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I CORTISPORIN#{176}

: - ‘ Otic Solution stenle Otic Suspension sterile

(P0 LYMYXI N B- N EO MYC IN- (POLYMYXI N B- N EU MYCI N-
HYDR000RTISON E) HYDR000RTISON E)

Economical broad-spectrum bactericidal
CORTISPORIN� OTIC SUSPENSION Sterile (Polymyxin 8-Neomycin-Hydro- CONTRAINDICATIONS, WARNINGS, PRECAUTIONS AND
cortisonel ADVERSE REACTIONS COMMON TO BOTH PRODUCTS
DESCRIPTION Each cc contains CONTRAINDICATIONS: These products are contraindicated in those individuals
Aerosporin’ Polymyxin B Sulfatel 10.000 units who have shown hypersensitivity to any of the components, and in herpes
Neomycin sulfate equivalent to 3.5 mg neomycin base) . . 5 mg simplex. vaccinia and varicella.
Hydrocortisone 10 mg 1%) WARNINGS: As with other antibiotic preparations, prolonged treatment may

The vehicle contains the inactive ingredients cetyl alcohol, propylene gtycot, result in overgrowth of nonsusceptubte organisms and fungi If the infection is
polysorbate 80. water for intection and thimerosat preservative) 0 01 %. not improved after one week. cultures and susceptibility tests should be repeated
INDICATIONS: For the treatment of superlucial bacterial infections of the ex- to verity the identity of the organism and to determine whether therapy should
ternal auditory canal caused by organisms susceptible to the action of the anti- be changed
biotics, and for the treatment of infections of mastoudectomy and fenestration When using neomycin-containing products to control secondary infection in the
cavities caused by organisms susceptible to the antibiotics chronic dermatoses, such as chronic otitis externa, it should be borne in mind that
PRECAUTIONS: This drug should be used with care in cases of perforated the skin in these conditions is more liable than is normal skin to become sensitized
eardrum and in long-standing cases of chronic otitis media because of the possi- to many substances, including neomycin The manifestation of sensitization to
bility of ototoxicity caused by neomycin neomycin is usually a low grade reddening with swelling. dry scaling and itching,
CORTISPORIN! OTIC SOLUTION SterilelPolymyxin B-Neomycin-Hydrocortisone) it may be manifest simply as a failure to heal During long-term use of neomycin-
DESCRIPTION: Each cc contains containing products, periodic examination for such signs is advisable and the
Aerosporin’ )Polymyxin B Sulfate) 10,000 units patient should be told to discontinue the product if they are observed These
Neomycin sulfate . . . . 5 mg symptoms regress quickly on withdrawing the medication. Neomycin-containing

(equivalent to 3.5 mg neomycin base) applications should be avoided for that patient thereafter.
Hydrocortisone . . . , 10 mg )1%) PRECAUTIONS: If sensitization or irritation occurs, medication should be dis-

The vehic)e contains the inactive ingredients cupric sulfate, glycerin, hydro- continued promptly. Patients who prefer to warm the medication before using
ch)oric acid, propylene glyco), water for injection and potassium metabisulfite should be cautioned against heating the solution above body temperature, in
(preservative) 0 1% order to avoid loss of potency.
INDICATIONS: For the treatment of superficial bacterial infections of the external Treatment should not be continued for longer than ten days. Allergic cross-
auditory canal caused by organisms susceptible to the action of the antibiotics reactions may occur which could prevent the use of any or all of the following
PRECAUTIONS: This drug should be used with care when antibioticsforthetreatmentoffutureinfections kanamycin,
the integrity of the tympanic membrane is in question be- paromomycin, streptomycin, and possibly gentamicin.
cause of the possibility of ototoxicity caused by neomycin / Burrou hs Welicome Co ADVERSE REACTIONS: Neomycin is a not uncommon
ADVERSE REACTIONS: Stinging and burning have been / . � cutaneous sensitizer There are articles in the current litera-
reported when this drug has gained access to the middle ear. I esearc riange rar� ture that indicate an increase in the prevalence of persons

W.Ncoms / North Carofina 27709 sensitive to neomycin.
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© 1980 Warner-Lambert Company Please see brief summary of prescribing information on following page.

Your diagnosis may take
just 5 minutes.

She may have to live with’
the therapy for 10 years.

Voluntary hyperventilation
producing brief, clinical seizure
of 5-30 second duration’. , . EEG
showing 3-per-second spike-
wave forms.. . confirming your
diagnosis: absence seizures
(petit mal).

For effective management of
absence seizures, sometimes
spanning a decade or more of
continued drug therapy, con-
sider ZARONTIN#{174} (ethosuximide).

Why ZARONTIN? Because
crucial factors concerning its
long-term use are a matter of
extensive record:

S Well-known specificity-does
not mask developing tonic-
clonic activity in susceptible
patients.

. Well-known efficacy against
absence seizures.

S Well-known safety.
. Predictably compatible with

barbiturates.
S Low daily cost to patients.

ZARONTIN. . . the drug of
choice in absence epilepsy.2 Its
last 20 years of experience may
make her next ten easier to
live with.

1 /Livingston S, Pruce I: Petit mal
epilepsy. Am Fam Physician
17(1):107-114, January 1978.

2/Livingston S, Pruce I,Pauli LL:
Initiation of drug therapy. Pediatr
Ann 8 (4):213-229, 1979.

ZARONTIN
(ethosuximide, usp)
Capsules/Syrup

250mg 250 mg/S ml

the drug of choice
in absence epilepsy

PARKE-DAVIS
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Before prescribing. please consult full prescribing information

A brief summary follows

Indication: Zarontin is indicated for the control of absence (petit mal)
epilepsy

Contraindication: Ethosuximide should not be used in patients with
a history of hypersensitivity to succinimides
warnings: Blood dyscrasias, including some with fatal outcome,
have been reported to be associated with the use of ethosuximide,

therefore, periodic blood counts should be performed
Ethosuximide is capab)e of producing morphological and func-

tional changes in the animal liver In humans, abnormal liver and

renal function studies have been reported
Ethosuximide should be administered with extreme caution to

patients with known liver or renal disease Periodic urinalysis and
liver function studies are advised for all patients receiving the drug.

Cases of systemic lupus erythematosus have been reported with
the use ofethosuximide The physician should be alerttothis possibility
Usage in Pregnancy: The effects of Zarontin in human pregnancy
and nursing infants are unknown

Recent reports suggest an association between the use of anti-
convulsant drugs by women with epilepsy and an elevated incidence
of birth defects in children born to these women Data are more

extensive with respect to phenytoin and phenobarbital, but these are
also the most commonly prescribed anticonvulsants, less systematic
or anecdotal reports suggest a possible similar association with the
use of all known anticonvulsant drugs

The reports suggesting an elevated incidence of birth defects in
children of drug-treated epileptic women cannot be regarded as

adequate to prove a definite cause-and-effect relationship There are
intrinsic methodologic problems in obtaining adequate data on drug

teralogenicity in humans, the possibility also exists that other factors,
eg. genetic factors or the epileptic condition itself, may be more
important than drug therapy in leading to birth defects The great

majority of mothers on anticonvulsant medication deliver normal
infants It is important to note that anticonvulsant drugs should not be

discontinued in patients in whom the drug is administered to prevent
major seizures because of the strong possibility of precipitating

status epilepticus with attendant hypoxia and threat to life In individual

cases where the severity and frequency of the seizure disorder are
such that the removal of medication does not pose a serious threat
to the patient, discontinuation of the drug may be considered prior

to and during pregnancy, although it cannot be said with any con-
fidence that even minor seizures do not pose some hazard to the
developing embryo or fetus

The prescribing physician will wish to weigh these considerations

in treating or counseling epileptic women of childbearing potential

Hazardous Activities: Ethosuximide may impair the mental and/or
physical abilities required for the performance of potentially haz-

ardous tasks, such as driving a motor vehicle or other such activity
requiring alertness, therefore, the patient should be cautioned
accordingly

Precautions: Ethosuximide, when used alone in mixed types of
epilepsy, may increase the frequency of grand mal seizures in some
patients.

As with other anticonvulsants, it is important to proceed slowly
when increasing or decreasing dosage, as well as when adding or
eliminating other medication Abrupt withdrawal of anticonvulsant
medication may precipitate absence (petit mal) status
Adverse Reactions
Gastrointestinal System: Gastrointestinal symptoms occur frequently

and include anorexia, vague gastric upset, nausea and vomiting,
cramps, epigastric and abdominal pain, weight loss, and diarrhea
Hemopoletic System: Hemopoietic complications associated with

the administration of ethosuximide have included leukopenia,

agranulocytosis, pancytopenia, aplastic anemia, and eosinophilia
Nervous System: Neurologic and sensory reactions reported during

therapy with ethosuximide have included drowsiness, headache,

dizziness, euphoria, hiccups, irritability, hyperactivity, lethargy,

fatigue, and ataxia Psychiatric or psychological aberrations asso-
ciated with ethosuximide administration have included disturbances
of sleep, night terrors, inability to concentrate, and aggressiveness
These effects may be noted particularly in patients who have pre-
viously exhibited psychological abnormalities There have been rare
reports of paranoid psychosis, increased libido, and increased state
of depression with overt suicidal intentions
Integumentary System: Dermatologic manifestations which have
occurred with the administration of ethosuximide have included
urticaria, Stevens-Johnson syndrome, systemic lupus erythema-
losus, and pruritic erythematous rashes
Miscellaneous: Other reactions reported have included myopia,
vagina) bleeding, swelling of the tongue, gum hypertrophy, and

hirsutism

PARKE-DAVIS
Div of Warner- Lambert Co
Morris �ains, NJ 07950 USA
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ANNOUNCING the
New Happy#{174}FamilyTM

BREAST PUMP

A new breast pump that is very effec-
tive, easy and comfortable to use, and
low cost.

In use in many hospitals, and as a
take-along item for continuing use at
home.

Autoclavable or may be sterilized by
ETO or chemical means. Choice of
two sizes of breast cups. New design
angled to prevent spills.

Unit converts into a feeding container
to minimize oxidation and save vital
nutrients in breast milk. A simple and
economical alternative to electric
pumps.

Packaged with two helpful brochures
on breast feeding and use of a breast
pump.

Hospital cost is well under $20. Con-
tact your purchasing agent or request
data from:

HAPPY FAMILY PRODUCTS
12300 Venice Blvd.
Los Angeles, California 90066
213/655-7301

Name
Address _______________________
City State...Zip
Phone
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Send all manuscripts to:
Jerold F. Lucey, MD
Editor
Pediatrics Editorial Office
Mary Fletcher Hospital
Colchester Avenue
Burlington, VT 05401

In view of the Copyright Revision Act of 1976,

effective January 1, 1978, transmittal letters to the
editor should contain the following language: “In
consideration of the American Academy of Pediat-
rics taking action in reviewing and editing my sub-
mission entitled , also known as _______

the author(s) undersigned hereby transfers, as-
signs, or otherwise conveys all copyright owner-
ship to the AAP in the event that such work is
published by the AA.P.” We regret that transmittal
letters not containing the foregoing language

signed by all authors of the submission will delay

review of the manuscripts.

Manuscripts should be prepared in the manner de-
scribed in Manual for Authors & Editors © 1981 by the
American Medical Association. See also “Uniform Re-
quirements for Manuscripts Submitted to Biomedical

Journals. “ A current issue of PEDIATRICS should be con-
suited for general style.

Three complete copies of the manuscript including
tables and illustrations must be supplied. All material

should be typed on white bond paper, 21.6 x 27.9 cm (8#{189}
x 1 1 in). Use double spacing throughout, including title

page, abstract, text, acknowledgments, references, tables,

and legends for illustrations.
The author’s style will be respected; however, writing

should conform to acceptable English usage and syntax,
and American Medical Association style preferences will
be observed. Titles should be concise and clear, subtitles

avoided. Terminology should follow Standard Nomen-

clature of Diseases and Operations. Give authors’ full
names and professional degrees, principal author’s ad-
dress, and name of institution(s) where work was done;

omit departmental appointments unless necessary for
special reasons. Slang, medical jargon, obscure abbrevia-
tions, and abbreviated phrasing should be avoided. Math-
ematical terms, formulas, abbreviations, and units of mea-
surement must conform to usage in PEDIATRICS, based
on standards in Science 120:1078, 1954. The metric system
will be used; equivalent measurement in the English
system may be included in parentheses. Name of chemical
compounds-not formulas-should be given. Proprietary
names, if unavoidable, will be indicated by capitalization
of the first letter. Conversions to accepted standards and

terms should be made before the manuscript is submitted.
Authors are requested to furnish (in addition to the full

title) a condensed title for the cover, not exceeding 60
spaces, and a running foot of not more than 35 spaces.
Original articles should be accompanied by an abstract of
200 words or less, as well as up to five key words under
which the paper should be indexed. Authors should also
supply an alphabetical list of any unusual abbreviations

used and their definitions.
Manuscripts should include a clear introductory state-

ment of purpose; a historical review when desirable; a

description of the technique and the scope of the experi-
ments or observations (previously published procedures
require only references to the original); a full presentation
of the Results obtained; a brief Comment or Discussion

on the significance of the findings and any correlation
with those of other workers; a paragraph headed Specu-

lation and Relevance, or Implications; and a Summary,
in brief, logical r#{233}sum#{233}which may include conclusions.

References must be numbered consecutively accord-
ing to their citation in the text. Abbreviations for journals
should be those listed in Index Medicus. The following
reference style (a modified form of that shown in “Uni-
form Requirements for Manuscripts Submitted to
Biomedical Journals”) will appear in the journal effective
with volume 71 (January 1983 issue):

Journal (list first three authors then et at):
1. St&rzl TE, Klintmahn GBG, Porter KA, et at: Liver transplantation

with use of cyclosporin A and prednisone. N Engi J Med 198l;305:

266-269

Book

1. Kavet J: Trends in the utilization of influenza vaccine: An exami-

nation of the implementation of public policy in the United States,

in Selby P (ed): Influenza: Virus, Vaccines, and Strategy. New

York, Academic Press mc, 1976, pp 297-308

Tables must be comprehensible to the reader without
reference to the text and typed (double-spaced) rather
than photographed. Each table should be typed on a
separate sheet, be numbered consecutively, and have a
brief title. Care should be taken to make tables as concise

and brief as possible.
Illustrations-Photographs of line drawings and any

other figures that are not composed simply of letters,
numerals, and routine symbols must be furnished. Do not
send original artwork or printed forms. A reasonable
number of black-and-white illustrations will be printed
from black-and-white glossies or film without charge.

Each illustration should be identified on its back, in-

dicating the number, author’s name, and “top.” They
should be keyed in the text. If unessential, their omission
may be requested. The prints should not be stapled,
clipped together, mounted, or trimmed. Details to be
emphasized or crop marks should be indicated on a tissue
overlay, not on the illustration itself. Illustrations of poor

quality may be returned for improvement. Photographs

of patients should be submitted only when written paren-
tal permission has been obtained. It is the responsibility
of the authors to obtain this permission and to keep it in
their files. If a figure has been published, acknowledge
the original source and obtain written permission for its

use from the coyright holder. Use cardboard inserts to
protect illustrations in the mail. Legends for figures are

to be on a separate sheet.
Color illustrations and other special processing involve

extra costs that are usually borne by the author. Manu-
scripts containing such materials will not be processed
until arrangements for payment, on the basis of estimated
prices, are made. Color work requires one month longer
for production.

Revised, March 1982
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Effective adjunctive therapy to systemic antibacterial #{149}Handy applicator tip. Reliable

DESCRIPTION: Each gram contaIns Aerosporin ‘ (Polymyxin B Sultatel 5,000 units, mycin is possible. In burns where more than 20 percent of the body surface is affected
bacitracin zinc 400 units, neomycin sulfate 5 mg lequivalent to 3.5 mg neomycin basel: especially if the patient has impaired renal function or is receiving other aminogfycoside
special white petrolatum gs: in tubes of 1 oz ann 1? OZ and ‘/� oz lappron I toil packets antibiotics concurrently, not more than one application a day is recommended.
INDICATIONS: Therapeutically las an adlunct to systemic therapy when indicated), for When using neomycin-containing products to control secondary infection In the chronic
topical infections, primary or secondary. due to susceptible organisms, as in’ . infected dermatoses, It should be borne in mind that the skin is more liable to become sensitized to
burns, skin grafts, surgIcal incisions, otitis externa . primary pyodermas (impetigo, many substances, Including neomycin. The manifestation of sensitization to neomycin is
ecthyma, sycosis vulgaris, paronychia( . secondarily infected dermatoses (eczema, herpes, usualfya low grade reddening with swelling, dry scaling and itching; it may be manifest simply
and seborrheic dermatitis( . traumatic lesions, inflamed or suppurating as a result of as a faIlure to heal. During long-term use of neomycin-containing products, periodic examt-
bacterial infection. Prophylactically the ointment may be used to prevent bacterial contami- nation for such signs is advisable and the patient should be tofdto discontinue the product
nation in burns, skin grafts, incisIons, and other clean lesions. For abrasions, minor cuts tf they are observed. These symptoms regress quickly on withdrawing the medication.
and wounds accidentally incurred, its use may prevent the development of infection and Neomycin-containing applications should be avoided for that patient thereafter.
permIt wound healing. PRECAUTIONS: As with other antibacterial preparations, prolonged use may result in

CONTRAINOICATIONS: Not lot use in the eyes or In the enternal eat canal overqrowth of nonsusceptible organisms, including fungi. Appropriate measures
it the eardrum is perforated. This product is contraindicated in those individuals should be taken If this occurs.
who have shown hypersensitivity to any of its components. , ADVERSE REACTIONS: Neomycin is a not uncommon cutaneous sensitizer. Articles
WARNING: Because 01 the potential hazard of nephrotoxicity and ototoxicity due � I Burroughs Wellcome Co. in the current literature indicate an increase in the prevalence of persons allergic to
to neomycin, care should be exercised when using this product in treating extensive ..I�. I Research Triangle Park neomyctn.Ototoxtcttyand nephrotoxlclty have been reported (see Warning section).
burns, trophic ulceration and other extensive conditions where absorption of neo- WsIIcom. / North Carolina 27709 Complete literature available on request from Professional Services Dept. PML.
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PREP (Pediatrics Review and Education Program),
the American Academy of Pediatrics’ expanded con-
tinuing medical education program, is designed for
the practicing pediatrician. It allows you to plan your
own medical education, using the PREP educational
objectives as a study guide. PREP provides a self-
assessment exercise and review articles in a monthly

journal, Pediatrics in Review.

CHECK THE BENEFITS:
Relevant, Practical Content

The high quality of past years’ PREP content continues
in the selection of pediatric topics for review and material

covering recent medical advances, all geared to the
practicing pediatrician. Approximately half of PREP’s

objectives relate to the review topics and half to the recent
advances. Over 12,000 of your colleagues participating
in PREP attest to the currency and applicability of its

information.

Reduced Fees
Now beginning its fourth year, PREP is a better bargain than

ever, with annual fees reduced again-to $60 for Academy
Fellows, $45 for Junior Fellows, and $1 10 for non-AAP mem-

bers. (The one-time registration fee of$25 remains unchanged.)

Continuing Medical Education Credit
PREP enrollees can earn each year up to 30 PREP credits as
well as 30 credits in Category 1 toward the Physician’s Recogni-
tion Award of the American Medical Association for completing
PREP materials.

Annual Education Certificate and Award at Completion
PREP offers recognition for your commitment to professional
development. A PREP annual Education Certificate is available
to Fellows who earn 20 PREP credits in a year. Fellows who
participate in PREP for six consecutive years-thereby complet-
ing an entire curriculum for 120 credits-will receive the PREP
Fellowship Award.

Take a moment now to ensure that you, too, can have the pride
that comes with participating in PREP Call, toll-free, 800/323-
0797 for enrollment information, or write to:

PREP/American Academy of Pediatrics
P0. Box 1034
Evanston, IL 60204



New USDA sur�:j.w�, �hj� y ‘z;

Up to 55% of preschoolers
may be at nutritional risk.

NUTRITIONAL DIVISION

Problem 1: 55% of 1-5 year olds receive less
than 70% of the 1980 RDA for one or more key
vitamins and minerals.
Preliminary results from the USDA Nationwide Food
Consumption Survey1 of preschoolers’ daily diets show:

Percent of 1-5 yea r olds receMng:

No. par-
ticipants less than 100% RDA2

One or more Iron
key vitamins

less than 70% RDA

One or more Iron
key vitamins

2,750 53% 87% 25% 55%

Problem 2: These children come from �!! income,
ethnic and geographic groups-They cannot
be identified easily...

...and dietary counseling often may not be
feasible for the concerned physician on a
daily basis.

1Source: Preliminary three-day dietary reports data
from USDA Nationwide Food Consumption Survey
conducted 4/77-3/78 using Food and Nutrition Board
1980 Recommended Dietary Allowances. Data
exclude nutrient contribution from vitamin and mineral
supplements.
21gw Recommended Dietary Allowances.

3Data on file, Mead Johnson Nutritional Division.
©1982, Mead Johnson & Company #{149}Evansville, Indiana
47721 U.S.A.

Problem 3: Inadequate fluoride. Increased
caries risk.
Recent research3 indicates that 65% of children 2-8 who live
in �gj�-fluoridated water areas receive no daiIy�ystemic�
fluoride supplementation. It is generally recognized that 50%-
80% canes reduction is possible through optimal fluoride
supplementation.

Your solution: Routine vftamin supplementation
to help assure your pediatric patients’ optimal
growth and development

Help guard your patientS against
nutritional risk v�ith routine vitamin

spedfication.

Vi-Sol#{174}/Vi-Flor’TM products are the nation’s
most prescribed children’s vitamin and fluon-
dated vitamin supplements.

For information on pediatriC vitamin supple-
mentation, write the Medical Affairs Depart-
ment, Mead Johnson Nutritional Division,

______ Evansville, Indiana 47721.

Products shown include Poly-Vi-Flor multivitamins and
fluoride supplements



259 Reversible Nephrotoxic Reactions to a Combined 2,3-Di-
mercapto-1-propanol and Calcium Disodium Ethylenedia-
minetetraacetic Acid Regimen in Asymptomatic Children

with Elevated Blood Lead Levels-Donald I. Moel and Kusum
Kumar

AMERICAN ACADEMY
OF PEDIATRICS

263 Metastatic Medullary Thyroid Carcinoma in Young Chil-

1801 Hinman Avenue dren with Mucosal Neuroma Syndrome-Francine Ratner
‘ Kaufman, Thomas F. Roe, Hart Isaacs, Jr, and Jordan J. Weitzman

Evanston, IL 60204

SCH”DU� L’ 268 Plasma Cell Granuloma of the Lung in Children-Carlos M.J_4 J_AI�A Monzon, Gerald S. Gilchrist, E. Omer Burgert, Jr, Edward J.

OF MEETINGS cYConnell, Robert L. Telander, Alan D. Hoffman, and Chin-Yang

ANNUAL MEETINGS 275 Hypothalamic Adipsia Without Demonstrable Structural

Lesion-Alberto Hayek and Glenn T. Peake

1982

New York Hilton 279 Probable Toxic Shock Syndrome Without Shock and Mul-
tisystem Involvement-James W. Bass, Lewis B. Harden, and

Sheraton Centre John H. Peixotto

New York City

October 23-28 . .

282 Pyloric Stenosis in Identical Triplets-Joseph S. Jarnk, Hiri-
kati S. Nagaraj, and Ronald Lehocky

1983
. 284 Newborn Cerebellar Size-Jason C. Birnholz

San Francisco

October 22-27
288 Optic Atrophy Induced by Vincristine-Susan B. Shurin, Har-

old L. Rekate, and William Annable

1984

Chicago

September 15-20

: EXPERIENCE AND REASON

1985

San Antonio, Texas � 292 Neonates of �1,25O Grams Birth Weight: Prospective Neu-

October 19-24 rodevelopmental Evaluation During the First Year Post-
I term-Laura R. Ment, David T. Scott, Richard A. Ehrenkranz,
� Stephen G. Rothman, Charles C. Duncan, and Joseph B. Warshaw

. 296 Malacoplakia of the Retroperitoneum in a Girl with Sys-
Washington, DC temic Lupus Erythematosus-Jahed A. Hamdan, Mohammed

November 1-6 5. Ahmad, and Abdel Rahman Sa’adi

299 Dysuria in Adolescent Girls: Urinary Tract Infection or
1987 Vaginitis?-Efstratios Demetnou, S. Jean Emans, and Robert P.

