


References from previous page: 1. Based on recommended adult maximum dose cited
in the 1994 Physician's Desk Reference and 30% markup of the average wholesale price
(AWP) cited in the November 1994 Drug Topics Red Book. 2. IMS Prescription Audit,
November 1994.

TUSSIONEX® @
Pennkinetic®

(hydrocodone polistirex[Warning: May be habit forming]
and chlorpheniramine polistirex)
Extended-Release Suspension

DESCRIPTION: Each teaspoonful (5 mL) of TUSSIONEX® Pennkinetic® Extended Release
Suspension contains hydrocodone polistirex equivalent to 10 mg of hydrocodone bitartrate
(Warning: May be habit-forming) and chlorpheniramine polistirex equivalent to 8 mg ofchlor¬
pheniramine maléate. TUSSIONEX Pennkinetic Extended-Release Suspension provides up
to 12-hour relief per dose. Hydrocodone is a centrally-acting narcotic antitussive.
Chlorpheniramine isan antihistamine. TUSSIONEX Pennkinetic Extended-Re lease Suspension
is for oral use only.

Hydrocodone Polistirex: sulfonated styrene-divinylbenzene copolymer complex with 4,5
a-epoxy-3-methoxy-17-ethylmorphinan-6-one.

   "
Where R + = protonated hydrocodone
Chlorpheniramine Polistirex: sulfonated styrene-divinylbenzene copolymer complex with

2-[/; chloro-a-[2 (dimethyl amino)ethyl]-benzyl]pyridine
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Where R + = protonated chlorpheniramine
Other ingredients in TUSSIONEX Pennkinetic Extended-Release Suspension: Ascorbic acid,

D&C Yellow No. 10, ethylcellulose, FD&C Yellow No. 6, flavor, high fructose corn syrup,
methylparaben, polyethylene glycol 3350, polysorbate 80, pregelatinized starch, propylene
glycol, propylparaben, purified water, sucrose, vegetable oil, xanthan gum.
CLINICAL PHARMACOLOGY: Hydrocodone is a semisynthetic narcotic antitussive and
analgesic with multiple actions qualitatively similar to those of codeine. The precise
mechanism ofaction of hydrocodone and other opiates is not known; however, hydrocodone
is believed to act directly on the cough center. In excessive doses, hydrocodone, like other
opium derivatives, will depress respiration. The effects of hydrocodone in therapeutic doses
on the cardiovascular system are insignificant. Hydrocodone can produce miosis, euphoria,
physical and psychological dependence.

Chlorpheniramine is an antihistamine drug (H, receptor antagonist) that also possesses
anticholinergic and sedative activity. It prevents released histamine from dilating capillaries
and causing edema of the respiratory mucosa.

Hydrocodone release from TUSSIONEX Pennkinetic Extended-Release Suspension is
controlled by the Pennkinetic® System, an extended-release drug delivery system which
combines an ion-exchange polymer matrix with a diffusion rate-limiting permeable coating.
Chlorpheniramine release is prolonged by use of an ion-exchange polymer system. Follow¬
ing multiple dosing with TUSSIONEX Pennkinetic Extended-Release Suspension,
hydrocodone mean (S.D.) peak plasma concentrations of 22.8 (5.9) ng/mL occurred at 34
hours. Chlorpheniramine mean (S.D.) peak plasma concentrations of 58.4 (14.7) ng/mL
occurred at 6.3 hours following multiple dosing. Peak plasma levels obtained with an
immediate-release syrup occurred at approximately 1.5 hours for hydrocodone and 2.8 hours
for chlorpheniramine. The plasma half-lives ofhydrocodone and chlorpheniramine have been
reported to be approximately 4 and 16 hours, respectively.
INDICATIONS AND USAGE: TUSSIONEX Pennkinetic Extended-Release Suspension is
indicated for relief ofcough and upper respiratory symptoms associated with allergy or a cold.
CONTRAINDJCATIONS: Known allergy or sensitivity to hydrocodone or chlorpheniramine.
WARNINGS:
Respiratory Depression: As with all narcotics, TUSSIONEX Pennkinetic Extended-Release
Suspension produces dose-related respiratory depression by directly acting on brain stem

