
highlighting recent advances in diabetes treatment.
Diabetes Forecast — a valuable tool for patient education, ADA's
magazine for patients and their families features advice on diet,
exercise and other lifestyle changes, plus the latest developments
in new technology and research.

• Members-Only Discounts on ADA Periodicals, Books and Patient Materials—ADA also publishes more than 160 diabetes education books,
pamphlets, videotapes and CD ROMs. ADA members receive automatic discounts on every order.

Ready to Join?
We're sure you'll find your ADA membership makes staying on top of the latest advances in diabetes research and treatment easy. Membership
also enhances your professional success. To enroll, just fill out the attached form, enclose your membership dues, and mail or fax it to us at the
address below. When we receive your completed application, we'll enroll you right away and send you a Professional Membership Welcome
Package that includes the latest Who's Who in Diabetes directory. Fax or mail your application today:

American
Diabetes

.Association.

ADA Professional Section Membership
Department 0028
Washington, DC 20073

(703) 549-1500, ext. 2343 Fax (703) 549-6995



Application for Professional Section Membership
Mail with payment to: ADA, Professional Section Membership, Dept. 0028, Washington, DC 20073

American
Diabetes

.Association.
Name: E-mail

Address:

City.

Phone. Fax

State. .Zip. Country. .Degrees.

Primary Area Of FOCUS: Clinical Practice

Choose Your Membership Category
Category I: Please note, Physicians must join this category

Research Education Industry

Category II:

Dues:
Q Domestic Members: $150 • Overseas Members: $205

• Overseas in Training Dues: $130*• Domestic in Training Dues: $75*

Journal Selection (choose one):

Q Diabetes (monthly): Basic research on the pathophysiology of diabetes

• Diabetes Care (monthly): Clinical care and research

Dues:

• Domestic Members: $75 • Overseas Members: $115

• Domestic in Training Dues: $38* • Overseas in Training Dues: $58*

Journals (includes journals listed below):
Diabetes Spectrum (quarterly): Education and counseling strategies

Diabetes Forecast (monthly): Lifestyle magazine for patients and their families

*lfyou received your first professional degree, diploma, or certificate in the last five years, join ADA as a Member-in-Training and receive this special rate.

University or College attended: Degree(s) Date Earned:

Dom/Intl
Order Additional Publications at "Members-only" Rates: Domestic/International Rates (only single subscriptions available for each journal)

Dom/Intl Dom/Inll

• Diabetes Care (monthly) $75/$130 • Diabetes Reviews (quarterly) $45/$65 • Diabetes Spectrum (quarterly) $30/$45
Q Diabetes (monthly) $75/$130 • Clinical Diabetes (quarterly) $15/$21 • Diabetes Forecast (monthly) $12/$37

B Select One FREE Council Membership:
Extra Council Memberships are $25 each.

• Behavioral Medicine and Psychology

Q Diabetes in Pregnancy

Q Complications
• Education

• Exercise
• Foot Care
• Molecular, Cellular and Biochemical

Aspects of Diabetes
• Clinical Endocrinology, Health Care

Delivery and Public Health
• Diabetes in Youth
• Epidemiology and Statistics
• Immunology, Immunogenetics

and Transplantation
Q Nutritional Sciences and Metabolism

(PP)
(BB)
(TT)

(SS)
(XX)

(RR)

(MM)

(FF)
(EE)
(CC)

(JJ)
(NN)

| 9 Circle one Primary (P) and one
P S AD Administration P S
P S BC Biochemistry P S
P S CA Cardiology P S
P S DE Dermatology P S
P S DO Dentistry P S
P S ED Education P S
P S EN Adult Endocrinology P S
P S EP Epidemiology P S
P S EX Exercise Physiology P S
P S FP Family Practice P S
P S GE Geriatrics P S
P S GP General Practice P S
P S GT Genetics P S
P S IM Internal Medicine P S

Secondary (S) Specialty
IU Immunology P S
ME Metabolism P S
NE Nephrology P S
NR Neurology
NS Nursing P S
NU Nutrition P S
OG Obstetrics/Gyn.
OP Ophthalmology P S
OR Orthopedics P S
OS Osteopathy P S
OT Optometry P S
PA Pharmacology P S
PC Psychology P S
PE Pediatrics P S

PH Public Health
PM Pharmacy
PN Pediatric
Endocrinology
PO Podiatry
PR Pedorthic
Management
PS Psychiatry
PT Pathology
PX Physical Therapy
PY Physiology
SU Surgery
SW Social Work
UR Urology

Mark Your Primary Work Setting:
• University/Academic (1)
Q Private/Group Practice (2)

• Hospital (3)
• HMO (4)
Q Public Health (5)
• Government (7)

• Pharmacy (8)
• PharmaceuticaiyManufacturing (9)
Q Nursing Home (10)
• Home Health (11)

Enclose Payment and Mail Today!
• New Membership or • Renewing Membership
Member Dues:

Category I $ or Category II $

Additional Subscriptions: $

Additional Councils: x $ 2 5 = $ .

Taxes: Canadians must add 7% GST tax $.

TOTAL ENCLOSED: $.

Q Check: payable to the American Diabetes Association

Q Charge my: Q VISA • MasterCard
Q American Express

Account #:

Expiration Date:

Date: Signature:

For fast service, fax this form to our
membership department

Fax: (703) 549-6995
Phone: (703) 549-1500, ext. 2343
Allow 4-6 weeks to process your order.
Prices are subject to change. Payment must
accompany order in US funds drawn on a US
bank. Prices effective through December 31,
1998.

Dues amount set aside for publications are:
• Category I

(Diabetes or Diabetes Care): $75 Dom/$125 Intl
• Category II

(Diabetes Spectrum): $50 Dom/$47 Intl
(Diabetes Forecast): $12 Dom/$43 Intl

Please fax or mail only one copy of your order
to avoid duplication.

JJAD298