New Orleans � Masland, Jr

October 17-22

� 302 Osteosarcoma in Early Childhood-Moise L. Levy and Nor-

man Jaffe

1988

San Francisco 304 Leg Burns from Mopeds-Eric Bantz and Julian Auerbach

October 22-27

306 Subgaleal Hemorrhage in Infants with Hemophilia: Report

ofTwo Cases and Review ofthe Literature-Jo Ann Rohyans,
Angela W. Miser, and James S. Miser

Note: All Annual Meetings start i)fl

Saturda�’ 307 Modified Apparatus for Aspiration of Meconium from the

Airway-Louis E. Fazen III

308 Epidemic Hysteria in a Montreal Train Station-M.E.K. Mof-
fatt
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310 Noninvasive Investigation of Cerebral Ischemia by Phos-

phorus Nuclear Magnetic Resonance-D. T. Delpy, R. E.
Gordon, P. L. Hope, D. Parker, E.O.R. Reynolds, D. Shaw, and

Michelle D. Whitehead

AMERICAN ACADEMY AMERICAN ACADEMY OF PEDIATRICS

OF PEDIATRICS
. 314 The Environmental Consequences ofTobacco Smoking: Im-

1801 H inman Avenue plications for Public Policies That Affect the Health of Chil-

Evanston, Illinois 60204 dren-Committee on Genetics and Environmental Hazards

SCHEDULE 316 Valproic Acid: Benefits and Risks-Committee on Drugs

OF MEETINGS

LETFERS TO THE EDITOR
SPRING SESSIONS

320 Hairy Ears-David L. Woods and Atties F. Malan; George Rus-
sell, J. Anne Reid, Hamish W. Sutherland, and John M. Stowers

1983 320 Immunohemolytic Anemia and Hodgkin Disease-Ugo Car-

Philadelphia pentieri, C. W. Daeschner III, and Mary Ellen Haggard

April 16-21

321 Doubtful of Compliance-William R. Allen and Harvey Bunce;

Reply by Richard H. Schwartz, William J. Rodriguez, and Kenneth
M. Grundfast

1984

Phoenix Arizona 322 Pi�enatal Alcohol Effect Disputed-Marvin Miller; Mario Val-
!t/f h OA ‘)fl ente; and Jon Matthew Farber; Reply by Sally E. Shaywitz, Bar-

I iarcii z�’t-��, bara K. Caparulo, and Elizabeth Susan Hodgson

326 Phenobarbital and Cognitive Function-Richard J. Schain

and Melanie Dreisbach; Reply by Harriet Diamond, Alan Forsythe,

1985 Robert Friedman, Alastair Stunden, and Sheldon Wolf

Atlanta

April 13-18 327 Atypical Fetal Hydantoin Syndrome-Mark S. Lubinsky

327 Cardiac and Ophthalmic Malformations and in Utero Ex-

posure to Dilantin-G. S. Pai; Reply by Louis E. Bartoshesky

and Hermine Pashayan

328 Expanding Phenotype of Fetal Hydantoin Syndrome-Boris

G. Kousseff and Edward R. Root

329 Adult Respiratory Distress Syndrome in an Infant-Molly

A. Droge, Catherine V. Jewett, and Frank C. Schmalstieg

330 Cost Effectiveness of Home Management of Bronchopul-

monary Dysplasia-Steven Donn

331 Valproic Acid: A Different View-J. Kiffen Penry

A28 BOOKS RECEIVED

Note: All Spring Sessions start on A5 MANUSCRIPT PREPARATION
Saturday

A60 GENERAL INFORMATION

A84 CLASSIFIED ADS

A91 INDEX TO ADVERTISERS
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Seizure -free

with

Depa�ene#{174}
Vaiproic Acid

The Broad Spectrum Antiepileptic

Impressive efTicacy is seen with Depakene as a major

adjunct in a broad spectrum of seizure disorders.These include

absence (petit mal) when associated with many other generalized

seizure conditions (e.g., tonic-clonic or grand mal, myoclonic, atonic),

as well as in selected cases of absence with partial (focal and

psychomotor) seizure types.

In tonic-clonic seizures mixed with absence, impres-

sive results have been attained.Thus in six groups of those seizure

patients, 71% were improved, and the majority of these gained 75%

to 100% reduction in their seizure frequency.1

Befbre starting Depakene and frequently thereafter,

test CBC, bleeding time, and liver profile in view of occasional reports

of hepatic reactions, including tatalities.

iPinder, R.M.,et aI.,Drugs 13:81, 1977

250 mg capsules, 250 mg/5 ml syrup. See an
adjacent page for prescribing information. 2013434
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PRESCRIBING INFORMATION

The chance to
be like other kids

with

Depa�ene#{174}
Vaiproic Acid

WARNING: HEPATICFAILURERESULTINGIN FATALITIESHASOCCURRED
IN PATIENTS RECEIVING DEPAXENE THESE INCIDENTS USUALLY HAVE DC
CURRED DURING THE FiRST SiX MONTHS OF TREATMENT WITH DEPAKENE
SERIOUS DR FATAl. HEPATOTOXICITY MAY BE PRECEDED BY NON SPECIFIC
SYMPTOMS SUCH AS LOSS OF SEIZURE CONTROL MALAISE WEAKNESS
LETHARGY ANOREXIA AND VOMITING �IVtR FUNCTION TESTS SHOULD BE
PERFORMED PRIOR TO THERAPY AND AT FREQUENT INTERVALS
THEREAFTER ESPECIALLY DURING THE FIRST SIX MONTHS

DESCRIPTION: 1�PAKENE (valproic acid) is a caibo�yIic acid designaled as 2
propylpcnlanosc acjd II is also known � dipiopyIaceI�c ac�d

VaIp,o�c acid (pEa 4 81 has a moleculai woighi of 144 and occuis as a colo,Iess
liquid wiIh a ch�acievistic o�lax II is sIi�1�tIy soluble n walec (1 3 mg ml) aod very
soluble n xuan,c solvents

t�PAKENt is supplied as soft elastic capsules and syrup lv, otal administraliun
Each capsule contains 250 mc valptoic acid The syrup contains the equivalent oI
250 rug valptoic acid per S ml as he sodium salt

CLINICAL PHARMACOLOGY: I�PAKENE is an antiepileplic agent which is
chemically untelated Iv othet dtugs used to treat seizure drsoedets It has no nitrogen
cx aromatic moiety cha�ctetistrc of other antieprleptic bugs The mechanism by
which 1�PAXENE exerts its antrepileptic effects has not been established It has
been suggested that its �Irvrty is related to incteased twain levels of gamma
amrnobutyric acid IGA8A) The effect on the neutonal membtane is unbnown

1�PAKENE rs rapidly absoibed after nat administtatiotr Peak serum levels of
valptorc acid occut approximately one to lout hours after a single sal dime of
L�PAKENE The setum half life It0 v �l of the pamnt compound is approximately
eight to twelve hours A slight delog in absorptrrxr xcurs when the �ug is ad
ministered with meals but this does rot affect the total abssplion

Valproic acid is rapidly distributed and at therapeutic dwg concentrative’s drug is
highly bound 190%I ID human plasma ptoterns Increases in d�se may result in
decreases in the citeS of protein binding and varrable changes in valpivate
cl,ara’�e and eliminativv

Elimination of DEPAKENE and its metabolites ticcuts ptrrrcipally in the urine with
mints amounts in the feces and expired air Very little unnietabolized paienl bug is
excreted in the urine The drug usprimaxily metabolized rn the liver and is excreted as
the glucutonide conlugate Othei rnetabvlites in the sine ate ptoducts of beta and
omega oxidation IC 3 and C S posrtioxrl The lone maIm oxidatrve metabvlites a’e
2 propyl 3 kelo pentanoic acid 2 ptopyl S hydroxypentaxroic acid and 2 propyl
glutaric acid

INDICATIONS: DEPAKENE lualprorc acrdl is indicated lot use as sole and ad

�nctive Ihetapy in the treatment of simple petit mall and complex absence seizutes
iPAXENE may also be used ad�uncIively in patients with multiple seizure types

which include atiseace seizures
In accotdance with the lntetnatro,ral Classification of Seizutes. simple absence is

defined as uer� b,ief clouding of lw ser�srum ox lass of corwcruusness Ilastirig
usually 2 5 secoirdsl accompanied by certain genetalrzed epileptic drschaxges
without other detectable clinical signs Complex absence is the errs used when other
signs ate also present

SEE WARNINGS#{149}SECTION FOR STATEMENT REGARDING FATAL HEPATIC
DYSFUNCTION

CONTRAINDICATIONS: DEPAXENE IVALPROIC ACIDI SHOULD NOT BE AD
MINISTERED TO PATIENTS WiTH HEPATIC DISEASE OR SIGNIFICANT DYSFUNC
TION

t�PAKENE is coxrrraindrcated in patients with known hypersensitivity to the drug

WARNINGS: H.patic failure resuftiuig in fatalities has occsiusd in pa-
haRts rscsevisu� DEPAKINI, Thu. xu,cidsnts u...aUy hive .ccxunsd dx.rin#{231}
ti,. first six mouths of trsstmiot with D(PAKINE. S.ri.iis or fatal
hepatotosicity may be procodsd by nsa-specific syoipt.uxs sack as loss of
seizure control. oxaladse. weakness. feikargy. aixorosia aed vomitiux�. Lover
fonctioo touts shoold be performed prior to therapy aid at froqosot intervals
thereafter. especially dutin9 the first six months. However. pfiysicxans
sixoald oaf rely totally on serum biochemistry since these tests may not be
abnormal in all instances. but should also consider the results of corefol in-
tersm medical history and pbysical examination. Caotioe sbould be observed
when adminisferia, DEPAKENE to patients with a �ior bistory of bepatic
disuse. Patients with variows aeosaal congenital disorders. those with
severe seizere disorders acconipanisd by mental retardation. and those with
or�arnc brain disease may be at particolor risk.

The dro� sboeld be discootineed immediately in the presence of si�nifx-
cant bepatic dysfunction. suspected or apparent. In sew. cases. bepatic
dysfoactive has progressed ei spite of discontinoation of dro. The frequency
of adverse effects Iparticularly elevated liver enzymesl may be dose related The
benefit of ,nrpioved seizure cortrol which may �cvmpany the higher dives should
therefore be weighed against the possibility of a greater incidence of adverse effects

Usage iv Pre�eravcy THE EFFECTS OF DEPAKENE IN HUMAN PREGNANCY ARE
UNKNOWN ANiMAL STUDIES HAVE DEMONSTRATED TERATOGENICI1Y

Sludies in rats and human females demorstrated placental trawler of the drug
Doses gearer than 65 mg kg day given to pregnant rats and mice produced skeletal
abnormalities in the offspring. primarily involving ribs and uertebtae. doses greater
than t SO org kg day given to pregnant rabbits produced fetal ressrptioxrs and Ipri
rnarilyl soft tissue abnormalities in the offspring In rats a dose related delay in the
tinsel of parturitiori was voted Postnatal growth and survival of the progeny were

adversely affected particularly when bug administration spanned the entire gesta
tioir and early lactation period

THERE ARE MULTIPLE REPORTS IN THE CLINICAL LITERATURE WHICH INDI
TATE THAT THE USE QF ANTIEPILEPTIC DRUGS DURING PREGNANCY RESULTS IN
AN INCREASED fNCIDENCE OF BIRTH DEFECTS IN THE OFFSPRING ALTHOUGH
DATA ARE MORE EXTENSIVE WITH RESPECT TO TRIMtTHADIONE. PARAMETHA
DIONE. PHENYTOIN AND PHENOBARBITAL. REPORTS INDICATE A POSSIBLE SIMI
LAR ASSOCIATION WITH THE USE OF OTHER ANTIEPILEPTIC DRUGS THEREFORE.
ANTIEPILEPTIC DRUGS SHOULD BE ADMINISTERED TO WOMEN OF CHILDBEARING
POTENTIAL ONLY IF THEY ARE CLEARLY SHOWN TO BE ESSENTIAL IN THE MAN
AGEMENT OF THEIR SEIZURES

Airtieprleptic drugs should nol be discontinued in patients in whom the drug is ad
ministered to prevent mats seizures because of the sitting psssrbrlrty of preciprtatrng
status epilepticas with attendant hypoxia and threat to life In individual cases where
the severity and frequency of the seizure disorder are such that the removal of
medication does not pose a serious tfreat to the patient drscsrtrnuatiorr of the drug
may be considered prior to and during pregnancy although it cannot be said wrtn any
confidence that even minor seizures do not pose some hazard to the developing
embryo or fetus

The prescribing physician will wish to weigh these consideratruns in treating ru
counseling epileptic women of childbearing potential

PRECAUTIONS: Hepatrc Ofnnfuvclrovr See Coetrarndrcatrsrs and Wwn
rigs sections

Gevera/ Because of repoxis of thrsmbocytspenia and platelet aggiegatiun dys
unction platelet counts and bleeding time determrnatisn are recommended bef ore

initiating therapy and at periodic intervals It is recommended that patients receiving
!�PAKENE be moertoned lot platelet count priot to planned surgery Clinical evidence
of hemsrr-frag#{231}.bruising or a disorder of henrostasis coagulation is an indicatIon iv
reductroir of UEPAXENE dcsage or wrthdtawal of therapy pending investigation

Hypetammonemia with or without lethargy on contra has been reported and may be
present in the absence of abnormal liver function tests If elevation occurs,
DEPAKENE should be discontinued

Since E�PAXENE (valproic acidi tray interact with concurrently administered
antiepileptic drugs. petisdrc serum level determrnafroes of csncoxrrrtant antiepileptic
d,ugs are recommended during the early cisirse of therapy 15cr “aug Interactions”
sect veil

E�PAKENE is partially eliminated in the urine as a keto melabolrte which may
lead to a false interpretative of the union ketone lest

/vfo,-m.tro,r fo� Patients Since DEPAKENE may produce CNS depression
especially when combined with another CNS depressant Ic g alcoholl. patients
should be advised not to engage in hazandous occupations. such as driving an auto
mobile or operating darngetoos machinery until it is known that they do not become
drowsy from the drug

Lb-op Interactions L�PAKENE may potentiate the CNS deptessant activity of
alcohol

THERE IS EVIDENCE THAT DEPAKENE CAN CAUSE AN INCREASEIN SERUM
PHENOBARBITAL LEVELS BY IMPAIRMENT OF NONRENAI. CLEARANCE THIS
PHENOMENONCAN RESULTIN SEVERECNS DEPRESSIONTHECOMBINATIONOF
DEPAKENE AND PHENOBARBITAL HAS ALSO BEEN REPORTEDTO PRODUCECNS
DEPRESSION WiTHOUT SIGNIFICANT ELEVATIONSOFBARBITURATEOR VALPRO
ATE SERUM LEVELS ALL PATIENTS RECEIVING CONCOMITANT BARBITURATE
THERAPY SHOULD BE CLOSELY MONITORED FOR NEUROLOGICAL TOXICITY
SERUM BARBITURATELEVELSSHOULD BE OBTAINED. IF POSSIBLE.AND THE
BARBITURATE DOSAGE DECREASED. IF APPROPRIATE

Primidune is metabolized into a barbiturate and, therefore. may also be involved
in a similar or identical interaction

THERE HAVE BEEN REPORTS OF BREAKTHROUGH SEIZURES OCCURRING WITH
THE COMBINATION OF DEPAKENE AND PHENYTOIN MOST REPORTS HAVE NOTED
A DECREASE IN TOTAL PLASMA PHENYTOIN CONCENTRATION HOWEVER. IN
CREASES IN TOTAL PHENYTOIN SERUM CONCENTRATION HAVE BEEN REPORTED
AN INITIAL FALL IN TOTAL PHENYTOIN LEVELS WITH SUBSEQUENT INCREASE IN
PHENYTOIN LEVELS HAS ALSO BEEN REPORTED IN ADDITION, A DECREASE IN
TOTAL SERUM PHENYTOIN WITH AN INCREASE IN THE FREE VS PROTEIN BOUND
PHENYTOIN LEVELS HAS BEEN REPORTED THE DOSAGE OFPHENYTOINSHOULD
BE ADJUSTED AS REQUIRED BY THE CLINICAl. SITUATION

THE CONCOMITANT USE OF VALPROIC ACID AND CLONAZEPAM MAY PRODUCE
ABSENCESTATUS

Caution is recommended when E�PAKENE Ivalptoic acidl is administered with
drugs affecting coagulation. e g an3irin and warfanin 15cr ‘Adverse Reactions”

There have been reports of altered thyroid function tests associated with
t�PAKENE The clinical significance of these is uoknown

Carcinogenesis, Mutagenesis There has been insufficient study of the drug in
animals to determine whether it has carcinogenic potential Carcrnogenicity studies
in rats arid mice we cutrentl� in progress

Mutagenesis studies on LKPAKENE bane been perfomred using bacterial and
mammalian systems These studies hove provided no evidence of a mutagenic poten
tial for DEPAXENE

Pregnancy See ‘Warninge ‘section
Nursing Mothers DEPAKENEis excreted in bteast milk Concenttatroos in breast

milk have been reported to be 1 10% of serum coircentratiorts It is not knownr what
effect this would have on a nursing infant As a general rule. nursing should tot be
underiaken while a patient is receiving DEPAXENE

Fern/my Cfeornrc toxicity studies in luvenile and adult rats and dogs demonstrated
reduced spemiatogenesis and testiculw atrophy at doses greater than 200
mg kg day in rats and greater than 90 mg kg. day in dogs Segment I fertility studies
in rats have sh�n doses up to 350 mg/kg. day for 60 days to have no effect on let
tility THE EFFECT OF DEPAXENE (VALPROIC ACID) ON THE DEVELOPMENT OF THE
TESTES AND ON SPERM PRODUCTION AND FERTILITY IN HUMANS IS UNKNOWN

ADVERSE REACTIONS: Since DEPAKENE Ivalptoic acid) has usually been
used with other anrtreprleptrc drugs it is no, possible, in mont cases. to determine
whether the following adverse reactions car be ascribed to DEPAKENE alone. or the
combination of bugs

Gastrorvtestirxa/ The must conninotrly reported side effects at the initiation of
therapy are nausea. vomiting and indigestion These effects are usually transient ansI
randy requite discontiruation of therapy Oratrhea, abdominal cramps aed conslipa
lion have been reported Both anorexia with some weight loss and increased appetite
with weight gain have also been reported

CAfS Effects Sedative effects have been noted in patients receiving valpisic acid
alone but are found most often in patients receiving combination therapy Sedation
usually disappears upon redaction of other antreprleptrc medication Alaoia, head
ache rrystagmus drplopia asterism. ‘spots before eyes”. tremor. dysarthria. dizzi
tress. and inconrdioatron have rarely been noted Rare cases of coma have been
noted in patients receiving valproic acid alone on in conlunction with phenobarbrtal

Oei�matoIogic Transient increases in hart loss base been obsetved Skin rash and
pelechiae have rarely been noted

Psychiatric Emotional upset. depression. psychosis. aggtession. hyperactivity
and behavioral deterioration base been reported

Muscu/oske/eta/ We�ness has been reported
Hetrnatgrnoretic Tfoombocytopenia has been neported Valptoic acid inhibits the

secondary phase of platelet aggtegalion 15cr ‘aug Intetactroes’ ‘section) This
may be reflected in altered bleeding time Bruising. hematoma formation and frank
hemorrhage have been reported Relalrve lymplnocytosrs and hypofibernogesemia
have been noted Leokopenia and eosinoplrilia bane also been reported Anemia wad
bone narrow suppression have been reported

Hepatic Minor elevations of transaminases Ic g SOOT and SGPT) and LOH are
frequent and appear to be done related Occasionally. laboratory test results include,
as well. increases in serum bilirubin and abnormal changrs in other liver function
tests These results may reflect potentially serious hepatotonicity 15cr ‘Warnings’’
section)

Endocrine There have been reports of irregulan menses and secondary amenor
thea occurring in patients receiving DEPAKENE

Abnormal thyroid function tests have been reported 15cc “Precautions” section)
Pancreatic There base been reports of acute pancteatrlrs occutring in patients

receiving DEPAXENE
Metabolic Hyperammuremia See “Precautions ‘ section)
Hypetylycrnemra has been reported and has been associated with a f�aI outcome

in a patient with preexistent nonketotic hyperglycrnemra

OVERDOSAGE: Overdosage with valptoic acid may result in deep coma
Since DEPAXENE is absorbed very rapidly, the value of gastric evacuation will

vary with the time since ingestion General supportive measures should be applied
with particular attention being given to the maintenance of adequate urinary output

Naloxone has been reported to reverse the CNS depeesuatni effects of DEPAKENE
overdosage Become nalosone could theoretically also reverse the antrepileptic
eRects of DEPAXENE it should be used with cautiqnr

DOSAGE AND ADMINISTRATION: DEPAKENE )valprorc acid) is ad
ministered orally The recommended initial dour is 15 mg�kgiday. increwing at one
week intervals by 5 to tO mg kg day. until serziees are controlled ox side effects
preclude further incteases The maximum recommended dosage is 60 mg’kgday If
the total daily dose exceeds 250 mg it should be given in a divided regimen
Tbe following table is a guide for the initial daily dose of DEPAXENE Ivalproic acid)
Its mg kg day)

Tatal Nomben of Capsules or
Weight Daily Teaspoorfuls of Syrup

kg) )lb) Dose 1mg) Dose 1 Dose 2 Dose 3

to 249 22 549 250 0 0 t

25 39 9 55 B) 9 500 t 0

40 599 B8 31 9 750 1 t 1

60 149 132 t649 1.000 1 1 2

75 B99 65 919 .250 2 1 2

The ftequency of adverse effects Iparticularly elevated liven enzymes) may be dose
related The benefit of improved seizure control which may accompany the higher
doses should therefore be weighed against the possibility of a greater incidence of
adverse reactions

A good correlation has not been established between daily dose. senom level and
therapeutic effect. however, thetapeotic serum levels for must patients will range
from SO to 100 mcg ml Occasional patients may be controlled with serum levels
lower or higher than this range

As the UEPAXENE dosage is titrated upward. blood levels of phenobarbrlal and. ox
phenytoin may be affected See Precautions’ section)

Patients wIns experience C I irrItation may benefit from adminisltation of the drug
with food or by slowly building up the done from an initial low level

THE CAPSULES SHOULD BE SWALLOWED WITHOUT CHEW1NG TO AVOID LOCAL
IRRITATION OP THE MOUTH AND THROAT

HOW SUPPLIED: DEPAKENE lualproic acid) is available as oxange colored soft
gelatin capsules of 250 mg valproic acid in bottles of tOO capsules )NDC 0074
5681 31 in ABBOPAC nil dose packages of tOO capsules
INOC 0074 5681 11) and as a red syrup containing the
equivalent of 250 rug valproic acid per 5 in) as the sodium salt iii

hoitles nI 16 ounces INOC 0074 5682 16) 2013434
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...now two
new indications:
For cenfral For neonafes,
nervous infanfs and
sysfern children.
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Claforan
(cefotaxime sodium)
Sterile TM/TV

Q74t2t -682

For cenfral
nervous
sysfem
infections
meningitis,
vent riculif is.
C1aforan’� achieves bactericidal concentra-
lions in cerebrospinal fluid greater than
those reported for previously available

rit In 75 cases of meningi-
tis, a clinical success rate of 88.0% was
reported-95.2% for adults, 85.2% for

pediatric patients.2 C1aforan� effectively
eradicated 98.2% of the following causa-
five pathogens: Neisseria meningitidis,
Kiebsiella pneumoniae, Streptococcus pneu-
rnoniae, Haemophilus influenzae and Esche-
richia coli.

For neonates,
infants and
children.
In studies of infant and pediatric patients

with lower respiratory tract, urinary tract,
skin and skin structure, bone and joint,

CNS and other infections, as well as in
bacteremia and septicemia, Claforan#{174}

achieved a clinical response rate of

98.2% 2 Side effects were reported in
only 2.6% of patients, and most of these
were rashes and pruritus.2

1. Landesman SH, et al: Past and Current Roles for
Cephalosporin Antibiotics in Treatment of Meningitis.
Emphasis on Use in Gram-Negative Bacillary Menin-
gitis. Am I Med 71 :693-703, October 1981.
2. Data on file, Hoechst-Roussel Pharmaceuticals Inc.
*US Patent No. 4,152,432

Claforan � Registered trademark of Roussel UCLAF

Please see brief summary of full prescribing information.
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spectrum than previous
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Gram:positive
Staphylococcus aureus . . #{149}

Staphylococcus epidermidis . . .
Streptococcus pyogenes
(Group A beta-hemol.) . . #{149}

Streptococcus agalactiae
(GroupB) . . .

Streptococcus pneumoniae . . #{149}

Clostndium species (An)
(Excluding C. difficile) . .

Peptococcus species (An) . .

Peptostreptococcus species (An) . .

Gram-negative

Citrobacter species #{149}

Bacteroides species (An) . #{149}

Enterobacter species . #{149}

Escherichia coli . . #{149}
Haemophilus influenzae . . #{149}

Kiebsiella species . . #{149}
Klebsiella pneumoniae . . .
Neisseria gonorrhoeae
(including penicillinase-

producing strains) #{149}

Neisseria meningitidis #{149}
Proteus mirabilis . . #{149}

Morganella morganiit .

Proteus rettgeri .

Proteus vulgans .

Providencia species .

Salmonella species . #{149}
Salmonella typhi .

Serratia species
Shigella species .

Pseudomonas aeruginosa
(some strains)

c I
I � � �‘ � I�lT �i

i� . : -: I

Comparison of spectra from published literature shows range of
Claforan activity in vitrotf substantially greater than available
cephalosporins.
*Data based on PDR#{174},35th Edition, 1981.

fFormerly called Proteus morganii.

tfAlthough a useful guide, in vitro activity does not necessarily

imply in vivo effectiveness.

© 1982 Hoechst-Roussel Pharmaceuticals Inc.
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C laforan#{174}Its spectrum is broader,
1 #{149} * it’s more active and

(cefokixime sodium) it’s just as safe as

Sferile TM/TV previous cephalosporins.

Greater beta-lactamase
stability than penicillins and

earlier cephalosporins-
For greater in vitro activity against prob-
lem organisms frequently encountered in
the hospital.

Outstanding range
of indications.

For lower respiratory infections:
Highly effective in treating pneumonia-

even in the presence of serious under-
lying lung disease (carcinoma, cystic

fibrosis, I Bacteriologic success
of 92.2% and clinical success of 95.2% in
all lower respiratory tract infections eval-

uated in one 415-patient trial2 confirm
the usefulness of’Claforan’#{174} for this
important indication.

For intraabdominal infections:
With its excellent antimicrobial activity
and tissue penetration, Claforan#{174} has

proven to be the bacteriologic and clinical
equal of the classic gentamicin-clindamy-
an combination for treating intraabdom-
inal infections caused by Escherichia coli,

Kiebsiella sp., Bacteroides sp., and anaero-
bic gram-positive cocci.4

For bacteremia and septicemia:
Bacteriologic and clinical success rates of
100% against S. tnarcescens and Kiebsiella

sp., and 92191%, respectively, against
Escherichia coli2 make Claforan� a valuable
agent for controlling most episodes of
bacteremia and septicemia.
High serum levels are readily attainable:
214.4 mcg/ml five minutes after a 2-g I.V.