^respiratory centers. Hydrocodone affects the center that controls respiratory rhythm, and
may produce irregular and periodic breathing. Caution should be exercised when TUSSIONEX
Pennkinetic Extended-Release Suspension is used postoperatively and in patients with
pulmonary disease or whenever ventilatory function is depressed. If respiratory depression
occurs, it may be antagonized by the use of naloxone hydrochloride and other supportive
measures when indicated (see OVERDOSAGE).
Head Injury and Increased Intracranial Pressure: The respiratory depressant effects of
narcotics and their capacity to elevate cerebrospinal fluid pressure may be markedly
exaggerated in the presence of head injury, other intracranial lesions or a pre-existing increase
in intracranial pressure. Furthermore, narcotics produce adverse reactions which may obscure
the clinical course of patients with head injuries.
Acute Abdominal Conditions: The administration of narcotics may obscure the diagnosis
or clinical course of patients with acute abdominal conditions.
Obstructive Bowel Disease: Chronic use of narcotics may result in obstructive bowel disease
especially in patients with underlying intestinal motility disorder.
Pediatrie Use: In young children, as well as adults, the respiratory center is sensitive to the
depressant action of narcotic cough suppressants in a dose-dependent manner. Benefit to
risk ratio should be carefully considered especially in children with respiratory embarrass¬
ment {e.g., croup). (See PRECAUTIONS.)
PRECAUTIONS: General: Caution is advised when prescribing this drug to patients with
narrow-angle glaucoma, asthma or prostatic hypertrophy.
Special Risk Patients: As with any narcotic agent, TUSSIONEX Pennkinetic Extended-Release
Suspension should be used with caution in elderly or debilitated patients and those with severe
impairment of hepatic or renal function, hypothyroidism, Addison's disease, prostatichypertrophy or urethral stricture. The usual precautions should be observed and the possibility
of respiratory depression should be kept in mind.

Information for Patients: As with all narcotics, TUSSIONEX Pennkinetic Extended-Release
Suspension may produce marked drowsiness and impair the mental and/or physical abilities
required for the performance of potentially hazardous tasks such as driving a car or operating
machinery; patients should be cautioned accordingly. TUSSIONEX Pennkinetic Extended-
Release Suspension must not be diluted with fluids or mixed with other drugs as this may
alter the resin-binding and change the absorption rate, possibly increasing the toxicity.
Keep out of the reach of children.
Cough Reflex: Hydrocodone suppresses the cough reflex; as with all narcotics, caution should
be exercised when TUSSIONEX Pennkinetic Extended-Release Suspension is used post¬
operatively, and in patients with pulmonary disease.
Drug Interactions: Patients receiving narcotics, antihistamines, antipsychotics, antianxiety
agents or other CNS depressants (including alcohol) concomitantly with TUSSIONEX
Pennkinetic Extended-Release Suspension may exhibit an additive CNS depression. When
combined therapy is contemplated, the dose of one or both agents should be reduced.

The use ofMAO inhibitors or tricyclic antidepressants with hydrocodone preparations may
increase the effect of either the antidepressant or hydrocodone.

The concurrent use of other anticholinergics with hydrocodone may produce
paralytic ileus.
Carcinogenesis, Mutagenesis, Impairment of Fertility: Carcinogenicity, mutagenicity and
reproductive studies have not been conducted with TUSSIONEX Pennkinetic Extended-
Release Suspension.
Pregnancy
Teratogenic Effects