2

For skin and skin structure infections:
A wide variety of potential pathogens in
these infections falls within the antimi-

crobial spectrum of C1aforan#{174}�as dem-

onstrated by 93.6% clinical success rate in
one trial involving 328 patients.2

For urinary tract infections:
Highly effective against such common
urinary tract pathogens as Escherichia coli,
Klebsiella sp. and Proteus sp. (both indole-

positive and indole-negative), Claforan#{174}
is 96.8% successful, clinically, and 80.4%,
bactenologically, in urinary tract 2

For uncomplicated gonorrhea:
So resistant is Claforan� to �3-1actamase, a

single treatment with this drug eradicated
100% of peniciffinase-producing N. gonor-

rhoeae (compared to 19% for aqueous pro-
caine penicillin C and probenecid) in one

clinical ri3

The safety you expect
from a cephalosporin.

No nephrotoxicity or ototoxicity has
been reported for Claforan’�/No need to
reduce dosage except in the presence of

severe renal impairmenttlNo reports of
disulfiram-like reactions after ingesting
ethanol/Not shown to cause hypopro-
thrombinemia or hemorrhagic complica-
tions/Side effects are generally mild, usu-
ally consisting of local reactions at the
injection site,, and seldom warrant dis-

continuation of Claforan#{174}.
Please see brief summary of full prescribing informa-
hon on last page of this advertisement.
oU.s. Patent No. 4,152,432
Claforan#{176} Registered trademark of ROUSSEL UCLAF.

tCjaforanZ has not been shown to be nephrotoxic; however,

it is suggested that the dose be halved in patients with es-

timated creatinine clearances of less than 20 mllminl 1.73 rn2

In most serious hospital infections

Claforarr
(cefotaxime sodium)

Sterile IMJIV
The right onefrom the start.
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Claforarr
(cefobxime sodium)*Sterile IM/IV

Brief Summary
CONSULT PACKAGE iNSERT FOR FULL PRESCRIBING INFORMATION.

INDICATIONS AND USAGE

T?eatment
Claforan is indicated for the treatment of patients with serious infections caused by

susceptible strains of the designated microorganisms in the diseases listed below.
(1) Lower respiratory tract infections, including pneumonia. caused by St reptcr-

Cto.-Cu:; pneuntoniae (formerly Dipkrctrccus pneumoniae). Streptococcus piicrgeetes )Group A

streptococci) and other streptococci (excluding enterococci, e.g. . Streptococcus faecal:s),

Staphyks�xxus aureus (penicillinase- and nonpenicitlinase-producing). Escherich:a cit0.

K!etrsie!!uo species. Haemtrpltilus influerizae (including ampiciltin-resistant strains). Proteus

niIrahilis, Serratia nzarcescens, and Eriterobacter species.

(2) Genitourinary infections. Urinary tract infections caused by Enterococcus spur-

cies, Staphii!ircoccus epiderntidis. Staphylococcus aureus (penicillinase. and nonpenicillin-
ase-producing). Citrcrhacter species. Enterobacter species. Escherichia coil. Kiebsiella spur-

des, I’roteus mira!nilis, indole-positive Proteus (i.e. . Prtrteus morganu, Prirteus rettgeri, and
Proteus vulgaris). and Serratia marcescens. Also, uncomplicated gonorrhea of single or

multiple sites caused by Neisseria greiorrhoeae, including penicillinase-producing strains.

(3) Gynecologic infections, including pelvic inflammatory disease. endometritis
and pelvic cellulitis caused by Staphylococcus epidernniidrs, Streptococcus species. Entercrcoc-

cus species, Escherichia cot:. Proteus ,niirabilis, Bacteroides species (including B. fragilis).

C!ostridium species. and anaerobic cocci (including Peptostreyrtococcus species and Pepto-

cinccus species).

(4) Bacteremia/Septicemia caused by Escloerich:a colt. Kletrstella species. and Serratia

marcescens.

(5) Skin and skin structure infections caused by Staphylixoccus aureus (penicillin-

ase- and nonpenicillinase-producing). Staphylococcus epiderrro:dis. Streptococcus pt�ogenes

(Group A streptococci) and other streptococci. Entertncoccus species. Esclterichia coli,

Eriterot’acter species, Kletrsiella species. Proteus nntzrahilis, and indole-positive Proteus (i.e..
Proteus rnorgarru, Proteus rettgeri. and Proteus c’ulgarrs). Pseudorntonas species. Serratia roar-

ce.ccens. Bacteroides species. and anaerobic cocci (including Peptostreptococcus species and

Pcptcwoccus species).

(6) Intraabdominal infections including peritonitis caused by Escherichia coli, KIeb-

siella species. Bacteroides species, and anaerobic cocci (including Peptostreptococcus spe-

cies and Peprtococcus srcies).

(7) Bone and/or joint infections caused by Sta;nhylus.�occus aureus (penicillinase- and

nonpenicillinase-producing strains).

(8) Central nervous system infections, e.g.. meningitis and ventriculitis, caused

by Neisseria rneningitidis, Haernophrlus influenzae, Streptococcus pneunsoniae, Klelrsiella pneu-

nrortiae, and Escherichia coli.

Although many strains of enterococci (e.g. . S. faecalis) and Pseudomonas species are
resistant to cefotaxime sodium in vitro, Claforan has been used successfully in treating

patients with infections caused by susceptible organisms.

Specimens for bacteriologic culture should be obtained prior to therapy in order to

isolate and identify causative organisms and to determine their susceptibilities to

Claforan. Therapy may be instituted before results of susceptibility studies are known;
however, once these results become available. the antibiotic treatment should be

adjusted accordingly.
In certain cases of confirmed or suspected gram-positive or gram-negative sepsis or

in patients with other serious infections in which the causative organism has not been

identified, Claforar may be used concomitantly with an aminoglycoside. The dosage

recommended in the labeling of both antibiotics may be given and depends on the
severity of the infection and the patient’s condition. Renal function should be carefully

monitored, especially if higher dosages of the aminogl�cosides are to be administered
or if therapy is prolonged, because of the potential nephrotoxicity and ototoxicity of

aminoglycoside antibiotics. Some �3-lactam antibiotics also have a certain degree of
nephrotoxicity. Although. to date, this has not been noted when Claforan was given
alone. it is possible that nephrotoxicitv may be potentiated if Claforan is used concomi-

tantly with an aminoglycoside.

Prevention
The administration of Claforan penoperatively (preoperatively. intraoperatively, and

postoperatively) may reduce the incidence of certain postoperative infections in
patients undergoing surgical procedures (e.g., vaginal hysterectomy, genitourinary

surgery) that are classified as contaminated or potentially contaminated.

In patients undergoing cesarean section, intraoperative (after clamping the umbilical

cord) and postoperative use of Claforan may reduce the incidence of certain postopera-
tive infections.

Effective perioperative use depends on the time of administration. Claforan usually
should be given #{189}to 1#{189}hours before surgery. which is sufficient time to achieve

effective tissue levels. Administration should usually be stopped within 24 hours, since

continuing use of any antibiotic increases the possibility of adverse reactions but. in

the majority of surgical procedures, does not reduce the incidence of subsequent

infection.
If there are signs of infection. specimens for culture should be obtained for identifi-

cation of the causative organism so that appropriate therapy may be instituted.

CONTRAINDICATIONS
Claforan is contraindicated in patients who have shown hypersensitivity to cefotax-

ime sodium or the cephalosporin group of antibiotics.

WARNINGS
BEFORE THERAPY WITH CLAFORAN IS INSTITUTED. CAREFUL INQUIRY

SHOULD BE MADE TO DETERMINE WHETHER THE �ATIENT HAS HAD PRE-
VIOUS HYPERSENSITIVITY REACTIONS TO CEFOTAXIME SODIUM, CEPHALO-

SPORINS, PENICILL1NS. OR OTHER DRUGS. THIS PRODUCT SHOULD BE
GIVEN WITH CAUTION TO PATIENTS WITH TYPE I HYPERSENSITIVITY REAC-
T1ONS TO PENICILLIN. ANTIBIOTICS SHOULD BE ADMINISTERED WITH CAU-

lION TO ANY PATIENT WHO HAS DEMONSTRATED SOME FORM OF ALLERGY,

PARTICULARLY TO DRUGS. IF AN ALLERGIC REACTION TO CLAFORAN

OCCURS, DISCONTINUE TREATMENT WITH THE DRUG. SERIOUS HYPERSEN-

S1TIVITY REACTIONS MAY REQUIRE EPINEPHRINE AND OTHER EMERGENCY

MEASURES.
Pseudomembranous colitis has been reported with the use of cephaloporina (and

other broad spectnzm antibiotics); therefore, it is important to consider its dIagnosis
in patients who develop diarrhea in association with antibiotic use.

Treatment with broad spectrum antibiotics alters normal flora of the colon and may
permit overgrowth of clostridia. Studies indicate a toxin produced by Clostridirrm diffi-
cite is one primary cause of antibiotic-associated colitis. Cholestyramine and colestipol

resins have been shown to bind the toxin jet vitro.

Mild cases of colitis may respond to drug discontinuance alone.

Moderate to severe cases should be managed with fluid, electrolyte, and protein

supplementation as indicated.
When the colitis is not relieved by drug discontinuance or when it is severe, oral

vancomycin is the treatment of choice for antibiotic-associated pseudomembranous

colitis produced by C. difficile. Other causes of colitis should also be considered.

PRECAUTIONS
Claforan should be prescribed with caution in individuals with a history of gastroin-

testinal disease. particularly colitis.

Claforan has not been shown to be nephrotoxic; however, because high and pro-
longed serum antibiotic concentrations can occur from usual doses in patients with

transient or persistent reduction of yrinary output because of renal insufficiency. the

total daily dosage should be reduced when Claforan is administered to such patients.

Continued dosage should be determined by degree of renal impairment, severity of

infection, and susceptibility of the causative organism.

Although there is no clinical evidence supporting the necessity of changing the dos-

age of cefotaxime sodium in patients with even profound renal dysfunction, it is sug-

gested that, until further data are obtained, the dose of cefotaxime sodium be halved
in patients with estimated creatinine clearances of less than 20 mllminll.73 m2.

When only serum creatinine is available, the following formula (based on sex,

weight. and age of the patient) may be used to convert this value into creatinine clear-

ance. The serum creatinine should represent a steady state of renal function.

Males- Weight (kg) x (140 -age). 72 x serum creatinine

Females: 0.85 x above value

As with other antibiotics, prolonged use of Claforan may result in overgrowth of

nonsusce�.ntible organisms. Repeated evaluation of the patient’s condition is essential.

If superinfection occurs during therapy, appropriate measures should be taken.

Drug Interactions: Increased nephrotoxicity has been reported following concomi-
tant administration of cephalosporins and aminoglycoside antibiotics.

Carcinogenesis, Mutagenesis: Long.term studies in animals have not been per-

formed to evaluate carcinogenic potential. Mutagenic tests included a micronucleus
and an Ames test. Both tests were negative for mutagenic effects.

Pregnancy Category B: Reproduction studies have been performed in mice and

rats at doses up to 30 times the usual human dose and have revealed no evidence of

impaired fertility or harm to the fetus because of Claforan (cefotaxime sodium). How-

ever, there are no well-controlled studies in pregnant women. Because animal repro-

ductive studies are not always predictive of human response, this drug should be used

during pregnancy only if clearly needed.

Nonteratogenic Effects: Use of the drug in women of childbearing potential

requires that the anticipated benefit be weighed against the possible risks.

In perinatal and postnatal studies with rats, the pups in the group given 1200 mg/kg

of Claforan were significantly lighter in weight at birth and remained smaller than

pups in the control group during the 21 days of nursing.

Nursing Mothers: Claforan is excreted in human milk in low concentrations. �au-

tion should be exercised when Claforan is administered to a nursing woman.

ADVERSE REACTIONS

Claforan is generally well tolerated. The most common adverse reactions have been

local reactions following IV or IM injection. Other adverse reactions have been encoun-

tered infrequently.
The most frequent adverse reactions (greater than ITT) are:

Local (4.791)-Injection site inflammation with IV administration. Pain, indura-

tion, and tenderness after IM injection.

Hypersensitivity (I.8%)-Rash. pruritus, fever.

Gastrointestinal (1.7%)-Colitis, diarrhea, nausea, and vomiting.

Symptoms of pseudomembranous colitis can appear during or after antibiotic

treatment.

Nausea and vomiting have been reported rarely.

Less frequent adverse reactions (lesur than 1%) are:

Hemic and Lymphatic System-Granulocvtopenia, transient leukopenia,

eosinophilia, and neutropenia have been reported. Some individuals have

developed positive direct Coombs Tests during treatment with the cephalo-

sporin antibiotics.

Genitourinary System-Moniliasis. vaginitis.

Central Nervous System-Headache.
Liver-Transient elevations in SCOT, SCPT, serum LDH, and serum alkaline

phosphatase levels have been reported.

Kidney-As with some other cephalosporins. transient elevations of BUN have

been occasionally observed with Claforan.

NOTE: As with antibiotic therapy in general, administration of Claforan should be
continued for a minimum of 48 to 72 hours after the patient defervesces or after evi-

dence of bacterial eradication has been obtained; a minimum of 10 days of treatment is
recommended for infections caused by Group A beta-hemolytic streptococci in order to

guard against the risk of rheumatic fever or glomerulonephritis; frequent bacteriologic
and clinical appraisal is necessary during therapy of chronic urinary tract infection and

may be required for several months after therapy has been completed; persistent infec-
tions may require treatment of several weeks, and doses smaller than those indicated

above should not be used.

Patent 4,152.432 CLAFORAN#{176} REG TM ROUSSEL-UCLAF
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NEBULIZER SOLUTION
FOR INHALATION USE ONLY - NOT FOR INJECTION

Simplifies asthma management
in younger patients
Brief Summary

IN1JICi�VFIONS AND LYSAGE: liuhil Nehulizcr S�Iut0u is ifl(IiC�itC(I in the

nl;inigcnleiut of1�it ii’ttls rs’ith bronchial isthina itt ss’honu the lre(ltieiucv inlensilv

;ttiil Prt’(lct�il)iIit\ O1t’})is(KlCs ituli(ate tOt’ use ()f�i continuing })rogr(ini of

s�’ttiI)t(tiiiJtiC iiletlicJliiiii. Such lstli’ttts [11051 hivt’ ;i significant hronchxlilator-

ri’versil)l(’ Ci)tiipi)it(’itt to their iirrsis i)l)struc-tv)tt �is dt’n�)nstrat(’(l h� a

gt’ti(’rallv dC(i.I)te(I 1)tlliii(iitdfl functioti t(’st ofairss’av tiii.’(lhuiti(s.

Ifiiooproveinenl occurs, it �s-iIl urdinatilv occur svithitu the first 4 weeks ti

;idn�inistratitrit as utatoifested by a decrcast’ itt Itt’ sveritv ttfclittical sVitt1)tttifls of

istlitna, tic in the in’txl Ow c.ttncitniitaut therapy. or both.

I� li’cisiott 1) ((ttttittii(’ the ailtltitiistrathrn ofIotal Nehulizer Solution on a long

U-rot basis is jIislifi(’(l if intrxltictioit ti tOt’ tlrug iflt(t lit’ (tatietots regiiou’:

I)r(xItrt’s a significant -etluct ion in the severity itt hr s�’tttI)tttitts (if

asthnii, or

iscrn�its a significant r’iluctioit in or elintii�it ((ii ofstt’rtiiils, in

Ix-rt�1its better titat�igt-isu’tit ((f� 1xitients is-h has-c intolerable sok’ (‘ff(’cts
to S�’ii(l)atl�)ii(iiti(’ti( ag(’nts (it tnt’tlt�lxattthitit’s.

CON’FI�,.s%,LNDIG%TIONS: littal Nelnilizer Sitltitioti is contrain(licate(I itt those

1xit kilts ivhtt have sl�ns’tt h�-jersensit is-its’ ttt crotitolvn sxlttini.

flrAJ(��rY�NGS: Intal (cromolvn sodIum, USP) Nebulizer Solution has no role
In the treatment ofan acute attack ofasthma, especialk’ status asthmatlcus.

ll�’ prophvhi(tic t’tft’i.t tfcrtin�iilvn sixliun is usually eu’ulent alter several

sv’eks if treattxu’nt . altluugh soon’ patients slioss’ an aluutst iiiiiiit(lhtlt’ response.

Itt si (flu.’ �iniinal toxicits’ studies, i I)rt’s1ttisl�’ Liiirel)Ort(’(l I)r�ltf(’ritt%’(’ arterial

lesion i()tiit(lpietlotniiiaittl� in the kidt�’ss uctitteil itt both treated aiil

tinti-eated niacaque ntonkevs. ‘rh- 1)((55i1(ilit\’ that the incteased in(iiletlce of the

l(’si( (it itt the t reat(’(l nonkevs is due t t the �nlttiinistr;it ion ofcroniolvn sxlitiin

can nt’itl�’r 1)1.’ affirn�(’(I tuir refuted. I For ;t(l(lilional dt’l;iils, see Anit�tl

I((XiCOh),(ZV itt tlli’ package insert. ) liii’ rel(’vance of these data to ifl;tit is tinknon’n.
In u tisidering the 0 tog t(’rn� ailntitiistration of total Neholizer Solutntn (1

})atit’i(t , the pln’sician should take ittto cot(si(k’r;itiOi( the p�ssill’ risk as

it(’ll is tlu- (Iegr(’(- ((f(’tlI(a(’V iCl(i(5(’(l itt tl�’ iti(li’’i(liial l�ti(’t(t -

PRECAUTIONS:

General: Its i’it’ss� t ti� hi’ biliarv ainl renal routes ofexcret ion f�r cron�olvn s(KltUtfl,

(-ot(si(k’rat ion slit ttilil he giv-n to ikc-reasing the dosage or (lis(-t(ntinuing the

a(Itninistriti( in if b’ tlrtig it pat ients ivith it�paireri renal or hepatic fuixtion.

Ifeosittophilic 1titetiiiionii (pitlriittti;ir� infiltrates ss’ith eosintrphilia) occurs

during tl�’ t..t ttirst’ t tt� lotal Nehulizer St lilt ion thera�rv lit’ ding sluruld be

discoittiiiticd.

( )(-casit titally patk’tils tl�us (‘xlx’rience cough an(l/or lrtrt�-litisl�isn follins’tng
croinolvn sxliuni inhalation. i�t lin�es, patients svith ent tt�ol�’n sxliuiiu intluced

br tnclu t5lt�5t� rtia\- turt lie able tit (((titiilt.it’ its adininistratioti despite prior

br tt�-loxIilator ;nlntinislrat ion . Rarely vers’ severe bronchosj�isn� has I)e(’tt

(‘nc(itintered.

Svntptoins ofasthitta n;i� recur ifItital Nebulizer Solution is reduced belosv the

rec((tnnu-n(le(l iltisage or disContinu(’d.

Carclnogenleltv: Long teri� sludies has’e been conducted in mice ( 12 m(inlhs

and 18 nntnths) and itt hansters (24 nuonths) using croinolvn sxlium in)ecled

intraperittrnt’allv. rhtr( is-as ho effect ofthc treatn�enl on the incidence of

il(’rtI)Iasia.

Pregnancy: Pregnancy Category B.

Repnxluction slu(lies })(‘ri(trn�t’tl iii raitbits rats, ainl nine at rlttses up 1(1
61)0 tin�es the hunnin (lose l�is’e revealed no evidence tifint1xiired fi-rttlitv iir

harn lit tl�ie fetus due lit c-ronioh-n sixliuni. There are, ho�vever, no ade(lU(ite 80(1

55(11 cttntritll(’(I studies in pregnant is’itt�ieti. Because attitt�iI reprxluction studies

are not alss’avs preiliclis’e oihuu�iit resp(inse this tirug should be used during

pregnancY (tnl\’ ifclearlv tieetled.

Reproduction stu(Iies svith parenleralh’ adrotinistered crotnolyti sodium have

I)(’eil })erfornsed in rabbits, rats, and n�ice. Adverw’ ktal effects (increasel

resorplions atttl decreased fetal %Veittht ) ss’ere noticed only at vet”’ high parenteral

doscs that produced nuaternal toxicity. The relevance to the human is not kno’vn.

Nursing Mothers: II is not kniiss-n ss’hether this drug is excreted in human

milk. Because n�in�’ drugs are excretrsl in human milk, caution should be

exercise(l when Intal Nebulizer Siilulion is adroiinistered to a nursing 55001580.

Pediatric Use: Safety ,lis(1 effectiveness in children I)elttsv the age (if2 %‘ears

has-c not been established.

ADVERSE REACTIONS: The adverse reactions which hose beets observed in

clitiical trials ss’ith Intal Nebulizr Solution are noled as flilloss’s:

Cough. Nasal congestion, Nausea, Sneezing Wheezing

Other reactions have beets reported in clinical trials; however, a causal

relationship coultl not be established:

Drowsiness, Nasal itching, Nose bleed, Nose burning, Serum SiCkness,

Stomach ache

In addition. adverse reactions have been reported svith Intal (cronsitlvn

sodium) 20 mg Capsules. The rxsost frequently reported adverse reaCtions

attributed t(t Intal capsules (tin the l�isis ofreoccurrenc’e follosving

residministration) involve the respirat(rrv tract anti it��lu�1e

Bronchospasns, Cough Laryngeal edensa (rare), Nasal congestion.

Phars’ngeal irritation . %Vheezing

Olher adverse’ reactions �s’hich have also been attributed to lnlal capsules (on

the basis ofreoccurrence folliisving readministralion ) are:

Angiitedenia , Dizziiscss, [)s’suria and urinary frequencs’Joint sss’elling

and lxiin. Lacrirnation, Nausea and headache, Rash, Sss’ollen parotid
gland, Urticaria

In a(Idition, the’ follinving adverse reactions hate Ix.’en reported as rare’ es’enls

and it is unclear ss’lsether these are attributable to total capsules:

Anaphvlaxis Anensia , Exfoliative dernsatitis, HemoplYsis. Hoarseness,

Mvalgia, Nephrosis. Periarlerilic vasculilis, Pericarditis, Peripheral

neuritis, Photodernsatitis, Po1�-n�s-ositis. Pulnuinarv infiltrates svith

eosiiR)J)hilia. �‘erligo

DOSAGE AND ADMINISTRATION: ‘the usual starling dosage fir adults aml

children 2 �‘ears ifage and wer is tlse’ contents ofone atlsI)Ule administered bs’

n(’l)uliz.aliOis four litsie’s a (la’ One’ anspule contains 2() nsg cr(in-tiilvn sixliurn.

Intal Nebulizer Solution shoeild IX’ adnsinistered fl-otis it poss’er-operaled

tseI�ilizer having an adequate floss’ rate’, eN�uippexl svith a suitable flue nsask.

Hand operated ne’bulizers are not suitable for the adflsinislralii)is of lnlal

Nebulizer Soilutitin. Patients shiteild lx’ advised that the effect of’Intal Nehulizer

Siilution therapy is (1e1)endenl upiitt its administration at regular inter�-als, as

directed. listal Nebulizer Solulion should be’ intrxleiceri into the Ixitient’s

therapeutic regitssen sshe’is lIst’ acute episesle lias lxen cittstrolled, the airv’ax’

cleareil atitl the patie’tll is able to inhale’ ade(lualel�:

Once a I)iitit’ttl is stabilizeel ((iS littal Nebulizer Solutiots, ifthere is to seed for

steroids, the fr(’(l�t’i5�’�’ ofa(li15itsiStratitits rtiav be’ lilrate(l dosvnss’ard to the least

frequent level coissistent �s’itls the desired effect. The usual decrease is from four

t(( three tistal Nebulizer Solution anspules per da�: It is insportant that the’ dosage

be’ re(luced slowly, maintaining close supervision of the’ patient , lii avoid

exacerbation ofasthnsa. II should be e’tnphasize(l that in palietsts svho have beets

titrated lit less tlsats four iinsi�tles i)e’r da�� au itscre’ase’ its dosage’ nsas’ be’ tseede(1 if’

the patient’s cliisical coisditiots svorse’tss.

CORTICOSTEROID TREATMENT AND ITS RELATION TO INTAL

NEBULIZER SOLUTION USE: An attempt It) decrease corticosleroid

administration and I�1rIiesil.trl�’ to institute an alternate’ day re’ginse’ts should be

issade its astlsnsatic l�ti’tsts receivitsg cortic(isleroi(ls. (�tisconsitatst

corticosteroids, as ss’ell as briitschodilators, should be’ cotstinued fiillttsving the

itstritiluctiots oflntal Ne’bulize’r Solutiots. Ifthc- patiest inspritve’s, ats attempt to

decrease cortic(iste’rtiitls shoeild be’ nktde. Evets if lIst’ ste’roid-(lepets(Ietsl (salient

iiils to insprove’ fidloiving Intal Ne’lsulizer Solution adosinistration, gra(lual

tapering ofste’riiid (losage’ nsav ts(inetheless he attenspte’d. It is insportant that the

dose’ be reduced slowly, nuaitstaitsing close supervisiots of’the’ patient lii avoid an

exacerbation ofastlsnsa. It should be’ borne’ its nsind Ilsat proloisged corticoslere)id

lher;tpv freqeteistlv causes a reduction its the activity atsd size of’the’ adrenal

cttrt(’x. Re’lative’ adre’nocortical insufticietscs’ upots discitistinualiots of therapy may

l)e’ aV((i(It.’d b� gradual reductiois of dosage.

Hoss’e-u’er, a poteistiallv critical degree’ ofitssuffIcie’tscs’ tssa�’ persist

as�’niptoinatic’all�’ for nsnse time eve’n after gra(leial discittitiisi.iatioti of’

a(lretsik’itrtical sle’roi(ls. Therefore’, ifa palie’tsl is subjected to significant stress,

such as a severe asthissatic attack, surgery, traunsa or severe illtsess while beiosg

treate’d or svithin tine �‘e’ar (occasiotsallv up to tss’o �‘e’ars) after corlicoste’roi(I

treatnse’tsl has lix’ets te’rtssitsaled, coissitleration should Ix’ given to reinslitutiosg

cisrticosteroid theraps� \Vhen the inhalation oflnlal Ne’bulizer Solution is

iisspaired. as may occur its ses’ere exacerbation ofasthtria, a Ieflsporarv itscrease its

the ansount ofcortici)Steroids aisd/or other inedicatiotss 1558%’ be requirixi.

It is particularly insportatsl that great care be exercised iffiir any reason Intal

Ne’lsulizer Solutitts is withdrawn in cases where its use has permitted a re’ducf ion

its the- maitste’nance dose’ ofsteroids. Its such cases, contitsued close supervision of

the patietsl is esseistial since there ma�’ be suddets reappearance of severe

tisatsife’statiotts ofasthnsa svhich ss’ill re’qeiirt’ iflime(liate’ therapy aosd possible

reintroductiots ofcorticosteroids.
HOW SUPPLIED: Itstal (cromolvn sodium, USP) Nebulizer Solutiots is supplied

in a double ended glass anspule contaitsitsg 20 ing croistolvn s(xlium in 2 ml

purified ss’ater.

NDC 0585-0673-01 48 ampules x 2 ml

Intal Nebulizer Solutu)n should be stored belo�v 30’C (81�F) and protected from

direct lit�ht.

CAU’FION: Federal law prohibits dispeissing without pre’scription.

Manufactured for: Fisons Corporation Bv: Fisons plc
Bedford, MA 01730 Boulevard Industriel

76 580 Le Trait , France

#{174}Registered ‘n’ademarks Cfl,�0� 1982

References: 1. Human B, Hvte MK, Vekovius A, et al: Safety and efficacy of

nebulized cromolyn sodium in asthmatic children, abstracted.Ann Allergy

47:118, Aug 1981. 2. Altounvan REC: Review ofthe clinical activity and modes of

action ofsodium cromoglycate, in PepysJ, Edwards AM (eds): The Most Cell: Its

Role in Health arid Disaase, Kent, England, Pitman Medical, 1979, pp 199-216.

3. Dickson W, Cole M: Severe asthma in children - A 10-year follow-up, in
PepysJ, Edwards AM (eds): TheMast Cell: Its Role in Health and Disaose Kent,

En�Iand, Pitman Medical, 1979, pp 343-352, 4. EastonJG: Effect ofan inhaled

corticosteroid on methacholirie airway reactivitvJAllergy Clin Immunol 67:388-

390, 1981, 5. NIAID Task Force Report: Asthma and Other Allergic Diseases, U.S.
Department ofHealth, Education, and Welfare (Public Health Service - National
Institutes ofHealth), NIH Publications No. 79-387, May 1979, p 35.
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Mycolog Cream

Nystatin -Neomydn Sulfate -

Gramicidin -Triamcinolone Acetonide Cream

*This drug has been evaluated as possibly effective for all indications.

See brief summary on next page.

#{163}



American Academy of Pediatrics

cn�INDICATIONS: Based on a review of this
drug by the National Academy of Sciences
- National Research Council and/or other
information, FDA has classified the indica-
lions as follows �ssibIy effectIve: In
cutaneous candidiasis, superficial bacterial
infections; the fol)owing conditions when
complicated by candidal and/or bacterial
infection’ atopic, eczematoid , stasis, num-
mular, contact, or seborrheic dermatitis,
neurodermatitis, and dermatitis venenata,
infantile eczema; lichen simp)ex chronicus,
pruritus ani, and pruritus vulvae

Final classification of the less-than-effec-
live indications requiresfurther investigation.

Continuing
Medical

Education 1982-83

PLAN NOW TO JOIN US FOR CME COURSE #1. ...

GENERAL PEDIATRICS

September 10-12, 1982
Hotel del Coronado
San Diego, California

This course is designed to increase the pediatrician’s

knowledge in five subspecialty areas of pediatrics.

The topics to be discussed are: Endocrinology, Gas-

troenterology, Infectious Disease , Neonatology, and

Neurology. Lecture and workshop topics have been

carefully selected to provide the physician with a

review and update in the practical management of

specific pediatric problems.

GUEST FACULTY

Dennis L. Christie, M.D., FAAP-Gastroentero/ogy
Ronald W. Coen, M.D. , FAAP-Neonatology

Moses I, Grossman, MD., FAAP-Infectious Disease
Elmer S. Lightner, M.D., FAAP-Endocrinology

Russell Snyder, M.D-Neurology

Milton I. Arnold, M.D., FAAP-Course Monitor

. Detailed information about the course, along with a

course registrational form, will be forwarded to you

upon request.

. For further information, please contact:

Jean Dow

Department of Education

American Academy of Pediatrics

P.O. Box 1034

Evanston, IL 60204

Or phone toll-free: (800) 323-0797

SQUiBB
‘1981 ER Squibb&Sons,lnc. 311-502

Issued September 1981
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MYCOLOGt CREAM
Nystatin-Neomycin Sulfate-
Gramicidin-Tnamcinolone

Acetonide Cream

DESCRIPTION: Mycolog Cream (Nyslalin-
Neomycin Sulfate - G ramicidin - Triamcinolone
Acelonide Cream) provides 100,000 units ny-
stalin. neomycin sulfate equivalent to 2.5 mg
neomycin base. 0 25 mg gramicidin. and 1 mg
lriamcinolone acelonide (0 1 %) per gram in an
aqueous perfumed vanishing cream base.

CONTRAINDICATIONS: Viral diseases of the
skin (such as vaccinia and varicella): fungal
lesions of the skin except candidiasis, history
of hypersensitivity to any product component
Not intended for ophthalmic use:-should not be
applied in the external auditory canal of patients
with perforated eardrums, should not be used
when circulation is markedly impaired

WARNINGS: Because of the potential hazard of
nephroloxicity and otoloxicify, prolonged use or
use of large amounts of this product should be
avoided in the treatment of skin infections follow-
ing extensive hijrns, trophic ulceration, and
other conditions where absorption of neomycin
Is possible
Usage in Pregnancy: Although topical steroids
have not been reported to have an adverse effect
on the fetus, the safety of topical steroids during
pregnancy has not been absolutely established;
therefore, do not use extensively on pregnant
patients, in large amounts, or for prolonged
periods.

PRECAUTIONS: Watch constantly for over-
growth of nonsusceptib)e organisms (including
fungi other than candida) Should superinfection
due to nonsusceptible organisms occur. ad-
minister suitable concomitant antimicrobial
therapy; if favorable response is not prompt, dis-
continue the preparation until adequate control
by other anli-infectives is effected If extensive
areas are treated or if the occlusive technique
is used. the possibility exists of increased systemic
absorption of the corticosteroid; suitable pre-
cautions should be taken If irritation develops,
discontinue the product and institute appropriate
therapy

ADVERSE REACTIONS: Sensitivity reactions
to topical use of gramicidin are rare Hyper-
sensitivity to nystatin is extremely uncommon
Hypersensitivity to neomycin has been reported
and articles in the current medical literature
indicate an increase in its prevalence

The following local adverse reactions have
been reported with topical corticosteroids either
with or without occlusive dressings burning
sensations, itching , irritation , dryness, folliculitis,
secondary infection, skin atrophy, striae, miliaria,
hypertrichosis, acneform eruptions, maceration
of the skin, and hypopigmentation. Contact
sensitivity to a particular dressing material or
adhesive may occur occasionally Ototoxicity
and nephrotoxicity have been reported

For full prescribing information, consult pack-
age insert

HOW SUPPLIED: Available in 15, 30, and 60 g
tubes. The product is also available in jars of
1 20 g (4 oz) for hospital or institutional use only



CAUTION
The TCM2O tcPCO2 Monitor is

limited to use with neonates

and infants.

The new Radiometer
non-invasive blood gas system

is as flexible as your needs are.

Bedside, transport, operating room, emergency, intensive

care; now there is a non-invasive oxygen and carbon
dioxide system that can do it all. The new Radiometer
TCM System with detachable TCM2, tcPO2 and TCM2O

tcPCO2 Monitors and a recharger database that features a
2 pen, 2 speed recorder with 3 sensitivity ranges.

The rechargeable battery powered tcPO2 and tcPCO2
Monitors are microprocessor controlled and feature the

convenience of automated push button calibration and
built-in programs that monitor and control electrode
temperature and performance characteristics. Other

features include electrode temperature selectors, ad-
justable high and low visual and acoustic alarms,
temperature out-of-range and low battery indicators and

both analog and digital (RS232) outputs. Monitors may
be used separately from the database for a typical six
hours per charge or used in pairs in the database for two
site or two patient monitoring.

The new small Radiometer electrodes for the TCM
System feature new simple snap-on membranes and soft
rimmed fixation rings that easily bend to the curvature of
the body.

The Radiometer 1CM transcutaneous blood gas
system, flexible, convenient and easy to use. And, of

traditional Radiometer quality. For a free descriptive
brochure contact Radiometer America, Inc. , 811 Sharon
Drive, Westlake, Ohio 44145. Or call, toll free,
(800) 321-9484. In Ohio, call (216) 871-8900.

RADIOMETER �

COPENHAGEN �



BOOKS RECEIVED

Cortical Dysfunctioning in Children with Specific Reading Disabifity. 1982,
w. S. Sobotowicz and J. R. Evans. Springfield, IL, Charles C Thomas, 1982, $19.75,
130 pp.

National Boards Examination Review, For Part II, Clinical Sciences. R. E.
Pieroni. Garden City, NY, Medical Examination Publishing Co, 1982, $24.75, 362 pp.

This Is How My Body Works. E. Heuser (illustrated by D. Metteldirgrn). Woodbury,
NY, Barron’s Education Series, mc, 1982, $3.95, 75 pp.

Child & Adolescent Psychiatry, Continuing Education Review, ed 2. Edited by G.
P. Sholevar. Garden City, NY, Medical Examination Publishing Co, 1982, $28, 311 pp.

Euthanasia and Clinical Practice: Trends, Principles and Alternatives. The
Report of a Working Party: The Linacre Centre. Liverpool, England, The Lmacre
Centre, 1982, #{163}2.75, 88 pp.

Handbook of Audiological Rehabilitation. G. D. Chermak. Springfield, IL, Charles

C Thomas, 1982, $34.75, 452 pp.
Reports of the Ross Conferences on Pediatric Research Nos 71-80, 1977-1981,

by Ross Labs. Columbus, OH, Ross Laboratories, 1982.
Milk-Free Diet, Cookbook: Cooking for the Lactose Intolerant. E. A. Geizayd.

New York, Sterling Publishing Co, 1982, $12.95 ($6.95 paperback), 155 pp.
The Limb Deficient Child. Y. Setoguchi and R. Rosenfelder. Springfield, IL, Charles

C Thomas, 1982, $32.50, 322 pp.
Premature Babies: A Handbook for Parents. Sherri Nance and Premature, Inc. New

York, Arbor House Publishing Co, 1982, $15.95, 316 pp.
The Practice of Pediatric Neurology, Volumes 1 and 2, ed 2. K. F. Swaiman and F.

S. Wright. St Louis, CV Mosby Co, 1982, $169.50 (set), 1322 pp.
What Shall We Tell the Kids? B. Olshaker. New York, Arbor House Publishing Co,

1982, $6.95, 256 pp.
Neurorehabilitation: A Multisensory Approach. S. D. Farber. Philadelphia, WB

Saunders, 1982, $17.95 ($21.55 Canada), 282 pp.
The Role ofVision in The Multidisciplinary Approach to Children with Learning

Disabilities: Proceedings from Learning Disabifities Institute II. Edited by M.
Davis and J. C. Whitener. Springfield, IL, Charles C Thomas, 1982, $24.50, 307 pp.

Failure to Thrive in Infancy and Early Childhood: A Multidisciplinary Team

Approach. P. J. Accardo, Baltimore, University Park Press, 1982, $27.95, 410 pp.
Health Care of Women: Labor & Delivery. B. Gorvine, J. W. Hawkins, N. Fazekas,

et al. Belmont, CA, Wadsworth, Health Sciences Division, 1982, $15.95, 117 pp.
Essential Trauma and Emergency Care. F. Wilson, New York, Appleton-Century-

Crofts, Div of Prentice-Hall, mc, 1982, $29, 308 pp.
Identifying the Developmentally Delayed Child. N. J. Anastasiow, W. K. Franken-

burg, and A. W. Fandal, Baltimore, University Park Press, 1982, $29.95, 175 pp.
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Proven Clinical Accuracy
THE CRITICAL FACTOR IN TB SCREENING

Ledede Tuberculin,)
Old, TINE TEST#{174}:.

95.8% agreement with Manto#{252}x
ACCURACY* demonstrated in over 31 ,000 clinical comparisons

BENEFITS confirmed in over 150,000,000 office uses



S S #{149}and no easier method
to confirm the results.
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Proven Clinical
Accu racy
THE CRITICAL FACTOR IN TB SCREENING

Lederle Tuberculin, Old,
TINE TEST’

Indications: For screening for tuberculosis.

Precautions: Use with caution in persons with acute
tuberculosis (activation of quiescent lesions is rare); and in
patients with known allergy to acacia. Reactivity to the test may
be suppressed in those receiving corticosteroids or
immunosuppressive agents, or those who have recently been
vaccinated with live virus vaccine such as measles, mumps,
rubella, polio. etc With a positive reaction, further diagnostic
procedures must be considered. i.e. , chest x-ray, microbiologic
examinations of sputum and other specimens. confirmation of
positive tine test (except vesiculafion reactions) by Mantoux
method. When vesiculation occurs, the reaction is to be
interpreted as strongly positive and a repeat test by the
Mantoux method must nof be attempted. If a patient has a
history of occurrence of vesiculation and necrosis with a
previous tuberculin test by any method, tuberculin testing
should be avoided. Similar or more severe vesiculation with or
without necrosis is likely to occur.

Pregnancy Category C Animal reproduction studies have not
been conducted, whether Tuberculin, Old, TINE TESP can
cause fetal harm when administered to a pregnant woman or
can affect reproduction capacity is unknown. Tuberculin. Old,
TINE TEST should be given to a pregnant woman only if clearly
needed. During pregnancy. known positive reactors may
demonstrate a negafive response.

Adverse Reactions: Vesiculation, ulceration, or necrosis may
appear at test site in highly sensitive persons Pain, pruritus
and discomfort at test site may be relieved by cold packs or by
topical glucocorficoid ointment or cream Any transient
bleeding at puncture site is not significant

LEDERLE LABORATORIES
A Division of American Cyanamid Company
Wayne, New Jersey 07470

© 1982, Lederle Labora1or�es 021-2

American Academy of Pediatrics

Continuing
Medical

Education 1982-83

PLAN NOW TO JOIN US FOR CME COURSE #2 . .

GENERAL PEDIATRICS

October 15-17, 1982
Del Webb’s Sahara
Las Vegas, Nevada

This course has been designed to increase the pedia-

trician’s knowledge in four subspecialty areas of pe-

diatrics. The areas to be focused upon are: Allergy,

� Dermatology, Infectious Disease, and School Health.

The School Health area will feature discussion of the

; pediatrician’s management of the school-aged child,

� as well as his/her role as consultant to the schools. In, all subject areas, lecture and workshop topics have

been carefully selected to provide a review and update

in the practical management of specific pediatric prob-

ems.

GUEST FACULTY

Philip A. Brunell, M.D., FAAP-Infectious Disease

William E. Pierson, M.D., FAAP-Allergy

William L. Weston, M.D., FAAP-Dermatology

Gregg F. Wright, M.D. and
-School Health

Lance A. Chilton, M.D., FAAP

George D. Comerci, M.D., FAAP-Course Monitor

. Detailed information about this course, along with a

course registration form, will be forwarded to you

upon request.

. For further information, please contact:

Jean Dow

Department of Education

American Academy of Pediatrics

P.O. Box 1034
Evanston, IL 60204

Or phone toll-free (800) 323-0797
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Top: Severe oral thrush before therapy.

BoSom: After 7 days, 200 mg per day oral NIZORAL.

(C Janssen Pharmaceutica inc 1982 JP1-312R

An importantflrst:

Safe and effective and
offers a number of
distinct advantages
over nystatin
in treating severe
oral thrush
Saves time and trouble
for patients and staff
R Simple one-tablet-a-day regimen fosters compliance, facilitates

ambulatory and outpatient therapy

S No need for patientsto suck on suppositories or swish around
nystatin preparations severaltimes a day

U Costoftherapy significantlylessthan nystatin treatment

Systemic action can reach
remote Candida lesions
. In contrast to the topical action of nystatin, NIZORAL’

(ketoconazole) can reach asymptomatic lesions in the esophagus
or GI tract

U Excellent overall effectiveness. . .one week clinical cures seen in
over 50 percent of patients

U SAFE: Can be administered for prolonged periods; well tolerated.
Since possible idiosyncratic hepatocellular dysfunction has
been reported, it is desirable to perform appropriate liver function
tests before and during treatment, particularly in patients on
long-term therapy.
Piease see revised brief summary of Prescribing Inforn�tion on next page.

world leader in antimycotic research

F� JANSSEN
�J PHARMACEUTICA

Janssen Pttarmaceutica Inc., 501 George St., New Brunswick, N.J. 08903



The new
“Red Book”

is here...
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Please send me:
�- copies,
“Infectious
Diseases”
@ $15.00

For
Janssen Pirarmaceutica inc
New Brunswick, New Jersey 08903 USA

world leader in antimycotic research

JANSSEN
‘.3 PHARMACEUTICA

501 George St , New Brunswick. N J 08903
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NIZORAL�ETS
(ketoconazole)
Before prescribing. piease consult complete prescribing information, of which the foiiowing is a brief
summary

INDICATIONS AND USAGE
NIZORAL’ is indicated for the treatment of the foliowing systemic fungai infections candidiasis.
chronic mucocutaneous candithasis. oral thrush, candiduria, cocciciroiclomycosis. histopiasmosis,
chroniomycosis. and paracoccidioidomycosis NiZORAL’ shouicl not be used for fungai meningitis
because it penetrates poorly into the cerebral-spinal fluid
For the initial diagnosis. the infective organism should be identified. however. therapy may be
initiated prior to obtaining laboratory results

CONTRAINDICATIONS
NiZORAL’ is contraindicated in patients who have shown hypersensitivity to the drug
WARNINGS
Several cases of possible idiosyncratic hepatoceiiular dysfunction have been reported during
NIZORAL’ treatment It is important to recognize that liver disorders may occur with NIZORAL’
therapy The rare occurrences of liver disorders could be potentially fatal unless properly recognized
and managed
it is desirable to perform liver function tests. such as SGGT. aikaiine-phosphatase. SGPT. SGOT and
bilirubin, before treatment and at periodic intervals during treatment lmonthiy or more frequentl.
particularly in patients who will be on prolonged therapy or who have a history of liver disease.
Instances of minor elevations of liver enzyme levels in patients on NIZORAL’ have been shown to
normalize during therapy and may not necessitate discontinuation of treatment However. if liver
function tests are significantly elevated or other signs and symptoms are suggestive of hepato-
celluiar dysfunction. ketoconazoie should be discontinued

in female rats treated three to sin months with ketoconazoie at dose levels of 80 mg/kg and higher.
increased fragility of long bones. in some cases leading to fracture. was seen The maoimum
no-effect” dose level in these studies was 20 mg/kg 12 5 times the manimum recommended human

dose) The mechanism responsible for this phenomenon is obscure Limited studies in dogs failed to
demonstrate such an effect on the metacarpais and ribs

PRECAUTIONS
General: In four subiects with drug-induced achiorhydria. a marked reduction in NiZORAL’
absorption was observed NIZORAL’ requires acidity for dissolution if concomitant antacids,
anticholinergics, and H2-biockers are needed. they should be given at least two hours after NIZORAL’
administration in cases of achlorhydria, the patients should be instructed to dissolve each tablet in 4
ml aqueous solution of 0 2 N HCi For ingesting the resulting miofure. they should use a glass or
plastic straw so as to avoid contact with the teeth This administration should be followed with a cup
of tap water
Information for Patient: Patient should be instructed to report any signs and symptoms which
may suggest liver dysfunction so that appropriate biochemical testing can be done. Such signs and
symptoms may include unusual fatigue. nausea or vomiting. laundice, dark urine or pale stools see
WARNINGS)
Drug Interactions: There is no evidence for clinically significant interaction with oral anticoagulant
or oral hypoglycemic agents
Carcinogenesis. Mutagenesis. Impairment of Fertility: The dominant lethal mutation test in
male andlemaie mice revealed that single oral doses of NIZORAL’ as high as 80 mgikg produced no
mutation in any stage of germ ceii development The Ames’ Salmonella microsomal activator assay
was also negative
Pregnancy: Teratogenic effects Pregnancy Calegory C NIZORAL’ has been shown to be teratogenic
)syndactylia and oiigodactyiial in the rat when given in the diet at 80 mg/kg/day, 10 times the
maoimum recommended human dose) However, these effects may be related to maternal tooicity,
evidence of which also was seen at this and higher dose levels
There are no adequate and well controlled studies in pregnant women NiZ0RAL� should be used
during pregnancy only if the potential benefit lusfifies the potential risk to the fetus
Nonteratogenic effects NIZORAL’ has also been found to be embryotooic in the rat when given in the
diet at doses higher than 80 mg/kg during the first trimester of gestation

in addition. dystocia )diff,cult labor) was noted in rats administered NiZORAL’ during the third
trimester of gestation This occurred when NIZORAL0 was administered at doses higher than 10
nigikg higher than 125 times the maximum human dose)

it is likely that both the malformations and the embryotoxicity resulting from the administration of
NIZORAL’ during gestation are a reflection of the particular sensitivity of the female rat to this drug
For enampie, the oral � of NIZORAL’ given by gavage to the female rat is 166 mg/kg, whereas in
the male rat the oral LDU) is 287 mg/kg

Nursinq� Mothers: Since NIZORAL’ is probably excreted in the milk, mothers who are under
NIZORAL treatment should not breast-feed the child

Pediatric Use: Safety in children under two years of age has been documented in a limited number
of cases

ADVERSE REACTIONS
NIZORAL’ is usually well tolerated Most adverse reactions reported have been mild and transient
and have only rarely required withdrawal of therapy
The most frequent adverse reactions were nausea and/or vomiting. which occurred in approoimately
3a,, of patients Abdominal pain was reported in approoimately 1 2% of patients, pruritus in
approoimateiy 1 5% of patients The following have been reported in less than 1% of patients
headache, dizziness, somnolence, fever and chills, photophobia. diarrhea. iaundice and gynecomastia
Transient increases in serum liver enzymes have been observed In the majority of cases, these
increases have normalized during therapy or shortly after drug has been discontinued However,
several cases of idiosyncratic hepatocellular dysfunction have been reported see WARNINGS)

OVERDOSAGE
in the event of accidental overdosage, supportive measures. including gastric lavage with sodium
bicarbonate. should be employed
DOSAGE AND ADMINISTRATION
Adults: The recommended starting dose of NIZORAL’ is a single daily administration of 200 mg one
tablet) In very serious infections or if ciinical responsiveness is insufficient within the eopected time,
the dose of NIZORAL’ may be increased to 400 mg two tablets) once daily

Children:
children weighing 20 kg or less 50 mg ) #{149}tablet) once daily
children weighing 20-40 kg 100 mg )‘ tablet) once daily
children weighing over 40 kg 200 mg 1 tablet) once daily

Generally. ireatment should be continued until all clinical and laboratory tests indicate that active
fungal infection has subsided Inadequate periods of treatment may yield poor response and lead to
early recurrence of clinical symptoms Minimum treatment for candidiasis is one or two weeks
Patients with chronic mucocutaneous candidiasis usually require maintenance therapy Minimum
treatment for the other indicated systemic mycoses is six months

HOW SUPPLIED
NIZORAL’ is available as white, scored tablets containing 200 mg of ketoconazole debossed,JANSSEN” and on the reverse side debossed “K” and “200” They are supplied in bottles of 60
tablets and in blister packs of 10 o 10 tablets Rev Feb 1982

U S Patent Pending
NDc 50458220-01 10 x 10 tabletsblister)
NDC 5045822006 160 tablets)

Manufactured by
Janssen Ptnarmaceutica n.y
B-2340 Beerse. Belgium

The 19th edition of the Academy’s quick
reference guide to more than 100 com-
municable diseases is now available for
purchase.
New sections of this authoritative hand-
book, officially known as the Report of
the committee on Infectious Diseases,”
include recently described diseases
caused by coronaviruses, Legionella
pneumophilia, hepatitis B and non A and
non B hepatitis, Kawasaki disease and
yersinia species, and use of new vaccines
and specific immune globuline prepara-
tions for hepatitis, rabies, varicella-zoster,
and pneumococcal infection. 1982; 32
tables; indexed; 379 pages.

Note: All Fellows and Junior Fellows will
be mailed one complimentary copy in
June.

Mail to:
American Academy of Pediatrics
Publications Department
P0. Box 1034
Evanston, Illinois 60204

check for 5 ______________________ is enclosed.
Personal order must be prepaid. Make check pay-
able to: American Academy of Pediatrics,

� i Bill the institution, Formal purchase order required.
Quantity discounts available.

Address

city State Zip
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HISTORY
OF
OXYGEN THERAPY
AND
RETROLENTAL FIBROPLASIA

As medical technology improves and more patients

survive conditions which once meant certain

death, the demand for better treatment of problems

which may afflict these survivors has increased.