—

Pregnancy Category C: Hydrocodone has been shown to be teratogenic
in hamsters when given in doses 700 times the human dose. There are no adequate and well-
controlled studies in pregnant women. TUSSIONEX Pennkinetic Extended Release Suspen
sion should be used during pregnancy only if the potential benefit justifies the potential risk
to the fetus.
Nonteratogenic Effects: Babies born to mothers who have been taking opioids regularly prior
to delivery will be physically dependent. The withdrawal signs include irritability and
excessive crying, tremors, hyperactive reflexes, increased respiratory rate, increased stools,
sneezing, yawning, vomiting and fever. The intensity of the syndrome does not always
correlate with the duration of maternal opioid use or dose.
Labor and Delivery: As with all narcotics, administration of TUSSIONEX Pennkinetic
Extended-Release Suspension to the mother shortly before delivery may result in some degree
of respiratory depression in the newborn, especially if higher doses are used.
Nursing Mothers: It is not known whether this drug is excreted in human milk. Because many
drugs are excreted in human milk and because of the potential for serious adverse reactions
in nursing infants from TUSSIONEX Pennkinetic Extended-Release Suspension, a decision
should be made whether to discontinue nursing or to discontinue the drug, takinginto account
the importance of the drug to the mother.
Pediatrie Use: Safety and effectiveness of TUSSIONEX Pennkinetic Extended-Release Suspen¬
sion in children under six have not been established.
ADVERSE REACTIONS: Central Nervous System: Sedation, drowsiness, mental clouding,
lethargy, impairment of mental and physical performance, anxiety, fear, dysphoria, euphoria,
dizziness, psychic dependence, mood changes.
Dermatologie System: Rash, pruritus.
Gastrointestinal System: Nausea and vomiting may occur; they are more frequent in am¬
bulatory than in recumbent patients. Prolonged administration of TUSSIONEX Pennkinetic
Extended-Release Suspension may produce constipation.
Genitourinary System: Ureteral spasm, spasm of vesicle sphincters and urinary retention have
been reported with opiates.
Respiratory Depression: TUSSIONEX Pennkinetic Extended-Release Suspension may produce
dose-related respiratory depression by acting directly on brain stem respiratory centers
(see OVERDOSAGE).
Respiratory System: Dryness of the pharynx, occasional tightness of the chest.
DRUG ABUSE AND DEPENDENCE: TUSSIONEX Pennkinetic Extended-Release Suspension
is a Schedule III narcotic. Psychic dependence, physical dependence and tolerance may
develop upon repeated administration of narcotics; therefore, TUSSIONEX Pennkinetic
Extended-Release Suspension should be prescribed and administered with caution. However,
psychic dependence is unlikely to develop when TUSSIONEX Pennkinetic Extended-Release
Suspension is used for a short time for the treatment of cough. Physical dependence, the
condition in which continued administration of the drug is required to prevent the appearance
of a withdrawal syndrome, assumes clinically significant proportions only after several weeks
of continued oral narcotic use, although some mild degree of physical dependence may
develop after a few days of narcotic therapy.
OVERDOSAGE: Signs and Symptoms: Serious overdosage with hydrocodone is character¬
ized by respiratory depression (a decrease in respiratory rate and/or tidal volume, Cheyne-
Stokes respiration, cyanosis), extreme somnolence progressing to stupor or coma, skeletal
muscle flaccidity, cold and clammy skin, and sometimes bradycardia and hypotension.
Although miosis is characteristic ofnarcotic overdose, mydriasis may occur in terminal narcosis
or severe hypoxia. In severe overdosage apnea, circulatory collapse, cardiac arrest and death
may occur. The manifestations of chlorpheniramine overdosage may vary from central
nervous system depression to stimulation.
Treatment: Primary attention should be given to the reestablishment of adequate respiratory
exchange through provision of a patent airway and the institution of assisted or controlled
ventilation. The narcotic antagonist naloxone hydrochloride is a specific antidote for
respiratory depression which may result from overdosage or unusual sensitivity to narcotics
including hydrocodone. Therefore, an appropriate dose of naloxone hyd,rochloride should
be administered, preferably by the intravenous route, simultaneously with effoftsat respiratory
resuscitation. Since the duration of action of hydrocodone in this formulation may exceed
that of the antagonist, the patient should be kept under continued surveillance and repeated
doses of the antagonist should be administered as needed to maintain adequate respiration.
For further information, see full prescribing information for naloxone hydrochloride. An antag¬
onist should not be administered in the absence of clinically significant respiratory depres¬
sion. Oxygen, intravenous fluids, vasopressors and other supportive measures should be
employed as indicated. Gastric emptying may be useful in removing unabsorbed drug.
DOSAGE AND ADMINISTRATION: Shake well before using. Adults: 1 teaspoonful (5 mL) every
12 hours; donotexceed2teaspoonfulsin24 hours. Children 6-12: 1/2 teaspoonful every 12
hours; do not exceed 1 teaspoonful in 24 hours. Not recommended for children under 6 years
of age (see PRECAUTIONS).
HOW SUPPLIED: TUSSIONEX Pennkinetic (hydrocodone polistirex and chlorpheniramine
polistirex) Extended-Release Suspension is a gold-colored suspension available in bottles of
one pint (473 mL) (NDC 0585-0548-67) and 900 mL (NDC 0585-0548-9-1).
Shake well. Dispense in a well-closed container. Store at 59°-86° F (15°-30° C).
Caution: Federal law prohibits dispensing without prescription.
RF240B Rev. 1/92 ©Fisons Corporation 1992
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Eroica