This is particularly true for infants who develop

retrolental fibroplasia. It is now known that the

administration of oxygen which saves the lives of

numerous premature and low birthweight infants

also causes the development of retrolental fibro-

plasia-in many instances leading to permanent

blindness.

The Committee on Fetus and Newborn ofthe Amer-

ican Academy of Pediatrics strives to make condi-

tions ideal for all newborn infants, and it has

become increasingly concerned about the infants

who develop retrolental fibroplasia. In an attempt

to compress the work done by researchers

throughout the world into one document-and thus

more easily see possible causes and solutions as

well as stimulate more research-the Committee

prepared and wrote the History ofOxygen Therapy

and Retrolental Fibroplasia. This document, which

was published as a supplement to Pediatrics, is

available to all persons involved with or interested

in the treatment of newborn infants, especially

infants who are at high risk for developing retro-

lental fibroplasia.

The sequence of events concerning the use of

oxygen and the development of retrolental fibro-

plasia is given. Considerable attention has been

paid to the historical background of modern care

for premature infants, the status of medical prac-

tice when oxygen was first used on premature

infants, and the process of dissemination of new

research data. Included are the Academy’s recom-

mendations on the use of oxygen through the

years, the current state regulations on the use of

oxygen, and six pages of references which go back

as far as 1862.

AMERICAN ACADEMY OF PEDIATRICS

Department P, P.O. Box 1034

Evanston, Illinois 60204

ColyMycin � S Otic
wIth Neomycln and Hydrocortlsone
(colisfin sutfote-neomycin sutfate-thonzonium

bromide-hydrocortisone acetate ofic suspension)

INDICATiONS AND USAGE
For the treatment of superficial bacterial infections of the
external auditory canal. caused by organisms suscep-
fibte to the action of the antibiotics; and for the treatment
of infections of mastoidecfomy and fenestration cavities,
caused by organisms susceptible to the antibiotics.

�NTRAINDICAT1ONS
This product is contraindicated in those individuals who
have shown hypersensitivity to any of its components, and
in herpes simplex, vaccinia and varicelta.

WARNINGS
As with other antibiotic preparations. prolonged treatment
may result in overgrowth of nonsusceptible organisms
and fungi.
If the infection is not improved after one week, cultures
and susceptibility tests should be repeated to verify the
identity ofthe organism and to determine whether therapy
should be changed.
Patients who prefer to warm the medication before using
should be cautioned against heating the solution above
body temperature. in order to avoid loss of potency.

PRECAUUONS
General
If sensitization or irritation occurs, medication should be
discontinued promptly.
This drug should be used with care in cases of perforated
ear drum and in longstanding cases of chronic ofitis
media because of the possibility of ototoxicity caused by
neomycin.
Treatment should not be continued for longer than ten
days.
Allergic cross-reactions may occur which could prevent
the use of any or all of the following antibiotics for the
treatment of future infections: kanamycin, paromomycin,
streptomycin, and possibly gentamicin.

ADVERSE REACTIONS
Neomycin is a not uncommon cutaneous sensitizer. There
are articles in the current literature that indicate an
increase in the prevalence of persons sensitive to
neomycin.

DOSAGE AND ADMINISTRATiON
The external auditory canal should be thoroughly
cleansed and dried with a sterile cotton applicator.

For adults, 4 drops of the suspension should be instilled
into the affected ear 3 or 4 times daily. For infants and
children, 3 drops are suggested because of the smaller
capacity of the ear canal.

The patient should lie with the affected ear upward and
then the drops should be instilled. This position should be
maintained for 5 minutes to facilitate penetration of the
drops into the ear canal. Repeat. if necessary, for the
opposite ear.
If preferred, a cotton wick may be inserted into the canal
and then the cotton may be saturated with the solution
This wick should be kept moist by adding further solution
every 4 hours. The wick should be replaced at least once
every 24 hours.

HOW SUPPUED
Coly-Mycin S Otic is supplied as’
N 0071-3141-08-5 ml bottle
N 0071-3141-10-10 ml bottle

Each ml contains: Colistin sulfate equivalent to 3 mg of
colistin base, Neomycin sulfate equivalent to 3.3 mg neo-
mycin base, Hydrocortisone acetate 10 mg (1%). Then.
zonium bromide 0.5 mg (0.05%). and Polysorbate 80 in an
aqueous vehicle buffered with acetic acid and sodium
acetate. Thimerosal (mercury derivative) 0.002% added as
a preservative.

Shake well before using.
Store at controlled room temperature 59�-86�F (15’.30�C).
Stable for 18 months at room temperature; prolonged

exposure to higher temperatures should be avoided.
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Neonatal Seizures
I. Correlation of Prenatal and Perinatal Events
with Outcomes

Kenton R. Holden, MD, E. David Mellits, ScD, and
John M. Freeman, MD

From the Departments of Neurology and Pediatrics, Division of Pediatric Neurology,

The Johns Hopkins University School of Medicine, Baltimore

ABSTRACT. A review of 277 newborns with neonatal
seizures enrolled in the Collaborative Perinatal Project
revealed a mortality of 34.8%. Of the 181 survivors, most
followed up to age 7 years, 70% were normal. Thus,
despite the fact that seizures are a major indicator of
perinatal asphyxia and a predictor of subsequent neuro-
logic deficit, most infants with neonatal seizures who
survived did well. Thirteen percent had cerebral palsy,
19% had an IQ <70, and 20% had epilepsy. Thirteen
percent of survivors had a combination of mental retar-
dation, cerebral palsy, or epilepsy. A low Apgar score, the
need for resuscitation after 5 minutes of age, low birth
weight, and the early onset of seizures or prolonged
seizures correlated with adverse outcome. Pediatrics
70: 165-176, 1982; seizures, neonate, mental retardation,

cerebral palsy, epilepsy.

During the neonatal period, as at later ages, sei-

zures are a symptom of an acute disturbance of the

brain. Although they have varied etiologies, most

neonatal seizures are thought to result from pen-

natal asphyxia and/on intracranial hemorrhage.

Neonatal seizures appear to have value as an

indicator of subsequent mortality”2 and morbid-

ity�4 in survivors. If we are to decrease the morbid-

ity and mortality that follow seizures in the new-

Received for publication July 20, 1981; accepted Oct 1, 1981.

Reprint request.s to (J.M.F.) Department of Neurology, The

Johns Hopkins Hospital, 600 N Wolfe St, Baltimore, MD 21205.

PE1)IATRICS (ISSN 0031 4005). Copyright 0 1982. by the

American Academy of Pediatrics.

born, we must first understand the sequence of

events leading to the seizures, so that we can devise

strategies for preventing or alleviating the causative

events.

A unique opportunity to assess neonatal seizures,

ie, seizures occurring in the first 28 days of life, was

provided by the National Collaborative Perinatal

Project (NCPP) of the Nat!onal Institute of Neu-

nological and Communicative Disorders and Stroke.

This project prospectively registered 54,000 preg-

nant women whose infants were then observed for

seven years. The project supplied data with which

to examine both neonatal seizures per se and also

the prenatal and perinatal factors associated with

their appearance. In addition, the NCPP offered a

basis for evaluating the prognosis of infants with

neonatal seizures and the factors involved in, or

predictive of, that prognosis.

This report presents in detail the outcomes of 277

infants with neonatal seizures from the National

Collaborative Peninatal Project. Subsequent re-

ports will detail antecedents of neonatal seizures

and predictors of outcomes.

METHODOLOGY

The NCPP recorded events of pregnancy, labor,

delivery, nursery course, and seven- to eight-year

follow-ups in approximately 54,000 pregnancies reg-

istered at 12 urban, university-affiliated hospitals in

different regions of the United States between 1959

and 1966. Included in the follow-up data were re-
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Meet 10 very special infants
Tommy Simmonite

Citrullinemia
Johns Hopkins
Hospital

Product 80056:
a formula base for use
in the preparation of
individual diets for
infants requiring

specific mixtures of
amino acids.

Matthew Smiley

Low birth weight-
940 g

University Hospital
Kansas City, Missouri

Enfamil Premature
Formula:
specifically

formulated with whey
for rapidly growing,

low-birth-weight
infants.

Selena Brast
Tyrosinemia

Children’s Hospital
of Michigan

3200 K,
3200 AB:
Product 3200 K is a
soy protein isolate
formula for the
nutritional
management of
homocystinuria.
Product 3200 AB is
described at left.

Christopher Lacro

Soy Protein
Intolerance
Stanford University
Hospital

Pregestimil:
a formula designed

for infants and
children with severe
gastrointestinal
digestive and
absorptive problems.

Meadjobnson uould like to thank thefamilfes ofihese infantsfor their cooperation in the detelopment ofthis message.

Mead Johnson
Nutritional Division
The on’y company dedicated
to making a difference in
special lives like these.
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Jaime Ness

Maple Syrup Urine
Disease
University of
Wisconsin

MSUD Diet

Powder:
a special formula that
can be used as the sole
diet until plasma
levels of leucine,
isoleucine, and valine
return to normal
range.

Nicholas Gates
Acute
Gastroenteritis

Welborn Clinic
Evansville, Indiana

3232-A:
for the diagnosis
and management
of disaccharidase
deficiency, of

impaired glucose
transport, and in the
study of fructose
utilization.

Benjamin Sullivan

Cow milk allergy

Nutramigen:
a lactose-free,
hypoallergenic
formula specially

designed for infants
and children sensitive

to intact protein of
milk and other foods.

Eric Roid

PKU
Los Angeles
Children’s Hospital

Lofenalac:
a low-phenylalanine

food for the
nutritional

management of
phenylketonuria in
infants.

Scott Humeston
PKU
Los Angeles

Children’s Hospital

Phenyl-free’�:
a phenylalanine-
free food to facilitate

continued dietary
restrictions for the
PKU patient past
infancy who was
previously receiving a
Lofenalac-based diet.

Ifa very special company like MeadJohnson
had not been around to solve the feeding problems
ofthese infants, their lives might have been very
different.

This is because our commitment to infant feed-
ing goes far beyond good nutrition for normal infants.

MeadJohnson cares about those special babies
whose nutritional well-being depends upon our con-
tinuing research and product development.

Andonly MeadJohnson supports you with this
total commitment to good nutrition for all infants. And

thai�s why we’ve earned
your specification of
Enfamil for normal
infants-when breast-
feedir�g is not chosen-
and ProSobee for corn-
mon feeding problems.

Mea��fl
NUTRITIONAL DIVISION



IMPERFECT PARENTS

A year or so ago my calico cat produced two kittens and promptly embarked

on a course of flawless child care: nursing, nuzzling, fetching and carrying. In

three months the kittens were on their own, but until then the calico had been

the perfect mother. The mother, in fact, that all women are presumed capable

of being.

Only they are not: miracles don’t happen when a woman gives birth. The

child does not turn into an adult, or the sick become well, or the frightened

become brave.

Some women know how to raise children-not out of instinct, as myth would

have it, but probably because their mothers knew how. Other women should be

taught, and some women should be trusted only with kittens. A cat with a litter

may be identical to every other cat with a litter, but mothers are alike only in

the fact of parturition.

A 14-year old with a baby doesn’t fit the romantic image of mother and child;

neither does a welfare mother with a houseful of fatherless kids. What they may

symbolize for some, however, is sexual promiscuity-and the legislation that is

presented as an economic measure may be, instead, a kind of punishment.

If motherhood were to be stripped of its myths and seen for what it is-a hard

and painful job for which not everyone is fit but in which many can be helped,

to their offspring’s benefit-a few more women might lose their children.

From Mary Cantwell: The New York Times, Oct 30, 1981.

WORK HABITS IN CHILDHOOD FOUND TO PREDICT ADULT WELL-BEING

The willingness and capacity to work in childhood is the most important

forerunner-more than native intelligence, social class or family situation-of

mental health in adulthood, according to the results of a newly published study.

Among more than 450 white men from working-class families who were tested
and interviewed periodically over a 35-year period, those who had been indus-

trious as youngsters turned out to be the most well-adjusted adults and to have

the most successful work lives and the most satisfying personal relationships,

the study in The American Journal of Psychiatry showed.

A related conclusion of the report is that the capacity for adult work-even

if this capacity is defined by something “as crass as wages and unemployment”-

is closely related to both mental health and the capacity to love.

The authors, Dr. George E. Vafflant of Harvard Medical School and his wife,

Caroline 0. Vaillant, a social worker at University Health Services in Cambridge,

Mass., see far-reaching implications in these findings. “Sociology should pause

before it seeks the sole etiology of poverty and unemployment in external

factors,” they said in the article. “The sources of job failure do not always rest

on ignorance, dropping out of school, the absence of a trade or faulty knowledge

of the job market. Being chronically unemployed often has more to do with

chronic depression and emotional instability than with prior training and

ability.”

From Dava Sobel: The Neu’ York Times, Nov 10, 1981.
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Alexandre Dumas’

The Three Musketeers

� and D’Artagnan

,,.� J,,,%.�, � Ifl,,19$2

ONE FOR ALL - One tablet treats pinworm
in any patient, regardless ofage or body weight�
Obviates need to calculate individual dosages.

A single tablet eradicates pinworm in 95% of patients.
‘(‘ontraindicated in pregnant women and in persons who have shown hypersensitivity to the drug.

17
(me#{246}endazole)�q3 PHARMACEUTICA

CHEWABLE TABLETS

Thea 1 anthelmintic for pinworms and many other worm infestations

Please see complete Prescribing Information on adjacent page.



Mail to:
American Academy of Pediatrics
Publications Department
P0. Box 1034
Evanston, Illinois 60204
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VERMOX�B� TABLETS(mebendazo�e)

DF.SCRIP1’ION VERMOX (mebendazok) is methyl 5-henzoylhenzimida-
i.ole-2-carhamate.

ACI’IONS VERMOX exerts its anthelmintic etlect by blocking glucose
uptake by the susceptible helminths. thereby depleting the energy level until it
becomes inadequate for survival. In man. approximately 2�1 of administered

niehendazole is excreted in urine as unchanged drug or a primary metabolite.
lt)llowing administration of 100 mg of mehendazok twice daily for three

consecutive days, plasma levels of mehendazole and its primary metabolite.
the 2-amine, never exceeded 0.03 �g/ml and 0.09 �ig/ml. respectively.

INDICA’I’IONS VERMOX is indicated for the treatment of Trichuris In-

c/iiuna (whipworm). Enterobius venmiculanis (pinworni). Ascanis lumbnicoides

(comnion roundworm ). A nc�Ioston,a cluode�uiIe (common hookworm).
Neaion a??ienieanus (American hookworm) in single or mixed infections.

Etlicacy varies as a function of such factors as pre-existing diarrhea and
gastrointestinal transit time, degree of infection and helminth strains.
Ellicacy rates derived from various studies are shown in the table be ow:

Whipworm
Common

Roundworm Hookworm Pinworm

cure rates
mean

(range)
68�

(61-75%)
98�

(91-100%)
96�

�
95%

(90-100%)

egit reduction
mean 93% 99.7% 99.9% -

(range) (70-99%) (99.5%-lOO%) -- -
(‘ONTRAIN IIMCATIONS V ERMOX is contraindicated in pregnant women
(see Pregnancy Precautions) and in persons who have shown hypersensitivity

to the drug.

PRECAUTIONS PREGNA NC Y VERMOX has shown embryotoxic and

teratogenic activity in pregnant rats at single oral doses as low as 10 mg/kg.
Since VERMOX may have a risk ofproducing fetal damage if administered
during pregnancy. it is contraindicated in pregnant women.

PEIJIATRI(’ USE: The drug has not been extensively studied in children
under two years: therefore, in the treatment ofchildren under two years the

relative benefit/risk should he considered.

ADVERSE REACTIONS Transient symptoms of abdominal pain and

diarrhea have occurred in cases ofmassive infection and expulsion of worms.

DosAci: AND ADMINISTRATION The same dosage schedule applies to

children and adults. The tablet may he chewed. swallowed or crushed and
mixed with food. For the control ofpinworm (enterohiasis), a single tablet is
administered orally, one time. For the control of common roundworm
(ascariasis). whipworm (trichuriasis). and hookworm infection. one tablet of

V ERMOX is administered, orally. morning and evening, on three consecutive
days. lfthe patient is not cured three weeks after treatment. a second course of
treatment is advised. No special procedures. such as fasting or purging. are
required.

HOW SUPPLIED VERMOX is available as chewable tablets, each contain-
ing 100 mg of mehendazole. and is supplied in boxes of twelve tablets.

VERMOX (mebendazole) is an original product ofJanssen Pharmaceutica.
Belgium.

US Patent 3.657.267
December 1979

Committed to research...
because so much remains to be done.

Tahicted by Janssen Pharmaceutica. Beerse. Belgium or

F� JANSSEN
�J PHARMACEUTICA

New Brunswick. New Jersey 08903 JPI-282

Dealing with the
problems of
schoolch�

A new (1981) edition of School Health: A Guide
for Health Professionals is now available. Re-
vised by the AAP Committee on School
Health, this manual gives practical information
on how school health programs function and
how these programs fit into the school struc-
ture. It discusses the problems of pre-school
age children, elementary school children and
adolescents, and has a section on children
with special educational needs. In addition, it
reports on screening tests needed as well as
the essentials of history and physical examina-
tion, follow-up procedures and record keeping.
Other points of interest are: health education,
physical education, physical activities for chil-
dren with handicaps, dental care, school
sports programs, communicable disease,
emergency care in schools, school personnel
problems and school safety.

The book also includes 16 appendices and 3

tables. Indexed: 297 pages.

Please send me:
copies,

“School Health’
@$15.00

Li Check for $ ____________________ is enclosed.
Personal order must be prepaid. Make check pay-
able to: American Academy of Pediatrics.

LI Bill the institution. Formal purchase order required.
Quantity discounts available. Special discounts for
school nurses, administrators.

Name

Address

City State Zip
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The most

immunized child
in the history of medicine

needs this added
I prophylaxis.
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“-:r immunize him�against diphtheria, tetanus,

�pertuss�, polio, mumps.,Ju.tx�I1a and measles. You
also. help protect him against dental�ca.�ies and vitamin

deficiencies . . . .

Now, help give him prophylaxis against She
ravaging rays of the sun. �

Running free-unprotected. Moderate _

overexposure may cause erythema, pain and .�1
sleep disturbances. Lengthy overexposure f . � ‘1

damages the epidermis and dermis, result- � �
ing in vesiculation, edema and fever.
Repeated excessive exposure may lead to.

� -� premature aging, solar keratosis and
cancer.

High noon Damaging ultraviolet
rays, particularly the UVB band, are most

intense from 10:00 to 2:00. They pene-

trate cloud cover, fog and haze. as� we�Li
as lightwei.�&t e��hui� and

are also reflected by sand and snow.

SUNDOWN Sunscreen
for sand-castle architects and
wandering Huck Finns.

SUNDOWN, like other
JOHNSON & JOHNSON

products, has a gentle formula for use on children’s

skin. SUNDOWN is an easy-to-use lightly scented skin
lotion. Smooth and soft, it’s not greasy or sticky, and
won’t sting or burn.

And most important, SUNDOWN is water resis-
tant so it won’t easily swim off or sweat

away . . . providing continuous protection
� without constant reapplication. . �

nomical consideration as well But it i�

simple to remove with soap and water.
Lifetime prophylaxis. Like brush-

ing teeth and taking vitamins, remind

par�’*s� that sparing the skin should

� become a lifetime habit. . . and that
SUNDOWN is protection for the
entire family.

‘��:- � � :

�.

,-,�� *�_�,p .)‘�1:±�#{149}”
� �

The most preferred protection under the sun.
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UA’IiW1� �
(TUBERCULINPURIFIED
PROTEINDERIVATIVE)
MULTIPLE-PUNCTURE
DEVICE

convenient, sterile,
disposable
screening device

: � � for the detection of
fu berculin-sensifive
individuals in office or
clinic

greater overall test
agreement with the
Mantoux test than Old
Tuberculin
� � � low incidence of
false-positive reactions
compared to Old
Tuberculin-coated tine

(TUBERCULIN,PURIFIED
PROTEINDERIVATIVE,
DILUTED[STABILIZED
SOLUTION])

helps substantiate
doubtful screening
test results

C)clinically equivalent in
potency to the standard
PPD-S (5 TU per 0.1 ml)
�DTuberculin PPD is
recommended by the
American Lung
Association as an aid in
the detection of infection
with Mycobacterium
tuberculosis

Onlyv
supplies both!

PARKE-DAVIS
Div of Warner-Lambert Co
Morris Plains, NJ 07950 USA
C 1981 Warner-Lambeit Company

PD-32.JA.0209.P.2 (5.82)

Before prescribing. please see
full prescribing information

A Brief Summary follows:

Aplisol’
(Tuberculin Purified Protein Derivative, Diluted

[Stabilized Solution[)

Aplitest”
Tuberculin, Purified Protein Derivative

Multiple-Puncture Device

INDICATIONS, Aplisol: Tuberculin PPD is
recommended by the American Lung

Association as an aid in the detection of
infection with Mycobacterium tuberculosis The

standard tuberculin test recommended
employs the intradermal (Mantoux) test using a

5 TU dose of tuberculin PPD. The 0.1 ml test
dose of Aplisol (tuberculin PPD, diluted) is

equivalent to the 5 TU dose recommended as
clinically established and standardized with

PPD-S.

Aplitest: Aplitest is indicated to detect
tuberculin-sensitive individuals. Aplitest units

are also useful in programs to establish
priorities for additional testing (i.e. chest x-rays)
and in epidemiological surveys to identify areas

with high levels of infection.
Regular periodic (annual) testing of tuberculin-

negative persons is recommended and is
especially valuable because the conversion of

an individual from negative to positive is highly
indicative of recent tuberculosis infection.

Repeated testing of the uninfected individual
does not sensitize to tuberculin. In persons with

waning sensitivity to homologous or
heterologous mycobacterial antigens, however,
the stimulus of a tuberculin test may ‘boost’ or

increase the size of reaction to a second test,
even causing an apparent development of

sensitivity in some instances.

WARNINGS Tuberculin should not be
administered to known tuberculin-positive

reactors because of the severity of reactions
(eg, vesiculation, ulceration or necrosis) that

may occur at the test site in very highly
sensitive individuals.

Aplisol: Avoid injecting
tuberculin subcutaneously. If this

occurs. no local reaction develops, but a general
febrile reaction and/or acute inflammation
around old tuberculous lesions may occur

in highly sensitive individuals.

PRECAUTIONS As with any biological product.
epinephrine should be immediately available in

case an anaphylactoid or acute hypersensitivity
reaction occurs.

Aplisol: A separate heat sterilized syringe and
needle, or a sterile disposable unit. should be

used for each individual patient to prevent
possible transmission of homologous serum

hepatitis virus and other infectious agents from
one person to another.

Syringes that have previously been used with
histoplasmin, blastomycin and other antigens

should not be used for tuberculin.

Aplltest: A separate, sterile unit must be used for
each individual patient and disposed of after use.

Sensitivity may decrease or disappear
temporarily during or immediately following

severe febrile illness, measles, and other
exanthemas. live virus vaccination. sarcoidosis,

overwhelming miliary or pulmonary tuberculosis
and the administration of corticosteroids or

immunosuppressive drugs. Severe malnutrition
may also have a similar effect.

A positive tuberculin reaction does not
necessarily signify the presence of active

disease. Further diagnostic procedures should
be carried out before a diagnosis of tuberculosis

is made.

ADVERSE REACTIONS In highly sensitive
individuals. strongly positive reactions

including vesiculation, ulceration or necrosis
may occur at the test site. Cold packs or topical

steroid preparations may be employed for
symptomatic relief of the associated pain,

pruritus and discomfort.

Strongly positive test reactions may result in
scarring at the test site.

Apiltest: Minimal bleeding may be experienced
at a puncture site. This occurs infrequently and

does not affect interpretation of the test.

ZD/ ZF
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An important innovation

in antibiotic therapy from

RO�RIG �
A diviSion of Pfizer Pharmaceuticals
New York, New York 10017

References: 1 Data on file. Roerig 2 Manufacturer’s
product information 3 Braude Al Antimicrobial Drug
Therapy, vol 7 Philadelphia, WB Saunders Co. 1976,
p 68 4 Bergogne�Berezin E. Berthelot G. Kate H, et al
Penetration of ampicillin into human bronchial secre-
lions Infection 7 (suppl 5).463�464. 1979 5 Bergogne
Berezin E. Lambert�Zechovsky N, Kate H Etude phar-
macocin#{233}tique comparative de divers antibiotiques
dans les s#{233}cr#{233}tionsbronchiques Med Ma! Infect
6 134-137, 1976

BRIEF SUMMARY
SPECTROBID’ (bacamplclllln HCI)
Bacampicillin is a member of the ampicillin class of acid
resistant, orally administered semisynthetic penicillins It
is rapidly hydrolyzed to ampicillin in both tablet and sus-
pension form
Contralndlcatlons: Bacampicillin is contraindicated in
individuals with a history of allergy to any of the penicillin
antibiotics
WarnIngs: Serious and occasionally fatal anaphylactic
reactions have been reported in patients on penicillin
therapy Anaphylaxis is more frequent following paren-
feral therapy than with oral therapy. Severe reactions have
also been reported in patients hypersensitive to peni-
cillins who are treated with cephalosporins Prior to
penicillin therapy, careful inquiry should be made con-
cerning previous hypersensitivity reactions to penicillins.
cephalosporins. and other allergens IF AN ALLERGIC
REACTION OCCURS, THE DRUG SHOULD BE DISCON-
TINUED AND APPROPRIATE THERAPY INSTITUTED
SERIOUS ANAPHYLACTIC REACTIONS REQUIRE IMME-
DIATE EMERGENCY TREATMENT WITH EPINEPHRINE

PrecautIons: Superinfections with mycotic and bacterial
pathogens may occur during therapy If these infections
occur, discontinue the drug and initiate appropriate
therapy During prolonged therapy, periodically check for
organ system dysfunction, including renal, hepatic, and
hematopoietic systems, particularly in prematures, neo-
nates, and patients with liver or renal impairment
Ampicillin class antibiotics should not be administered to
patients with mononucleosis

Clinically Significant Drug Interactions. The concurrent
administration of allopurinol and ampicillin increases
substantially the incidence of rashes in patients receiving
both drugs as compared to ampicillin alone There are no
data to date on the incidence of rashes in patients treated
concurrently with SPECTROBID (bacampicillin HCI) and
allopurinol SPECTROBID should not be co-administered
with Antabuse� (disulfiram)

Drug and Laboratory Test Interactions. It is recom-
mended that 9lucose tests based on enzymatic glucose
oxidase reactions (Clinistix8 or Tes-Tape’) be used. Fol-
lowing administration of ampicillin to pregnant women a
transient decrease in plasma concentration of total conlu-
gated estriol, estriol-glucuronide, conjugated estrone,
and estradiol has been noted

Pregnancy Category B. Reproduction studies in mice
and rats have revealed no evidence of impaired fertility or
harm to the fetus due to SPECTROBID There are no ade-
quate and well controlled studies in pregnant women,
therefore, this drug should be used during pregnancy
only if clearly needed

Labor and Delivery: It is not known whether use of
SPECTROBID during labor or delivery has immediate or
delayed adverse effects on the fetus, prolongs the dura-
lion of labor, or increases the likelihood that obstetrical
intervention will be necessary

Carcinogenicity, Mutagenicity, Impairment of Fertility.
No carcinogenicity or mutagenicity studies have been
conducted to date There is no evidence of impaired fer-
tility with SPECTROBID

Nursing Mothers. Because ampicillin class antibiotics
are excreted in milk, caution should be used when these
antibiotics are administered to nursing mothers

Pediatric Use: SPECTROBID tablets may be admin-
istered to children who weigh 25 kg or more The oral
suspension is indicated for children and infants who
weigh less than 25 kg and in children who are unable to
swallow tablets.

Adverse ReactIons: As with other penicillins, untoward
reactions will be limited essentially to sensitivity phe-
nomena. These are more likely to occur in persons with
hypersensitivity to penicillins and in those with a history of
allergy, asthma, hay fever, or urticaria. In clinical trials the
most frequent adverse reactions to SPECTROBID were
epigastric upset (2%) and diarrhea (2%). Increased dos�
age may cause an increased incidence of diarrhea The
same clinical trials showed a 4% incidence of diarrhea
and a 2% incidence of nausea with amoxicillin therapy

The following adverse reactions to ampicillin have been
reported.

Gastrointestinal: Diarrhea, gastritis, stomatitis, nausea
and vomiting, glossitis. black “hairy” tongue, enterocolitis
and pseudomembranous colitis.

Hypersensitivity Reactions: Skin rashes, urticaria,
erythema multiforme, an occasional case of exfoliative
dermatitis may occur, but may be controlled with anti-
histamines or systemic corticosteroids. Serious and
occasionally fatal hypersensitivity reactions (anaphylac-
tic) can occur with oral penicillins (See Warnings).

Liver. A moderate rise in serum glutamic oxaloacetic
transaminase (SGOT) has been found in some ampicillin
treated patients, but the significance of this finding is
unknown Studies indicate no difference between
ampicillin and SPECTROBID in regard to liver function
test abnormalities

Hemic and Lymphatic Systems. Anemia, thrombo-
cytopenia, thrombocytopenic purpura, eosinophilia,
leukopenia, and agranulocytosis have been reported
during penicillin therapy. These reactions are usually
reversible when therapy is discontinued.

Doug. and AdmInIstratIon (for susceptible organ-
isms): SPECTROBID tablets may be given without regard
to meals. SPECTROBID oral suspension should be
ad ministered to fasting patients.
Upper respiratory tract (including otitis media), urinary
tract, and skin and skin structure infections.

Adults: 1 x 400 mg tablet every 12 hours
(patients weighing 25 kg or more).

Children 25 mg/kg/day tablets or suspension in
2 equally divided doses at 12 hour intervals

In severe infections, lower respiratory infections, or
those caused by less susceptible organisms.

Adults: 2 x 400 mg tablets every 12 hours
(patients weighing 25 kg or more).

Children. 50 mg/kg/day tablets or suspension in
2 equally divided doses at 12 hour intervals

Gonorrhea.
Adults: 4 x 400 mg tablets plus one gram of pro-

benecid administered in a single dose.
No pediatric dosage has been established for treat-

ment of gonorrhea.
This is the usual dose in uncomplicated gonorrhea. In

cases with suspected lesion of syphilis, perform a dark
field examination before administering SPECTROBID
Monthly serological tests should be done for a minimum
of four months. In the treatment of chronic urinary tract
infections, frequent bacteriologic and clinical appraisals
may be necessary. Stubborn infections may require 5ev-
eral weeks therapy, and it may be necessary to continue
clinical and bacteriologic follow-up for several months
following therapy. Except for gonorrhea, treatment should
be continued for a minimum of 48 to 72 hours beyond the
time the patient becomes asymptomatic or evidence of
bacterial eradication has been obtained.

AT LEAST TEN DAYS’ TREATMENT IS RECOM-
MENDED FOR INFECTIONS CAUSED BY HEMOLYTIC
STREPTOCOCCI, TO PREVENT OCCURRENCE OF
ACUTE RHEUMATIC FEVER OR GLOMERULONEPHRITIS

How SupplIed: SPECTROBID (bacampicillin HCI) is
available as 400 mg white, film coated, oblong, unscored
tablets, in bottles of 100, and in 70 ml, 100 ml, 140 ml
200 ml bottles of powder for oral suspension. Each 5 ml
of reconstituted suspension contains 125 mg bacampi-
cillin HCI.

More detailed professional information is available on
request

Com�son of Bacampicillin H� � mg,
Ampicillin 5�m mg, and Amoidcillm 5�m mg

(i� _ Bacampe�mn HO 800 mg� (n = 96)

I \...AmoxiciiintOOmi(n=20)f #{149}.#{149}#{149}#{149}Ampscilbn500 ITig (n = 47)

U 1 2 3 4 6 8
Hours Post O�

‘800 mg Bacampicillin HO e themmc� e�uiv�ent to 560 mg of Ampicilin

cmss�ercompansmi of Bacampidlim H�l
Oral Suspen�on(28 � �th

Am�mn out Suspension(25 mg/1�)
In Fasted Infants and chlldmn(n = 7)

01�:4� � 4 6
Hmn Post D�

#{149}equNalentto 19.5 mg/kg c� Nnpicilin
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News From Ross Laboratories
- - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - -

At the cutting edge of infant nutrition

New Symbols For Familiar Labels
This symbol represents an innovation in infant formula labeling. It is the

beginning of a new program designed to bring users more information on
proper product preparation and use.

Using the universal language ofpictures, this symbol directs the user to

‘ ‘cut the label.”

One Pictogram Is Worth
A Thousand Words
This pictogram is from the reverse side of the Similac#{174} With
Iron Infant Formula Concentrated Liquid label. It shows the
user a proper method of preparing the formula in clear,
easy-to-follow, numbered steps. This side ofthe label
also includes information in Spanish, an added convenience
for persons who read that language.

Labels with pictogram preparation instructions and
information in Spanish are available only on Ross

________________ Laboratories infant formulas.

From Arabic To Vietnamese
Now, information on newborn care, breast-feeding, weaning, and formula
preparation is available in Arabic, Cambodian, Chinese, French-Haitian,
German, Greek, Hebrew, Hmong, Italian, Japanese, Korean, Laotian, Polish,
Portuguese, Russian, Spanish, and Vietnamese.

Until now, non-English-language materials in the United States on infant care
and nutrition have been almost nonexistent.

Only From Ross Laboratories
All Ross Laboratories Concentrated Liquid, Powder, and Ready To Feed infant
formulas in cans now have new labels. Information on these new label products
and the new non-English-language materials is available from your Ross
Laboratories Territory Manager or by completing and returning the coupon
below.

I Ross Laboratories Please send me more information on:
I ATTN: B440 El New Label Products
I 625 Cleveland Avenue El Non-English-Language Materials

I Columbus, Ohio 43216 El Materials in ______________________

I (language)

I NAME

I TYPE OF PRACTICECm

I=� �
COLUrVIBUS, Op-liD 43216

P0GB Division of Abbott Laboratones, iSA

B4401285() I

ADDRESS

CITY STATE ZIP



cosTs AND BENEFITS OF SKULL RADIOGRAPHY FOR HEAD INJURY:
A National Study by the Royal college of Radiologists

Over a period of 10 weeks, nine accident-and-emergency units in England,

Wales, and Scotland took part in an investigation into the use of skull radiog-

raphy in the management of patients with head injury. The yield of potentially

important radiological findings in 4829 patients with uncomplicated head injury

was 2 basal, 1 frontal, and 64 vault fractures. In 4 of these patients intracranial

haematomas developed, of which 3 would have been suspected clinically and

the patients admitted for observation even if skull radiography had not been

available. At best, skull radiography could have contributed to the detection of

only 1 of the 4 intracranial haematomas. The incidence of unsuspected intracra-

nial haematoma with skull fracture among patients with uncomplicated head

injury currently radiographed in the United Kingdom is therefore 1 in 4800.

The radiological cost of identifying this 1 patient in our series was #{163}43,200

(approximately $86,000).

From The Lance!. Oct 10, 1981, p 791.

SERUM SALICYLATE CONCENTRATIONS IN REYE’S DISEASE

Serum salicylate concentration was measured at admission in 130 children

with liver-biopsy-confirmed Reye’s disease. Mean serum salicylate was 12.3 mgI

dl and mean salicylate concentrations by neurological grade (Lovejoy) were:

stage I, 12, stage II, 13, stage III, 11, Stage IV, 13, and stage V, 13 mg/dl.

However, mean serum salicylate (15 mg/dl) at admission in 21 patients who

died or had serious neurological deficits was significantly higher than that in

103 patients who survived without neurological sequelae (10 mg/dl). Serum

salicylate in a group of 27 age-matched, community-matched control children

collected consecutively over the period 1978-80 was less than 2 mg/dl, and
children with varicella or influenza had salicylate concentrations indistinguish-

able from apparently well classmates or siblings. It is impossible to determine

from this data whether salicylates are involved in the aetiology of or in deter-

mining the outcome of Reye’s disease. Increased concentrations of salicylates at

admission could be the result of excessive dosage because of a greater severity
of the prodromal illness, or to diminished excretion because of impaired hepatic

metabolism. It seems likely that serum salicylate concentrations entered the
toxic range in many patients with Reye’s disease before they presented for
treatment. Most had been vomiting and had had diminished oral intake for 33-
55 h before hospital admission. Since the average number of hours from the
beginning of vomiting to admission was no diffrent in non-comatose and coma-
tose cases, the time at which salicylate concentration was measured in relation

to the last dose was probably similar in the two groups and therefore does not

account for the higher levels in children with poor outcome. Salicylates are

mitochondrial toxins and mitochondria are known to be significantly injured in

Reye’s disease; therefore, it seems wise to avoid the use of aspirin in children
during outbreaks of Reye’s disease.

From Partin JS, Partin JC, Schubert WK, et a!: Serum salicylate concentrations in Reye’s disease:

A study of 130 biopsy-proven cases. The Lancet, Jan 23, 1982, pp 191-192.
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Take the
fear out of TB
screening.
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ADDRESS PHONE

CITY _____________________ STATE _____________ ZIP __________
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, a-activated

j&M�Jt:ppD
Tuberculin Purified
Protein Derivative (PPD)

Because the unique design of SclavoTest-PPD
hIdes the potnts from view, patIents are less

apprehenstve And since hidden points are
projected only after the device 5 placed on the
sktn, the risk of pain or bleeding due to

accidental twisting is minimized.

Results are easy to read and compare favorably
with the reference method: In a comparative
study of 102 bacteriologically confirmed cases,
there were more reactors to SclavoTest-PPD
than to the reference method.

SclavoTest-PPD contains tuberculIn purified
protein derivative (PPD). not the ‘ ‘old’ ‘ tubercu-
un (OT) used in some other tine-type tests

Product, samples and patient Record Cards
available through 200 Dealers nation-wide

PPD-S 5 TU adminisiered by the Mantoux method

-��::LJ :-. ---=� �‘� -.- �
Warnings and Precautions: Dispose of safely after use-never reuse Intensity of reaction may be diminished by delayed hypersensitivity
caused by such factors as acute viral infection vaccination with live virus vaccine immunosuppression by disease or medication anergic status

(eq. sarcoidosis. malignancy). malnutrition )especiaily in children) overwhelming infections advancing age Also some individuals with tubercu-
l05i5 infection but with none of the above conditions do not react to ordinary doses of tuberculin In patients seriously ill with tuberculosis test
usually becomes positive after a few weeks of treatment Antrtuberculosis chemotherapy should not be started solely on basis of one positive test
hut only after further diagnosis leg chest v-rays. bacteriologic examination of sputa) Consider INH treatment for recent converters and other
hiqh.risk groups without evidence of active disease

Adverse Reactions: Vesiculation occasionally necrosis ulceration

How SuppIld: 20 or 250 units individually blister-sealed with Lot
number and expiration date stamped on each blister

COMPLETE AND MAIL TO: SCLAVO INC., 5 Mansard Court, Wayne, N.J. 07479

0 Please send me trial samples of SclavoTest-PPD,
0 Please have your representative call.
El Please send me technical brochures.

NAME ____________________________ 0 Please send me hospital formulary kit.
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- ,- .jtion, FDA has classified the indica-
Dvi’s.
)r the treatment of superficial infections of

nal auditory canal caused by organisms
DIe to the action of the antimicrobial.

‘�.“-“r’ effective: For prophylaxis of otitis extema
.n swimmers and susceptible subjects.
Final classification of the less-than-effective indica-

tion requires further investigation.

IN ACUTE OTITIS EXTERNA
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Dosage: 2 drops twice daily, �
How supplied: in 30 ml plastic squeeze bottle
with safety tip.

OTIC SOLUTION

POWER TO

REUEVE PAIN
The hydrocortisone in VOSoI HC provides rapid
relief from the inflammation that causes pain,
swelling and itching in acute otitis extema, while
the nonaqueous acetic acid works to eliminate
infections due to susceptible pathogens.

I i�;��: �

_jIi k
14r

(hydrocortisone 1%,
acetic acid nonaqueous 2%)

POWER TO
ELIMINATE PATHOGENS
V#{244}SolHC has been shown to achieve earlier
microbial cures than Co�ispin�*l In addition,
no krlcM/n resistant strains of organisms suscepti-
ble to the antibacterial/antifungal action of
VOSoI HC have been reported.

POWER TO

RESTORE pH
A pH of 3 helps restore the acid mantle so vital to
the external ear’s natural defenses.

Dosage: 5 drops 3 or 4 times daily.

How supplied: in 10 ml plastic squeeze bottle
with safety tip.

For prophylaxis in susceptible patients7
specify vos.r � Solution

(acetic acid-nonaqueous 2%)

Indications: (V#{244}SoLHC on�y) For the treatment of super-
ficial infections of the external auditory canal caused by
organisms susceptible to the action of the antimicrobial,
complicated by inflammation.

Contreindications: Hypersensitivity to any of the corn-
ponents; perforated tympanic membranes are frequently
considered a contraindication. V#{212}SoLHC is also contrain-
dicated in vaccinia and varicella.

Precautions: VOSoL HC: As safety of topical steroids
during pregnancy has not been confirmed, they should not
be used for an extended period during pregnancy. Sys-
temic side effects may occur with extensive use of steroids.

VOSoL and VOSoL HC: If sensitization or irritation occurs,
discontinue promptly.

How Supplied: VOSOL Otic Solution, in 15 ml and 30 ml
measured-drop, safety-tip plastic bottles.
V#{212}SoIHC Otic Solution, in 10 ml measured-drop, safety-
tip plastic bottle. Rev, 5/78

1. Qrdonez GE, Kime �E, up�iegraff WR, et at: Effec-
b’ie treatment of acute, diffuse otitis extema: I.
A controlled comparison of hydrocortisone-
acetic acid, nonaqueous and hydrocortisone-
neomycin-polymyxin B otic solutions, Curr Ther

Ret 23 (May suppl)rS53-5S14, 1978.
‘cortisponn (a combination of polymyxin B, neomy-
cm, and hydrocortisone) is a registered trademark
of Burroughs Wellcome co.

�For primary treatment of acute infection, recom-
mended dosage is 5 drops three or four times daily.

�j WALLACE LABORATORIES
DMsion ofCarter-Wallace, Inc.

. Cranbur� New Jersey 08512

© 1982 carter-wallace, Inc. WY1194 April 1982



The

Chyliferous Vessels

by

M. Servelle and C. Nogu#{232}s

280 p., 172 ilustr. US $25

Expansion Scientifique Fran#{231}aise

15, rue Saint-BenoIt-75278

PARIS CEDEX 06 (FRANCE)
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Leukemia,
It� no longer

a death
sentence.

When you were young, no

form ofcancer terrified your

parents more than leukemia did.
Just fifteen years ago, a child

with leukemia could expect to
live only months.

But, thanks to research,

things have changed.
Children who once lived

months are now living years.
Many of them are growing up.
Some are already adults, living
normal lives.

Did yo� ever wonder what
the American Cancer Society did
with the money you gave us?

\tb�ll, SOlite ofit went to leukemia

research. And, if we had more,
we could do more.

Give to the American
Cancer Society.

American Cancer Society�
ml %%pAC���,*unhv,ed I,, he pvb�h�, s� a pubb

TRIAMINICu Syrup!
TRIAMINIC- 12 TM Tablets

Combined Brief Summary

DESCRJPTION: Each teaspoonful
(5 ml) of TRIANINIC Syrup contains:
phenyipropanolamine hydrochloride
12.5 mg and chlorpheniramine maleate
2 mg in a nonalcoholic vehicle. Each
TRIAI”l INIC-12 Tablet contains: phenyl-

propanolamine hydrochloride 75 mgand

chlorpheniramine maleate 12 mg.

INDICATIONS: For the temporary relief
of nasal congestion due to the common
cold, has’ feverorother upper respiratory
allergies and associated with sinusitis.

l’or temporary relief of running flOSe,
sneezing, itching of the nose or throat
and itchy and watery eyes as may occur
in allergic rhinitis (such as hay fever).

WARNINGS: Observe caution in
prescribing to patients with high blood
pressure, heart disease, diabetes, thyroid
disease, asthma, glaucoma or difficulty
in urination due to enlargement of pros-

tate gland. At high doses nervousness,
dizziness, or sleeplessness may occur.
May cause drowsiness: may cause excit-

ahilit?,� especially in children.

CAUTION: Patients should avoid
driving a motor vehicle or operating
heavy machinery and the concomitant
consumption of alcoholic beverages
while taking these products.

DRUG INTERACTION PRECAUTION:
Observe caution in prescribing to patients
presently taking a prescription antihy-
pertensive or antidepressant drug con-

taming a monamine oxidase inhibitor.

DOSAGE AND ADMINISTRATION:

TRIAN INIC Syrup-Adults-2 teaspoon-
fuls every 4 hours. Children 6-12 years-
1 teaspoonful every 4 hours. Children
2-6 years-#{189} teaspoonful every 4 hours.

The suggested dosage in pediatric
patients 3 months to 2 years ofage is 4 to
5 dmps p�r kilogram ofhody weight admin�
istered every four hours. TRIAMINIC-12
Tablets: Adults and children over 12
years of age-i tablet every 12 hours.
THIAMINIC-12 Tablets are not recom-
mended for children under the age of
12 years.

HOW SUPPLIED: TRIAM lNlC Syrup
(orange) is 4 ti � S 11 ox and pint
bottles. TRIAM lNlC-12 Thblets (orange)
in blister packs of 10 and 20.

( F �r C( )mpletc details, please consult full
prescribing information.)
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:1� Recommend Each tablet contains phenyl-

TM PTOP�flt#{252}Jflifle hydrochloride

‘I,’ 1�IAL�1�LLNIC_1275.0 mg,maleate 12.0mg.Sustained Release Tablets

for your older patients
Strong, 12-hour relief from nasal and postnasal symptoms.
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Reciiininend Each tea�poooful(5�)contains

�yIpriipanolamine hydrochloride

,rRJ.A�II:NIc#{174}83�� �iramiiv12.5 mgand chior-
2 mg.

�-�-- patients� �!�q The “Orange Medicine” for stuffy and runny noses.

I ‘ Part ofThe RecommendabI&� Line
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Additional coverage includes:

. I IlL reased niatern i tv benefits

. I fl(I’#{128}ids(iCl niental/nervous disorder benefits

. I r1(re�1Sed payment for physician fees

S Newborn w(-�I I-baby care

. Employees of menibers FlOW eligible

The five brochures pictured, available only to candidates and fellows of the
AAP, contain rates and information. Call Jean Gorski collect at 312/263-3220 or
mail the coupon opposite this page.

. - � - r� ‘ - ‘�-�

Pediatrics Insurance Consultants, Inc.

150 South Wacker Drive

chicago, IL 60606

312/263-3220
Please call collect
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new in vitro study shows how

Bactri rn �

[trimethoprim and sulfamethoxazole/Roche)

1.CONTROL
Ampicillin-resistant H. influenzae.

praphs
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Roche scientists recently con-

ducted in vitro scanning electron

microscopy morphology and viability

studies that show the bactericidal

effect of Bactrim on ampicillin-resist-
ant H. ue’

Cultures of ampicillin-resistant H. influenzae were exposed
to Bactrim at approximately 5 x the MIC for H. influenzae-

a level usually exceeded in serum and middle-ear fluid during

therapy.2 After just 4 hours, cultures exposed to Bactrim began
to form filaments, indicating an alteration in the normal
pattern of cell division. After 12 hours, virtually all bacteria
in the cultures had formed filaments. When these bacteria
were removed from the Bactrim-treated cultures and recultured

in drug-free nutrient medium, almost all of them were unable
to divide and form colonies. Thus, the effect of Bactrim
on these ampicillin-resistant H. influenzae was interpreted

� � bactericidal.’
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2.BACTRIM-TREATED: 4 HOURS. Primary morpho-
logic effect of Bactrim (5 mcg/ml sulfamethoxazole and
0.25 mcg/ml trimeth#{243}prim) on ampicillin-resistant
H. influenzae is the formation of filaments.

3.BACTRIM-TREATED: 12 HOURS. Filaments of
varying lengths observed in cultures of ampicillin-resistant
H. influenzae. Number of viable bacteria from this culture
was substantially below that of the 0-hour titer, indicating
a bactericidal effect.

Clinical results inacute otitismediaL93% efficacy1’3

*Sus�ptible strains

tDue to susceptible H. influenzae and S. pneumoniae. Please see next page for references and summary of product InformatIon.

H intiuenzae
even ampicillin-resistant strains

Pathogen In Vitro Sensitivity to
Ampicillin Prior to Study t

#Successful/#Evaluated
Bactrim

Resistant 15/16

H. influenzae Sensitive � resistant 1/1

Sensitive #{149}failed
Total resistant or unresponsive to

aminopenicillins

9/10
25/27 (93%)

tin in vitro sensitivity tests prior to the study, H. inlluenzae isolates were classified as being
1) resistant to ampicillin; originally sensitive to ampicillin but either 2) developed resistance or
3) nevertheless failed to respond to a standard course of therapy with an aminopenicillin; or
4) sensitive to ampiciltin.

Bactrim is contraindicated in infants less than two months of age, hypersensitivity to either

component and documented megaloblastic anemia due to folate deficiency.