Teenage\rs die hard.
Their youth and power and beauty

hang so\p=m-\
though they will never lead the pack

nor graduate.
Their feet will still beat to

rap songs and rock songs as

they flail at life, flash
then dim like stars\p=m-\theiridols;
and their cavities fill
and their blood counts jump
and their muscles fail
and their culverts stop forever.
Then most fall silent, have lost the

voice to
scream: Why me, why me? into the

waiting air.
But puberty and death don't
lie like lovers together.
And there are some who hang there,

some

rebels, mutinous, hot, and high on

ramparts:
See this one:

grunting her last gasp
behind her lipstick gash
behind her O2 mask,
her painted fingerpoints entwining
flares of light within her boy-

friend's fingers.
And this one,
who won't die, won't die:
bleeding, decaying, defying,

demanding
one more of our experiments
in renewing vital things.

John Graham-Pole, MD, MRCP
University of Florida

College of Medicine
Gainesville





























The Osier Institute 1995
Family Practice Boards Review Course

April 23-29
-

Cincinnati May 21 -27
-

Los Angeles
June 11-17 - Baltimore July 6-12- Chicago

Plus optional day of psychiatry just before and optional day of obstetrics just after
OBJECTIVES
• Improve basic and clinical knowledge in family practice
• Prepare candidates to take Family Practice board exams
• Provide family practitioners with a review and update

METHODS
SELF-DIRECTED STUDY questions, answers, and assignments
SEMINAR with projection slides and lecture-note syllabus
PRACTICE EXAMS with written questions and answers

OPTIONAL DAY
BEFORE CORE

Psychiatry
Depression and Mania
Schizophrenia
Anxiety and Neurosis
Personality Disorders
Psych. Emergencies
Alcohol & Drug Abuse
Obesity/Eating Disorders
Sleep Disorders
Geriatric Psychiatry
Psychotherapeutic Drugs

SEVEN DAY
CORE COURSE

Medicine and
Gerontology

Pulmonology
Asthma and COPD
Pneumonia & Bronchitis
Diffuse Lung Diseases
Pulmonary Emboli
Respiratory Failure
Cardiology
EKG's & Arrhythmias
Preventive Cardiology
Hypertension
Myocardial Infarction
Valvular Disease
Congestive Failure

Gastroenterology
Oral Diseases
Esophageal Problems
Peptic Ulcers
Hepatitis and Cirrhosis
Gallbladder & Pancreas
Chronic Bowel Disease
Anorectal Problems

Nephrology
Acid-Base and 'lytes
Urinary Infections
Renal Failure

Endocrinology
Diabetes Mellitus
Thyroid Diseases
Parathyroid & Adrenal
Osteoporosis

Heme. & Oncology
Anemia
Abnormal White Counts
Bleeding Disorders
Cancer Detection
Cancer Prevention
Primary Care Oncology

Rheum. & Sports
Rheumatic Syndromes
Inflammatory Arthritis
Overuse Injuries
Acute Knee Injuries

Neurology
Headache & Back Pain
Dizziness & Tinnitus
Delirium and Stroke
Dementia & Parkinson's
Epilepsy & Head Injury

Derm, and Pharm.
Common Dermatosis
Systemic Disease Signs
Geriatric Pharmacology
Antibiotic Choices

Potpourri
AIDS and Other STDs
Common Infections
Pain Management
Chest X-ray Review
Abdominal X-rays

Gynecology
Gynecologic Infections
Menstrual Disorders
Pelvic Pain Evaluation
Contraception
Infertility Options
Sexual Assault
Abnormal Pap Smears
Cancer in Women
Menopause Management

Community Med.
Preventive Health Care
Occupational Medicine
Environmental Medicine
Ethical & Legal Issues

Pediatrics
Care of the Newborn
Growth & Development
Vaccinations
Behavior Problems
Learning Disorders
Fever and Infections
Vomiting and Diarrhea
Seizures and Epilepsy
Allergy & Immunology
Common Exanthemas
Child Abuse
Adolescent Medicine