In acute otitis media1n children

Bactrim Pediatricuspenson
(trimethoprim and suifamethoxazole/Roche)

succeeds
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References: 1. D.�’d � ile ilo”rnarr La Roche Inc Nutley NJ 2. KltmekJJ �f al J Pedsair
96 1087 1089 Jur� 19110 3. Schwar’/ A et al Ann Otol Rhinol Laryrrgol 89 lSuppl 68) 281 284,
May Jur 9130

Bactrim (trlmethoprlm and sulfamethoxazole/Roche)
Bfor#{149}prsscrlblng, pleas. consult complits product InformatIon, a summary of whIch
follows:
IndIcatIons and Usag.: For th trsatmnt of urInary tract Infictlons du. to suscsptlbl.
straIns of th followIng organIsms: Escfesrlchla coil, Kl.bsMlla-Entorobacf.r, Proteus
mlrablils, Protius vulgarisI Proteus morganll. It Is rscomm#{149}ndid that InItIal splsodes

of uncomplIcated urInary tract Inf.ctlons b trsatsd wIth a sIngle sffctlvs antlbact�
rial ag.nt rathir than the combInatIon. Note The increasing frequency of resistant orga
nisms limits the usefulness of all antibacterials. espec�aIly in these urinary tract infections
For acuts otltls media In chIldren du to susceptIble straIns of Ha.rnophllus lniluen-
za. or Strptococcus pneumonia. whsn In physIcIan’s ludwn.nt It offirs anadvan-
tags ov.r othor antlmlcroblals. To dali, thors are Ilmltid data on tM saf.ty of r.p.at.d
usi of Bactrlm In children undsr two y#{149}arsof ag. Bactrlm Is not Indlcatad for prophy.
lactIc or prolong.d admInIstratIon In otltls madla at any ag.
For acuts sxac#{149}rbatlons of chronc bronchItIs In adults due to susc#{149}ptlbls straIns of
H..mophlius Influenza. or Strsptococcus pn.umonla. when In physIcIan’s Judgmsnt
It offsrs an advantage over a slngl. antImIcrobIal ag.nt.
For snt#{149}rltlsdue to susceptlbls straIns of Shlg.ila flexnerl and ShIg.iia sonnel whsn
antlbact.rIaI therapy Is IndIcated.
Also for the treatment of documented P,*umocystls carinli pneumonltls.
Contralndlcatlons: Hypersensitivity to trimethoprim or sulfonamides. patients with docu
mented megaloblastic anemia due tb fblate deficiency, pregnancy at term. nursing mothers
because sulfonamides are excreted in human milk and may cause kernicterus, infants less
than 2 months of age
WarnIngs: BACTRIM SHOULD NOT BE USED TO TREAT STREPTOCOCCAL
PHARYNGITIS. Clinical studies show that patients with group A jihemolytic streptococcal
tonsillopharyngitis h ye higher incidence of bacteriologic failure when treated with Bactrim

than do those treated with penicillin Deaths from hypersensitivity reactions. agranulocyto-

sis. aplastic anemia and other blood dyscrasias have been associated with sulfonamides
Experience with trimethoprim is much more limited but occasional interference with hema-
topoiesis has been reported as well as an increased incidence of thrombopenia with pur-

pura in elderly patients on certain diuretics, primarily thiazides Sore throat, fever, pallor,

purpura or laundice may be early signs of serious blood disorders Frequent COCs are
recommended, therapy should be discontinued if a significantly reduced count of any

formed blood element is noted
PrecautIons: General use cautiously in patients with impaired renal or hepatic function,
possible folate deficiency, severe allergy or bronchial asthma In patients with glucose-6-
phosphate dehydroqenase deficiency, hemolysis, frequently dose-related, may occur Dur-
ing therapy. maintain adequate fluid intake and perform frequent urinalyses, with careful
microscopic examination, and renal function tests, particularly where there is impaired renal
function Bactrim may prolong prothrombin time in those receiving warfarin, reassess coag-
ulation time when administering Bactrim to these patients
Pregnancy Teratogenic Effects Pregnancy Category C Because trimethoprim and sulfa-
methoxazole may interfere with folic acid metabolism, use during pregnancy only if poten
hal benefits ustify the potential risk to the fetus
Adverse ReactIons: All major reactions to sulfonamides and trimethoprim are included,

even if not reported with Bactrim Blood dyscrasias Agranulocytosis. aplastic anemia.
megaloblastic anemia, thrombopenia, leukopenia, hemolytic anemia, purpura. hypopro-
thrombinemia and methemoglobinemia A/lergic reactions Erythema multiforme. Stevens-

Johnson syndrome. generalized skin eruptions. epidermal necrolysis. urticaria, serum sick
ness, pruritus. exfoliative dermatitis. anaphylactoid reactions, periorbital edema. conjuncti-
val and scleral inlection, photosensitization, arthralgia and allergic myocarditis Gastro-
intestinal reactions Glossitis, stomatitis, nausea, emesis. abdominal pains, hepatitis,
diarrhea. pseudomembranous colitis and pancreatitis CNS reactions Headache, periph-
eral neuritis. mental depression. convulsions. ataxia, hallucinations. tinnitus. vertigo. insom-
ma, apathy. fatigue. muscle weakness and nervousness Miscellaneous reactions Drug
fever. chills. toxic nephrosis with oliguria and anuria, periarteritis nodosa and L E phenom-

enon Due to certain chemical similarities to some goitrogens. diuretics (acetazolamide.
thiazides) and oral hypoglycemic agents. sulfonamides have caused rare instances of goi-
er production. diuresis and hypoglycemia in patients crosssensitivity with these agents

may exist In rats. long-term therapy with sulfonamides has produced thyroid malignancies

Dosage: Not rscommended for Infants less than two months of age.
URINARY TRACT INFECTIONS AND SHIGELLOSIS IN ADULTS AND CHILDREN, AND
ACUTE OTITIS MEDIA IN CHILDREN
Adults Usual adult dosage for urinary tract infections-i OS tablet (double strength). 2
tablets (single strength) or 4 teasp (20 ml) b i d for 10-14 days Use identical daily dosage

for 5 days for shigellosis
Children Recommended dosage for children with urinary tract infections or acute otitis
media-. 8 mg/kg trimethoprim and 40 mg/kg sulfamethoxazole per 24 hours. in two divided
doses for 10 days Use identical daily dosage for 5 days for shigellosis
For patients with renal impairment Use recommended dosage regimen when creatinine
clearance is above 30 mI/mm If creatinine clearance is between 15 and 30 mI/mm, use
onehalf the usual regimen Bactrim is not recommended if creatinine clearance is below
15 mI/mm

ACUTE EXACERBATIONS OF CHRONIC BRONCHITIS IN ADULTS
Usual adult dosage 1 DS tablet (double strength). 2 tablets (single strength) or 4 teasp

(20 ml) b i d for 14 days
PNEUMOCYSTIS CARINII PNEUMONITIS
Recommended dosage 20 mg/kg trimethoprim and 100 mg/kg sulfamethoxazole per 24
hours in equal doses every 6 hours for 14 days See complete product information for

suggested chmldrens dosage table
SupplIed: Double Strength (DS) tablets, each containing 160 mg trimethoprim and 800 mg
sulfamethoxazole. bottles of 100 and 500. Tel-E-Dose�packages of 100. Prescription Paks
of 20 and 28 Tablets, each containing 80 mg trimethoprim and 400 mg sulfamethoxazole-
bottles of 100 and 500. TelE.Dosexpackages of 100. Prescription Paks of 40 Pediatric
Suspension. containing 40 mg trimethoprim and 200 mg sulfamethoxazole per teaspoonful
(5 ml), cherry flavored-bottlesof 100 ml and 16 oz (1 pint) Suspension, containing 40 mg
trimethoprim and 200 mg sulfamethoxazole per teaspoonful (5 ml). fruit-licorice flavored-
bottles of t6 oz (1 pint)

ROCHE LABORATORIES

ROCHE Division of Hoffmann-La Roche Inc
itt Nutley. New Jersey 07110

HISTORY
OF
OXYGEN THERAPY
AND
RETROLENTAL FIBROPLASIA

As medical technology improves and more patients

survive conditions which once meant certain

death, the demand for better treatment of problems

which may afflict these survivors has increased.

This is particularly true for infants who develop

retrolental fibroplasia. It is now known that the

administration of oxygen which saves the lives of

numerous premature and low birthweight infants

also causes the development of retrolental fibro-

plasia-in many instances leading to permanent

blindness.

The Committee on Fetus and Newborn ofthe Amer-

ican Academy of Pediatrics strives to make condi-

tions ideal for all newborn infants, and it has

become increasingly concerned about the infants

who develop retrolental fibroplasia. In an attempt

to compress the work done by researchers

throughout the world into one document-and thus
more easily see possible causes and solutions as
well as stimulate more research-the Committee
prepared and wrote the History ofOxygen Therapy
and Retrolental Fibroplasia. This document, which
was published as a supplement to Pediatrics, is

available to all persons involved with or interested
in the treatment of’ newborn infants, especially

infants who are at high risk for developing retro-

lental fibroplasia.

The sequence of events concerning the use of
oxygen and the development of retrolental fibro-
plasia is given. Considerable attention has been

paid to the historical background of modern care
for premature infants, the status of medical prac-

tice when oxygen was first used on premature

infants, and the process of dissemination of new

research data. Included are the Academy’s recom-

mendations on the use of oxygen through the

years, the current state regulations on the use of

oxygen, and six pages of references which go back
as far as 1862.

AMERICAN ACADEMY OF PEDIATRICS
Department P, P.O. Box 1034

Evanston, Illinois 60204



The NUK system of nipples and orthodontic exercisers is a natural
supplement to breast-feeding. Nothing comes closer to duplicating
the actual breast-feeding experience. And more importantly, NUK
offers benefits your patients who breast-feed should know about.

Recommend

I he Original.
Ask for it by name.

will be glad

Reliance Products Corp.

. . ; _�1� P.O. Box 1220
- .-- , , Woonsocket, RI 02895

‘f� , �..,, ,_._.r,_, .-1 .s,thsuluirc (i,1
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MOTHERS WHO BREAST-FEED
WILL BE GLAD TO KNOW

ABOUT NUlL

designed

like a
mother’s nipple

during
breast-feeding.

Designed by a German

orthodontist, the NUK Nipple

simulates the shape and feel of a

mother’s nipple in a child’s mouth

during breast-feeding. It even

controls the flow of milk. The

hole is on top of the baglet rather

than at the tip, which forces the

baby to strip milk from the nipple.

Milk doesn’t squirt or come out

fast as with conventional nipples.

provides lasting

benefits, too.

The NUK N ipple expands and

contracts during feeding to satisfy

the baby’s sucking urge and
provide important oral exercise.

It keeps the tongue from

thrusting to encourage the baby

to move thejaw forward and

back, as in breast-feeding. The

purpose is to help prevent

abnormaljaw alignment and
malocclusion.

�‘i’)� C�. �

I !i ,

,“�; -“:. -

:�“-‘�

The NUK N ipple is a natural

supplement to breast-feeding, or

can be recommended for total

bottle-feeding programs. There’s

a NUK Nipple to fit every

standard and disposable nursing

system. And the NUK

Orthodontic Exerciser offers the

same advantages in a convenient

pacifier. Tell your patients aboui

the natural benefits ofNUK -

they’ll be glad you did.
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GENERAL INFORMATION

P EDIATRICS publishes papers on original research or observations and special feature or review articles

in the field of pediatrics as broadly defined. Papers on material pertinent to pediatrics will also be

included from related fields such as nutrition, surgery, dentistry, public health, child health services, human

genetics, animal studies, psychology, psychiatry, education, sociology and nursing.

PEDIATRICS is the official publication of the American Academy of Pediatrics and serves as a medium for

expression to the general medical profession as well as pediatricians. The Executive Board and Officers of

the American Academy of Pediatrics have delegated to the Editor and the Editorial Board the selection of

the articles appearing in PEDIATRICS. Statements and opinions expressed in such articles are those of the

authors and not necessarily those of the American Academy of Pediatrics, its Committees, PEDIATRICS, or

the Editor or Editorial Board of PEDIATRICS.

Communications

Concerning editorial matters and manuscripts should be sent to PEDIATRICS, Dr. Jerold F. Lucey, Editor,

Mary Fletcher Hospital, Colchester Avenue, Burlington, Vermont 05401.

Concerning business matters, reprints, and advertising should be sent to PEDIATRICS, Business Office,

American Academy of Pediatrics, P.O. Box 1034, Evanston, Illinois 60204.

Concerning the American Academy of Pediatrics should be sent to Dr. M. Harry Jennison, Executive

Director, P.O. Box 1034, Evanston, Illinois 60204.

Concerning subscriptions, renewals, and address changes should be sent to PEDIATRICS, P.O. Box 1034,
Evanston, Illinois 60204.

Please include the 8 digit number on your journal label for address changes.

Reprint Orders

Reprint order forms will be sent to the senior author with galley proofs. Upon receiving reprint order

I orms, please read them carefully. All instructions thereon are final.

Please submit orders through the senior author. Reprints are available at any time after publication.

However, it is suggested that reprint orders be placed promptly so that they are not subject to any price

increases necessitated by paper and labor cost increases. Delivery of reprints is usually 4 to 6 weeks after
receipt of order.

All reprints are saddle-stitched and self-covered, unless covers are ordered. Any additional changes from

the standard pages are subject to additional charges. Orders for over 1,000 are, please note, subject to

special quotations.

Finally, prepayment must accompany reprint orders.

Information for Contributors

Papers are accepted on the condition that they have not been published elsewhere in whole or in part

and that they are contributed exclusively to this Journal, except by special consideration. Manuscripts

should be prepared according to the instructions for “Preparation of Manuscripts.”

Permission to reproduce material from PEDIATRICS must be requested and obtained in writing from the

author and the American Academy of Pediatrics.

SUBSCRIPTION PROBLEMS?
To solve any subscription problems,

readers may call (312) 869-4255.

Sorry, but no collect calls, please.

For speedy service, refer to the 8 digit

number on your address label.
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Comparative Arm Wash Studies

Q
Cl)

Other Liquid
Baby Bath

CITY STATE ZIP�TEL._____

JOHNSON’S
Baby Bath

F:
Pure

Soap Bar

In comparative clinical studies�
JOHNSON’S Baby Bath demonstrated SUPERIOR MILDNESS to the

leading pure soap bar and the other liquid baby bath.

Mildness to Skin - Exaggerated exposure
techniques, i.e., comparative arm wash
studies, prove that the irritation potential for
JOHNSON’S Baby Bath is significantly-lower
than pure soap bars and the other liquid
baby bath.

Mildness to Eyes - Only JOHNSON’S Baby
Bath has the patented No More Thars� formula.
Human ocular irritation studies prove that

JOHNSON’S Baby Bath is as gentle to
the human eyes as water.

Clinical Evidence - A scientific brochure
documents and summarizes the data
from clinical studies demonstrating that
JOHNSON’S Baby Bath is mildest ofall. Today,
JOHNSON’S Baby Bath achieves the most
thoroughly modern standard ofsafety and
efficacy in infant bathing1
‘Data on file JOHNSON & JOHNSON

&lfrademark

JOHNSON’S Baby Bath. The superior infant skin cleanser
that pediatric professionals can use and reconunend with confidence.

FREE
PATIENT SAMPLES

�&n4cM1dH44vu
Baby Products Company

Grandview Road
Skiliman, New Jersey 08558

Attn: Product Director, JOHNSON’S Baby Bath

Please send me free, a Patient Starter Kit
containing 25 bottles of 1#{189}oz.
JOHNSON’S Baby Bath and Scientific Brochure.

NAME

A 1U’�DL’QQ

PED882



Please send me:

copies,
“Infectious Diseases”
@$15.00

Name

City State Zip........

- -

‘, _:‘.�,, �

c�;�J� �

The new
“Red Book”

is here...
The 19th edition ofthe Academy’s
quick reference guide to more than
100 communicable diseases is now
available for purchase. Officially
known as the ‘Report of the Com-
mittee on Infectious Diseases,” this
authoritative handbook gives the
etiology, epidemiology, incubation
period, period of communicability,
clinical forms and differential diag-
nosis, diagnostic procedures, treat-
ment and control measures for
diseases ranging from actinomy-
cosis to yersinia infections.

The “Red Book” has been a “must”
for child health professionals since
the first edition in 1938. Part one
discusses active and passive
immunization, including informed
consent; part two is a summary of
infectious diseases; and part three
is composed of a number of tables
and information on services of the
Center for Disease Control.

New sections in this edition include
recently described diseases
caused by Chiamydia trachomatis,
corona viruses, Legionella pneu-
mophilia, hepatitis B and non Aand
non B hepatitis, Kawasaki disease
and yersinia species, and use of
new vaccines and specific immune
globulin preparations for hepatitis,
rabies and varicella-zoster.

Also new are sections on diagnos-
tic virology, information sheets for
immunization, 32 tables on etio-
logic agents of common pediatric
diseases, and information used for
isolation techniques in hospitals.
The tables for use of antimicrobial
agents have been revised to
include new drugs and changes in
dosage schedules for old drugs.
1982 Indexed: 379 pages.

Note: All Fellows and Junior Fel-
lows will be mailed one complimen-
tary copy in June.

Mail to:
American Academy

of Pediatrics
Publications Department
P.O. Box 1034
Evanston, Illinois 60204

LI Check for $ ____________ is enclosed.
Personal order must be prepaid. Make
check payable to: American Academy
of Pediatrics.

n Bill the institution. Formal purchase
order required. Quantity discounts
available.
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One thing separates a Kit,
U from 9 Nuk

A Kup can t separate.
The Nuk OrthodontiC Exerciser is a

fine product But as the Nuk people them-
selves warn on the back of their package,
you should always test it to be

sure that the nipple portion doesn’t
A piece separate.

of a Nuk. At The First Years, safety is a
virtual obsession. (Our Mothers’ Council wouldn’t
have it any other way.) So when we designed our
orthodontic pacifier, we did things differently.

The Kip Orthodontic Pacifier.
One-piece for safety all-soft for comfort.

To make Kip totally safe, we made it in one
piece. And safety is just one of its virtues.

Kip’s super-soft vinyl
stays soft Without gefting
sticky the way latex can.

Kip’s naturally shap
nipple resembles the soft,

soothing nipple of a nursing mother.
Kip’s soft shield pulls inward to h�

keep growing teeth in proper alignme
The fact is, Kip offers every-

thing new mothers should
look for in an orthodontic
pacifier. S

And unlike Nuk� Kip
offers it all in one piece. �

201 products for children, designed by mothers.
t- 1982 The First Years, Avon, MA 02322.



We’re not feeding older infants
the way we used to.

ADVINCE
Nutritional Beverage

I=I ROSS LABORATORIES
COLUNIIBUS, OHIO 43216

ROSS Oivis�on of Abbott Laboratones, us�

We’re feeding them better. Some
mothers think switching their infants to
plain cow milk is a sign of growing up.

But you know better. You know.
older, growing infants have special
nutritional needs. Needs that aren’t met
adequately with plain cow milk during
the baby’s important first year.

ADVANCE#{174} Nutritional Beverage
offers these nutritional advantages over
plain cow milk:
. Heat-treated protein to help avoid

enteric blood loss.

B174/2801

. 1 2 mg of iron per liter.

. Appropriate levels of essential vitamins
and other minerals.

. Less cholesterol and more
polyunsaturated fat.

And ADVANCE has 20% fewer
calories than whole cow milk.

Help the mother make the right choice . . .

�7, �

for healthy, growing, older infants.



THE IDEAL
PEDIATRIC EXAM TABLE

QUIM-2160
24” wide x 72” long x 36” high

jhenough
.�r pediatric

exams, long
s-

S.. Includes center drawer,
� utility shelfand paper

I holder. Sturdy hardwood
� construction in attractive
� walnut finish. Vinyl uphol-
. stery in l4decoratorcol-
� ors. Shipped assembled.
, Call or write for brochure

on examining tables.

$410.00
FOB Norwell MA

�DLJ IPv’\S�� Call Collect (617)871-3340.
QUINCY MEDICAL SUPPLY CO., INC. In the Boston Area call
84 Accord Park Dr . ,Norwell. MA 02061 ToIl Free 479-4440.

�Ieet
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. .Another healthy innovation from C.B. Fleet Co.
�

Dentition Can make gums sensitive and babies
Cranky. When patients ask your advice, recom-
mend Anbesol.�

With Anbesol your patients get a safe and
effective formulation of phenol and benzocaine.
Anbesol has anesthetic action that relieves minor
mouth pain on contact. Plus an antiseptic that
helps prevent infection and promote healing.

For baby’s teething pain, recom-
mend Anbesol liquid or gel. Anbesol.
America’s #1 oral pain reliever.

AnbesoL
LIQUID and GEL

C 1481 ��hiu�haII t.,Ix)ratorles, Ne%% York, N.Y

B�by� �,

� ]lItheprobIemsofsupposL,.�..as:
� lengthy meffinglimeand discomfort
for the child.

Fleet#{174}Babylax has an anatomically correct,
lubricated, soft plastic tip. Babylax takesjust seconds
to administer; it’s easy for the nurse or even a young,
first-time mother. She simply removes the protecth/e
shield, inserts the applicator, squeezes the bulb,
removes and discards. A normal bowel movement
should occur within minutes.

Bobylax, the genfle, effective solution to children’s
constipation thai’s easier on both mother and child.



DEATH AT AN EARLY AGE

By now it’s a familiar refrain: ifjuvenile crime is on the rise, don’t fool around

with goody-goody programs for youthful offenders; prosecute them as adults.

In Vermont, where folks normally take pride in their independence and

caution, lawmakers went for the idea in a big way; not content to lower the age

for adult criminality to 16, as countless states have done, they moved it all the

way back to 10.

That was in July. Now Vermonters are having second thoughts, for a salient

reason: the state still permits the death penalty, and the new law makes it

possible to execute fourth graders. Having belatedly focused on this point, the

legislators may now decide to modify the law.

We don’t approve of the death penalty in any case, but the absurdity of this

situation serves as an important reminder: no matter how mean their behavior,

‘ . children must be treated as children.

From The Neu’ York Times, Nov 7, 1981.

REST PERIODS, CHANGING TIMES AND ATTITUDES

The University of Washington housestaff physicians recently delayed renew-

mg their contracts in a dispute over on-duty and on-call working hours. Com-

plaining that some residents must work as much as 120 hours a week, the

residents asked for a flat 80-hour work week. The University of Washington

Housestaff Association issued guidelines (which were never accepted) for resi-

dents’ working hours, including the following: Residents should not be on-call

on two consecutive nights. They should not be on-call any more often than

every third night. Housestaff physicians need at least 48 consecutive hours of

off-time a month.

“The public doesn’t want to be taken care of by physicians who have been up

for 36 hours,” said a resident in obstetrics and gynecology.

The acting dean at the school of medicine, countered that the residents’ hours

were no different from those in other graduate training programs around the

country.

The housestaff group had suggested a compromise that “reasonable hours”

be established at the departmental level. That had been rejected on the grounds

that the term “reasonable hours” was too difficult to define and could lead to

disputes. Under the unsuccessful proposal, each individual department would

have had until October 1 to reach a decision, and the rest periods would have

been implemented by July 1982.

From Resident & StaffPhysician 27-12, December 1981, p 119.

A66



(See.next page for a brief summary of prescribing information)

SLO-PHYLLIN#{174} (theophylline, anhydrous)
the drug of choice in chronic asthma.
Offers the widest range of dosages and
forms of any 100% theophylline.

Single-entity 100% theophylline. SLO-PHYLLIN#{174}
(theophylline, anhydrous) contains only theophylline, to
preclude toxic synergism that could occur with

combinations.

Proven bioavailability. Virtually 100% of administered
SLO-PHYLLIN� reaches the blood. Both onset of action
and peak effect occur rapidly with tablets and syrup.
GYROCAPS� have the additional advantage of sustained
action. Bid. dosage is effective in many adult patients.

Predictable bronchodilation. Once optimum dosage
of SLO�PHYLLINa is determined, patients can usually be
maintained long-term without lessening of effect.

No additives. No sugar or alcohol in the syrup. No dye in

the tablets. An important consideration, especially when
treating infants and children long-term.

Flexible dosage. SLO-PHYLLIN#{174} comes in three con-
venient dosage forms, some especially formulated for
pediatric patients. Dosage can be individualized accord-
ing to need; titration is easy.

SLO�PHYLLINa 80 � 80 mg/15 ml- 100%
theophylline (anhydrous) in a pleasant tasting,

non-alcoholic syrup. Especially recommended
for infants and young children.

SLO-PHYLLIN#{174} GYROCAPS�
timed release capsules of 100%

theophylline (anhydrous) 60 mg,

125 mg, 250 mg. Recommended

for use bid. in many adults and t.i.d. in
children. (Convenientlyfilled with

individual time-release pellets.)
SLO-PHYLLIN#{174} ‘I#{224}blets 100 mg and

200 mg- 100% theophylline (anhydrous)-

\:���} scored, dye-free.

W1WAM H. RORER, INC.
______ Fort Washington PennsYlvanIa U S A 19034



.�A1merican .JIcaIem�

0/ �ea’ia1r1co

Section

On
Pediatric

Nephrology

The Section Committee cor-

dially invites all FELLOWS with

an interest in the field of pedi-

atric nephrology to apply for

Section Membership.

APPLICATIONS for Section

Membership may be obtained

from the Section Secretary at

the address below.

AMERICAN ACADEMY OF
PEDIATRICS

P.O. Box 1034
Evanston, Illinois 60204

. �1� U

-ou�

A HRORER,INC.
Pennsylvania U S A 19034

A68

Brief Summary
SLO-PHYLLIN � (theophyiiine. anhydrous)
SYRUP. TABLETS.

GYROCAPS ‘ (timed release capsules)

Indications: ( r relft’t md ( r �r(’�(’1t� ( >t ‘.c’r1�))t( rn’.froni ,lsthn)d and rcvcrs
ihk’ hrorn’hosp�srn dSS( )(.i,�tt’(l ..Vit)1 chr Ilk hr )IYChItI�. dIR) ‘fllphvseflld.

Contraindications: In i�1ivuItiaIs � � h,�vt’ -.1i �,‘ii �c1’rs�ncIti�.�P. to inv of it�

c(

��.varnings: St,itu-� ,‘�t1ln1,,tI(’11s i- � 1k’(lc,�� ‘n�i’rg�’nc�. Optirnal therapy fr�

()U�’fltIV r’qYilrc-. � li.liti �i,,I nh’(l1c,�tI( >n ItlCItliuIfl() ( )rtlC( steroids v.hen the paticnt
I.. 5 )t rlpI(1lV r�’sj)( )t1S1V�! t( ) hr )I�’t1( xIiI,�t( )Y�.

Exct.’ss�vc th�’uphvIlinc d �.t.’s niac’ h�’ dS�()C�,.�t�’(l with toxicit� �nd n�’asur�’rnc,lt

( )f �crun� thcophvllinc k’vcls is rY.’c( )rllnk’Il(k’(I t� assur�’ n�axirnai betiefit
�_-xc&.,ssIv,_’ risk. Incskmc�’ if toxicity iiicrk,�s�’s at L’vcls greater )han 2() rncg iii).

Miirphin�’. � ,ii)(1 -,�iIb,in�idui�’ stii�ik1 lx’ us�.’d s�ith caution in pati&.’nts o.ith

iirfkit� ibstructs in since tIi�’i. stiniulit&’ tiistiiiiiii&’ r�’k’as�’ and can inducc asthnia

tic (IttdCks Ih’v UfldV ,i)Si) supprcss rcs)))rdtii)ii k’iiliiig to rispiratorv tailor’
Altiriiiti�s- drugs shoulil ht’ (lioscil o.licii&’v�’r possible

Fhi’ri.’ is an excellent ii inelatioii tx’ts�s’�’ii high bloud levels of theophvllin&’
resulting froni coriventsinal iii ises ,iiicl assixiit&sI clinical nianifestanons of toxiciti.i

iii ( 1 ) p(ltft’il)s i,*jitli lowered bi>clv t)lClsni(1 clearances (due to transient cardiac

(lecon1p�.i1i�i))on ). (2) patients svith liver ilvsfoiictioii or chronic ohstructiv#{128}� lung
disease. (3) patien)s who ire older thati 55 years of age. particularly males.