Surgery
Acute Abdomen
Breast Diseases
Trauma Assessment
Vascular Problems
Common Eye Problems
Hand Injuries
Office Orthopedics
Otitis and Sinusitis
Head and Neck Masses
Prostate Problems
Urinary Incontinence

OPTIONAL DAY
AFTER CORE

Obstetrics
Prenatal Care
Fetal Testing
Diabetes in Pregnancy
Hypertension
Spontaneous Abortion
Preterm and Post Dates
Induction of Labor
Labor Complications
Obstetric Analgesia
Perinatal Infections
Medical Genetics

Robert Balk, M.D.
Rush Medical College
B. Banahan, M.D.
University of Mississippi
R. Baumann, M.D.
University of Kentucky
P. K. Chaudhuri, M.D.
Medical College of Ohio
Joseph DeFelice, M.D.
VA Outpatient Clinic
Robert Dimeff, M.D.
Cleveland Clinic Foundation
L. Dungy-Poythress, MD.
University of Cincinnati
Ana Eng, M.D.
Loyola Univ. of Chicago
Margery Gass, M.D.
University of Cincinnati
S. Graham, M.D.,Ph.D.
University of Pittsburgh
Jorge Herrera, M.D.
Univ. of South Alabama
Larry Johnson, M.D.
University of Cincinnati
Lawrence LaPalio, M.D.
Loyola Univ. of Chicago
E. Lederer, M.D.
University of Louisville
Jay Menitove, M.D.
University of Cincinnati
Charles Myer, M.D.
University of Cincinnati
Nik Oquist, M.D.
Vanderbilt University
E. Podczaski, M.D.
Penn State University
John Pottage, M.D.
Rush Medical College
Joshua Sands, M.D.
University of Cincinnati
Kirk Shepard, M.D.
Ohio State University
Lee Shulman, M.D.
Univ. of Tennessee
Bernard Silver, M.D.
Case Western Reserve Univ.
Terry Taylor, M.D.
Georgetown University
John Wyrick, M.D.
University of Cincinnati

Limited Enrollment: Family Practice Review Registration
Name_ Phone_
Address

City/State/Zip
_

Mail Today to:
1094 East Dawn Drive, Dept. 504
P.O. Box 2218
Terre Haute, IN 47802-0218

Ö April 23-29
-

Cincinnati
Ell May21-27-LosAngeles
CU June 11 -17

-

Baltimore

D July 6-12, 1995-Chicago
LJ Check enclosed$_
D Please send FREE SAMPLE

".. .remarkably complete andpleasant. "*

Course Description
Course enrollment is limited to 120 to give
personal attention to your questions. Self-di¬
rected study questions will be sent before the
courses

-

which will include case reviews
and lectures with slides and syllabus and
question sessions each evening.
"Accommodations were comfortable. ..."*

Locations and Travel
Crowne Sterling Suites San Francisco Air¬
port; Regal Hotel Cincinnati; Radisson
Plaza, Manhattan Beach, near Los Angeles
Airport; Baltimore Washington Airport
(BWI) Marriott; and Radisson Lisle/Naper-
ville

-

20 miles southwest of Chicago's
O'Hare Airport. For personal service with
travel reservations, please call 800-356-7537
ext. 218.
".. .the most educationfor the money. "*

Fees and Course Hours
Phy. Res. Hr.
$870 $580 70
$150 $100 10
$150 $100 10
;1080 $720 90
$540 $540 90

Physician or Resident:
• 7 Day Core Course

Optional Day Before
Optional Day After

• 9 Day Board Review
Repeating within 2 yrs.

• Add 10% within 10 days of the course.
• Not in course hotel package add $30 per day.
• A $ 100 deposit will reserve your position.
• Subject to $100 fee, refunds will be made

until the seminar begins.
".. .home study... was extremely helpful ' ' *

AAFP Prescribed Credit
This program has been reviewed and is ac¬

ceptable up to 88 Prescribed hours by the
AAFP. AAFP Prescribed credit fs accepted
by the AMA as equivalent to AMA PRA
Category 1 for the AMA Physicians Recog¬
nition Award. When applying for the AMA
PRA, Prescribed hours earned must be report¬
ed as Prescribed hours, not as Category 1.

"Ifeel [the course] helped me pass...." *

Information

Call Today for information and
registration, hotel and travel reservations:
(800) 356-7537 or (812) 299-5658

FAX (812)299-2775
*Comments by Osierparticipants 504