There are often flY) early signs of less senous theophylline toxicity such as

nausea (�ii(l restlessness. which ni,iv appear in up to 5() percent of patients poor

to oliset of convulsions Ventricular ,irrhvthmias or sei,ures may he the first signs
of toxicity

Many patients Who have higher theophvlline serum levels exhibit a tachycardia

Theopfiylline pr.ducts may worsen pre existing arrhvthtiiias.

Usage in Pregnancy: Safe use in pregnancy has not been established relative to
))i issitik- adverse effects ott fet,tl development. hut neither have adverse effects on

fetal (Ievelopmeilt f)een cstthlished Fhis is. unfiirtunateli,: true for n�ost anti

(�sthri1atic niedications Therefore. use of theopfiyllini.’ in )iegnant wonien should

f.,,_-balanced against the risk of unc(iiitrolle(f ,tsthrn,i.

Precautions: Mean half life in simikers is shorter than non smokers. therefore.
-niokers nay require larger doses of theophvlline Theophylline should not he

.i(fniiiiist&’rl’d ci)ncurrentlv with other xanthiiie ‘nedications Use i.*.ith caution in

patieiits with severe car(fiac disease. severe hypoxemia. hypertension. hyper

ih�’roidisnt acute uiyocardial injury. ci ir pulniotiale. congestive heart failure. liver

disease. aiicl iii the elderly I especially males) ai�f in ilei)iiateS. Great cautiiin

should &.specially he used in giving theophvlline to patients in congestive heart
failure Such patients have shown markedly prolonged theophylline blood level
(�OtV4’5 With theiiphylline )�x’rsisting in seruni for long periiids follov..ing discontinu

ation if tfie drug

(is,., theiipfiyllitie cautii�isly iii patieiits with fiisti)ry of peptic ulcer The
ophvlline may occasionally act as a local irritant to 0.1. tract although gastro
intestinal symptoms are more commonly central and associated with serum
concentrations over 2() nicg. ml

Adverse Reactions: The most consistent adverse reactions are usually due to
overdose and are

I Gastrointestinal: nausea. vomiting. epigastric pain. hematemesis. diarrhea.

2 Central t#{236}ervous svsteni: headaches. irritability. restlessness. insomnia. reflex
hvperexcitahilitv. muscle twitching. cliitiic and tonic generalized convulsions

:3 (‘irdiovascular palpitation. tachvcardia. extrasystoles. flushing. hypotension.

circulatory failure. life threatening veotricular arrhvthmias.

4 Respiratory tachvpnea.
5 Renal. albuminuria. increased excreti(in of renal tubular cells and red blood

cells. potentiation of diuresis

6 ()thers hyperglycemia arid inappropriate A1)l1 syndrome

Drug Interactions: Toxic synergism with ephedrine has been documented and
nay i iccur with some other sympathomimetic bronchodilators

DRUG EFFECT

Amini iphylline with lithium carbonate Increased excretion of lithium

carbonate

Aniiiiiiphvlline with propranolol Antagonisni of proprancilol effect

Theciphyllir�e with furosemide Increased diuresis of furosemide

Theophylline with hexamethonium Decreased hexamethonium -
induced chromatropic effect

Theiiphylline with reserpine Reserpine - induced tachycardia

Iheophylline with chlordiazepoxide Chlordiazepoxide -induced fatty
acid mobilization

Theophylline with cyclamvcin (TAO Increased theophylline plasma

troleandomyciti). ervthromycin. levels

linciimycin

How Supplied:
Sli Phyllin ‘ Mo Syrup (Mo rug 1� uI). 4 oi . piiit. and gallon bottles. .5 ml and

1.5 ml unit dose bottles.
Ski Phyllin � 1(30 mg #{241}ii() 2(X) trig Tablets. bottles of 1(X) and 1000. unit dose

packages
Sb Phyllin (;,�)caps ho nig bottles of 1(X) atid l(XX)
Sb Phyllin � (;�,�()caps � 125 mg and 2F.() trig bottles of 1(3(3 and 1(X)0. unit

dose strip packages.
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How often should my baby eat?

Good question. . .one that concerned parents are
likely to ask. But your answer won’t always be the
same because experience shows that the require-
ments of no two babies are exactly the same.

A baby who is breast feeding more than eight to
10 times each 24-hour period and is fussy or hungry
between feedings may be signaling a need for foods
supplemental to milk. Seventy-nine percent of the
physicians in a recent survey recommended breast
milk as the best first food1 But even breast-fed babies
will, in time, need the extra calories and choice pro-
vided by supplementary foods.

Other factors - like reaching 13 pounds, doubling
birthweight or drinking more than a quart of liquid
per day - may also be signs that a baby is ready for
supplements.These signs usually occur when the
infant is 4-6 months of age. Supplementary foods
will satisfy caloric needs2 and complement the cal-
ones and nutrients already supplied by breast milk or
formula while avoiding the need to feed more than
32 ounces of liquid per day.

Gerber offers a wide variety of single-ingredient
foods in each ofthe four food groups so that you can
recommend a well-balanced diet suitable for the
individual infant. .

Hungry babies respond favorably to the new tastes
and textures of Gerber strained foods. The safety,
variety, uniformity and convenience of Gerber baby
foods are good reasons to recommend them with
confidence.

When it’s time to introduce and feed supplements,
mothers will appreciate Gerber’s reliable quality.

I . Pediatrician and Family Physician Infant Feeding Study’ #1007.
Gerber, 1981.

2. Recommended Daily Dietary Allowances:’ Food and Nutrition Board,

NAS/NRC, 1980.

� Gerber
� Gerber Products Company

.-..‘“ Medical Marketing Services
, 445 State Street, Fremont, Ml 49412
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Dealing with the
problems of
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Poliovirus Vaccine, Live, Oral, Trivalent

INDICATIONS: For prevention of poliomyelitis caused

by Poliovirus Types I. 2 and 3. For complete indications and
usage statement, see package insert.

CONTRAINDICATIONS: Under rio circumstances
should this vaccine be administered pareritera//y

Administration should be postponed or avoided during

acute illness; in those with any advanced debilitated
condition, or persistent vomiting or diarrhea.

ORIMUNE MUST NOT be administered to patients with
immune deficiency diseases, or altered immune states such
as occur in thymic abnormalities, leukemia, lymphoma or

generalized malignancy; or by lowered resistance due to
therapy with corticosteroids, alkylating drugs,
antimetabolites or radiation. It would also be prudent to
withhold ORIMUNE from siblings of a child known to have
an immunodeficiency syndrome. When possible. all persons

with altered immune status should avoid close household-

type contact with recipients of the vaccine for at least 6-8
weeks; IPV is preferred for immunizing all persons in this
setting.

PRECAUTIONS: Other viruses (including poliovirus and
other enterovirus) may interfere with desired response to
the vaccine. It would seem prudent not to administer TOPV

shortly after Immune Serum Globulin (ISC) unless
unavoidable, as in unexpected travel to epidemic or
endemic areas; if such administration takes place, dose
should probably be repeated after three months. Vaccine
will not be effective in modifying or preventing cases of

existing and/or incubating poliomyelitis. Use in Pregnancy: It
is prudent on theoretical grounds to avoid vaccinating
pregnant women, although there is no convincing evidence
documenting adverse effects of either TOPV or IVP on the
developing fetus or pregnant woman; if immediate
protection is needed, TOPV is recommended.

ADVERSE REACTIONS: Paralytic disease following
ingestion of live poliovirus vaccines has been, rarely.
reported in those receiving the vaccine as well as persons in

close contact with vaccinees. Most reports are based on
epidemiological analysis and temporal association between
vaccination or contact and the onset of symptoms; most
authorities believe that a causal relationship exists.

Over a 0-year period (1969- I 978) approximately 242
million doses of TOPV were distributed in the United

States, during which time I 8 “vaccine-associated” and 47
“contact vaccine-associated” paralytic cases were reported.
Eleven other “vaccine-associated” cases have been reported
in persons with immune deficiency conditions. The risk of
vaccine-associated paralysis is extremely small for vaccinees
or their close personal contacts; however, the attending

physician should convey or specifically direct personnel
acting under his authority to convey warnings of this

possibility to the vaccinee, parent or other responsible
person prior to administration. In a household with adults
who have never been vaccinated, some physicians may
choose to give them at least two doses of IPV a month
apart, if not a full primary series; before children receive

ORIMUNE. The benefit of protection from polio is believed
to greatly outweigh any risk from polio vaccine.

LEDERLE LABORATORIES
A Division of American Cyanamid Company
Wayne, New Jersey 07470

_c� i982,Lederie Laboratories 020-2

A new (1981) edition ofSchool Health: A Guide
for Health Professionals is now available. Re-
vised by the AAP Committee on School
Health, this manual gives practical information
on how school health programs function and
how these programs fit into the school struc-
ture. It discusses the problems of pre-school
age children, elementary school children and
adolescents, and has a section on children
with special educational needs. In addition, it
reports on screening tests needed as well as
the essentials of history and physical examina-
tion, follow-up procedures and record keeping.
Other points of interest are: health education,
physical education, physical activities for chil-
dren with handicaps, dental care, school
sports programs, communicable disease,
emergency care in schools, school personnel
problems and school safety.

The book also includes 16 appendices and 3

tables. Indexed: 297 pages.

Please send me: Mall to:
copies. American Academy of Pediatrics

“School Health” Publications Department
@$15.O0 PO.Box1034

Evanston, Illinois 60204

U Check for $ ‘ is enclosed.
Personal order must be prepaid. Make check pay-
able to: American Academy of Pediatrics.

� Bill the institution. Formal purchase order required.
Quantity discounts available. Special discounts for
school nurses, administrators.

Address�

City State Zip
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. Now increased to 80 mg/dropperful, with
recalibrated dropper (0.4 ml-O.8 ml)

. New orange color for easy identification

. Pleasant fruit flavor for compliance

�\ E�
h�I� S New improved concentration of 160 mg/5 ml

�I #{149}Calibrated dosing cup

for accurate dosing

#{149}Pleasant cheny flavor
for compliance

Chewab1e1�ibIets
#{149}Dosage increased for optimal efficacy

NEW DOS�E RECOMMENDATIONS

AgeGroup 0-3
mos

4-11
mos

12-23
mos

2-3
yrs

4-5
yrs

6-8
yrs

9-10
yrs

11-12
yrs

Weight(lbS) 6-11 12-17 18-23 24-35 36-47 48-59 60-71 72-95

DOSeOfTYLENOL
in milligrams

40 80 120 160 240 320 400 480

DROPS
(80 mg I 0.8 mi)dropperfuls

1/2 1 11/2 2 3 4 5 -

ELIXIR
(160 mg/5 ml) teaspoonfuls

- 1/2 3/4 1 11/2 2 21/2 3

CHEWABLE
TABLETS
(80 mg each)

- - 11/2 2 3 4 5 6

Dosesshould be admInIstered 4 or 5tlmesdally-but nottoexceed 5dosesln 24 hours.
NOTE Since TYLENOL pediatric products are avaiiabie without a prescription, parents are warned on the package iabei to consuit a physician

for use by chiidren under two or for useiongerthan ten days and to contacta physician immediately incaseofaccidentaioverctosage

__‘��-i� There’s

Lr i�’:’i1�i � � ___-----.- ‘-. � � � McNeil Consumer Products Company
-.‘ ...‘� .-.--�‘- FortWashington, PA 19034
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The 19th edition of the Academy’s quick
reference guide to more than 100 corn-
rnunicable diseases is now available for
purchase.

New sections of this authoritative hand-

book, officially known as the Report of
the Committee on Infectious Diseases,”
include recently described diseases
caused by coronaviruses, Legionel/a
pneumophilia, hepatitis B and non A and
non B hepatitis, Kawasaki disease and
yersinia species, and use of new vaccines
and specific immune globuline prepara-
tions for hepatitis, rabies, varicella-zoster,
and pneumococcal infection. 1982; 32
tables; indexed; 379 pages.

Note: All Fellows and Junior Fellows will
be mailed one complimentary copy in
June.

1� �1

I Pleasesendme: Mailto: I
copies, American Academy of Pediatrics

‘Infectious Publications Department

I Diseases” PO.Box1034

I � $15.00 Evanston, Illinois 60204 I
I Check for S ______________________ is enclosed. IPersonal order must be prepaid Make check pay-
I able to: American Academy of Pediatrics

I Bili the institution Formal purchase order required. I
I Quantity discounts available. I

Address

City State________ ZiD________

Cyclapen�-W (cyclacillin)
Indications
Cyclocillin has less in cairo activity than other drugs in the ompicil-
Ian class and its use should be confined to these indications: T,eat-
ment of the following infections:

RESPIRATORY TRACT
Tonsillitis and pharyngitis caused by Graup A beta-
hemolytic streptococci
Bronchitis and pneumonia caused by S. pneumonia. (for.
merly 0. pneumonia.)
Otitis media caused by S. pneumonia. (formerly 0. pneu-
monsae), H. influenza., and Group A beta-hemolytic
streptococci
Acute exacerbation of chronic bronchitis caused by H.
influenzae
lhough clinical improvement has been shown, bacteriologic
cures cannot be expected in all patients with chronic respira-
tory disease due toH. inffuenzae.

SKIN AND SKIN STRUCTURES (integumentary) infections caused
by Group A beto-hemolytic streptococci and staphylococci, non-
penicitlinase producers.
URINARY TRACT INFECTIONS caused by E. coli and P. mirabilis.
(This drug should not be used in any E. cal. and P. m,rabilis
infections other than urinary Cart.)

NOTE: Perform cultures and susceptibility tests initially and due-
ing treatment to monitor effectiveness of therapy and susceptibil-
ity of bacteria. Therapy may be instituted prior to results of

sensitivity testing.
contraiedications Contraindicoted in individuals with history of
on allergic reaction to penicillins.
Warnings cyclacillin should only be prescribed for the in-
dications listed herein.
cyclocillin has less in vitro activity than other drugs of the
ampicillin close. However, clinical trials demonstrated it is
efficacious for recommended indications.
Serious and occasional fatal hypersensitivity (anaphylac.
toid) reactions have been reported in patients on penicil-
in. Although anaphylaxis is more frequent followin

porenteral use, it has occurred in patients on oral penici.
lins. These reactions are more apt to occur in individuals
with history of sensitivity to multiple allergens. There are
reports of patients with history of penicillin hypersen.
sitivity reactions who experienced severe hypersensitivity
reactions when treated with a cephalosporin. Before peni-
cillin therapy, carefully inquire about previous hypersen.
sitivity reactions to penicillins, cephalosporins and other
allergens. If allergic reaction occurs, discontinue drug and
initiate appropriate therapy. Serious anaphylactoid reac-
tions require immediate emergency treatment with epine-
phrine. Oxygen. IV. steroids. airway management.
sncluding intubation, should also be administered as
indicated,
Precautions Prolonged use of antibiotics mat promote over-
growth of nonsusceptible organisms. if superin(ection occurs,
take appropriate measures.
PREGNANCY: Pregnancy Category B. Reproduction studies per-
lormed in mice and rats at doses up to 10 times the human dose
revealed no evidence of impaired fertility or harm to the fetus due
to cyclocillin. There ore, Itowever, no adequate and well-con-
trotted studies in pregnant women. Because animai reproduction
studies ore not always predictive of human response, use this
drug during pregnancy only if clearly needed.
NURSING MOTHERS: it is not known whether this drug is cx-
creted in human milk. Because many drugs ore, exercise caution
when cyclocillin is given to a nursing woman.
Adverse Reactions Oral cyclacillin is generally well tolerated.
As with other penicillins, untoward sensitivity reactions are likely,
particularly in those who previously demonstrated penicillin
hypersensitivity or with history of allergy, asthma, hay fever, or
urticoria. Adverse reactions reported with cyclocillin: diarrhea (in
approximately 1 out of 20 patients treated), nausea and vomiting
(in approximately 1 in 50), and skin rash (in approximately 1 in
60). Isolated instances of headache, dizziness, abdominal pain,
vaginitis, and urticaria have been reported. (See WARNINGS)
Other less frequent adverse reactions which may occur and are
reported with other penicillins are anemia, thrombocytopenia,
thrombocytopenic purpura, leukopenia, neutropenia and eosino-
philia. These reactions ore usually reversible on discontinuation of
therapy.
As with other semisynthetic penicillins, SOOT elevations have
been reported
As with antibiotic therapy generally, continue treatment at least
48 to 72 hours after patient becomes asymptomatic or until hoc-
terial eradication is evidenced. in Group A beta-hemolytic
streptococcal infections, at least 10 days’ treatment is recom-
mended to guard against risk of rheumatic fever or glomerulone-
phritis. In chronic urinary tract infection, frequent bacteriologic

and clinical appraisal is necessary during therapy and possibly
for several months after. Persistent infection may require treat-

Cyclaciilin is not indicated in children under 2 months of age.

Patients with Renal Fo,lure Cyclacitlin may be safely administered
to patients with reduced renal function. bue to prolonged serum
half-life, patients with various degrees of renal impairment may
require change iv dosage level (see DOSAGE AND ADMINIS-
TRATION in package insert).
Dosage (Give in equally spaced doses)

INFECTION ADULTS CHILDREN�
Respiratory
Tract

Tonsillitis 8. 250 mg q. id.
Phoryngitis

bodyweight- 20kg
(441bs)l2Smgt.i.d.

body weight � 20 kg
)44lbs)25Omgt.i.d.

Bronchitis and

Mildor 25Owgq.i.d. 5Owg/kg/dayq.i.d.
Moderate
infections

Chronic 500 mg q. id. 100 mg/kg/day q. id.

Otitis Media 250 mg to 500 mg 50 to 100 mg/kg/day
q.i.d.: t.i.d.�:

Skin S Skin 250 m� to 500 mg 50 to 100mg/kg/day

Structures q.i.d.
Urinary Tract 500wgq.i.d. 100 mg/kg/day

�Dosage should not result in a dose higher than that for adults.
�depending on severity
How Supplied Tablets 250 mg and 500 mg in bottles of 100
Oral Suspension 125 mg and 250 mg per 5 ml in bottles to make
100 ml and 200 ml of Suspension.
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Pediazole
erythromycin ethylsuccinate
and sulfisoxaZole acetyt
for oral suspension
BRIEF SUMMARY:
Piease see package enciosure for fuii prescribing information
Indication
For treatment of ACUTE OT1TIS MEDiA in chiidren caused by susceptibie strains
of Hemephilus influenzae

contraindicatlons
Known hypersensitivity to either erythromycin or suifonamides.

infants iess than 2 months of age.
Pregnancy at term and during the nursing period. because suifonamides pass

into the placental circuiation and are excreted in human breast miik and may cause
kernicterus in the infant.
warnings
Usage in Pregnancy (SEE ALSO: CONTRAINDICAT1ONS): The safe use of
erythromycin or suifonamides in pregnancy has not been established. The terato-
genic potential of most suifonamides has not been thoroughiy investigated in either
animals or humans. However, a significant increase in the incidence of cieft paiate
and other bony abnormalities of offspring has been observed when certain suifon-
amides of the short, intermediate and iong-acfing types were given to pregnant
rats and mice at high orai doses )7 to 25 times the human therapeutic dose).

Reports of deaths have been associated with sulfonamide administration from
hypersensitivity reactions. agranuiocytosis. apiastic anemia and other blood dys-
crasias. The presence of clinical signs such as sore throat. fever. paiior. purpura or
jaundice may be early indications of serious blood disorders. Compiete biood
counts should be done frequent(y in patients receiving sulfonamides.

The frequency of renai complications is considerabiy iower in patients receiving
the most soiubie suifonamides such as suifisoxazoie. Urinalysis with carefui mi-
croscopic examination shouid be obtained frequently in patients receiving suifon-
amides.

Precautions
Erythromycin is principaiiy excreted by the iiver. Caution should be exercised in
administering the antibiotic to patients with impaired hepatic function. There have
been reports of hepatic dysfunction. with or without aundice occurring in patients
receiving oral erythomycin products.

Recent data from studies of erythromycin reveal that its use in patients who are
receiving high doses of theophyiiine may be associated with an increase of serum
theophyiiine levels and potential theophyiiine toxicity. in case of theophyiiine toxic-
ity and or elevated serum theophyiiine ieveis. the dose of theophyliine should be
reduced while the patient is receiving concomitant erythromycin therapy.

Surgical procedures should be performed when indicated.
Sulfonamide therapy should be given with caution to patients with impaired renal

or hepatic function and in those patients with a history of severe allergy or bron-
chiai asthma. in the presence of a deficiency in the enzyme glucose-6-phosphate
dehydrogenase. hemolysis may occur. This reaction is frequently dose-related.
Adequate fluid intake must be maintained in order to prevent crystaiiuria and renal
stone formation.

Adverse Reactions
The most frequent side effects of oral erythromycin preparations are gastrointes-
tinai. such as abdominal cramping and discomfort. and are dose-related. Nausea.
vomiting and diarrhea occur infrequently with usuai oral doses. During prolonged
or repeated therapy. there is a possibiiity of overgrowth of nonsusceptibie bacteria
or fungi. if such infections occur. the drug shouid be discontinued and appropriate
therapy instituted. The overaii incidence of these iatter side effects reported for the
combined administration of erythromycin and a sulfonamide is comparable to
those observed in patients given erythromycin alone. Mud allergic reactions such
as urticaria and other skin rashes have occurred. Serious allergic reactions. in-
ciuding anaphyiaxis. have been reported with erythromycin.

The following untoward effects have been associated with the use of suifona-
mides:
Blood dyscrasias. Agranuiocytosis. apiastic anemia, thrombocytopenia. ieukope-
nia, hemolytic anemia. purpura. hypoprothrombinemia and methemoglobinemia.

Allergic reactions. Erythema muitiforme (Stevens-Johnson syndrome). generai-
ized skin eruptions. epidermai necrolysis. urticaria. serum sickness, pruritus. es-
foiiative dermatitis, anaphyiactoid reactions, periorbitsi edema, conjunctivai and
scierai in)ection. photosensitization. arthraigia and aliergic myocarditis.
Gastrointestinal reactions: Nausea, emesis, abdominal pains. hepatitis. diarrhea.
anorexia. pancreatitis and stomatitis.
c N.S. reactions. Headache, peripheral neuritis. mental depression, convulsions.
ataxia, hallucinations. tinnitus. vertigo and insomnia.

Miscellaneous reactions: Drug fever, chills and toxic nephrosis with oliguria or
anuria. Periarteritis nodosa and L.E. phenomenon have occurred.

The sulfonamides bear certain chemical similarities to some goitrogens. diuret-
cs (acetazolamide and the thiazides) and orai hypoglycemic agents. Goiter pro-

duction, diuresis and hypoglycemia have occurred rareiy in patients receiving
sulfonamides. Cross-sensitivity may exist with these agents.

Rats appear to be especiaiiy susceptible to the goitrogenic effects of suifona-
mides, and long-term administration has produced thyroid malignancies in the
species.

Dosage and Administration
PEDIAZOLE SHOULD NOT BE ADMINISTERED TO INFANTS UNDER 2
MONTHS OF AGE BECAUSE OF CONTRAINDICATIONS OF SYSTEMIC SUL-
FONAMiDES IN THIS AGE GROUP.
For Acute Otitis Media in Children. The dose of Pediazole can be calculated based
on the erythromycin component 150 mg kg day) or the suifisoxazole component

150 mg kg day to a maximum of 6 g day). Pediazoie shouid be administered in
equally divided doses four times a day for 10 days. It may be administered without
regard to meals.

The foiiowing approximate dosage schedule is recommended for using
Pediazoie:
Children: Two months of age or older.

Weight Dose-every 6 hours

Less than 8 kg Adjust dosage by
less than 18 ib) body weight

8 kg 18 ib) 1 2 teaspoonful (2.5 ml)
16 kg 35 ib) 1 teaspoonful (5 mi)
24 kg 153 ib) 11,2 teaspoonfuls (7.5 ml)
Over 45 kg lover 100 ibi 2 teaspoonfuls (10 mi)
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Pediazoie Suspension is available for teaspoon dosage in 100 ml )NDC 0074-
8030-13) and 200-mi )NDC 0074-8030-53) bottles, in the form of granules to be
reconstituted with wat&r. The suspension provides erythromycin ethy’succinate
equivalent to 200 mg erythromycin activity and suifisoxazoie acetyi equivaient to
600 mg suifisosazoie per teaspoonful 15 ml).I=� ROSS LABORATORIES

COLLJNA8US. 01-liD 4321E
floss D:v:s:on of Abbott Laboratories USA
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Baby �
A pediatric formulation
for relief of teething discomfort.

la�tir,

It’s good advice to give, since Baby Orajel will provide
almost immediate relief when applied to inflamed gingival areas.

The topical anesthetic action of Baby Orajel is achieved
with benzocaine, the efficacy and safety of which have been
demonstrated in decades of clinical use. A specially � - - . .�
formulated water-miscible gel allows the anesthetic � .-� �‘‘� . � .
tobereadity:vaUat�etoaffectedtissue. �

and effectively to provide long-

N

Bobby-Mac Champion Car Seat Bobby-Mac Deluxe II Car Seat
Lightweight, compact, easy to handle, Made extra high with extra-deep sides.
with safety shield for extra protection Features new pivoting safety shie)d.

When dentition erupts...

and discomfort occurs...

THERE IS A SAFE AND
EFFECTIVE MEDICATION
FOR SYMPTOMATIC RELIEF-

The Signs of Teething
The erupting primary tooth may produce multiple

discomforting signs in the infant. Night crying, restlessness,
drooling, lip and hand biting are most commonly reported.1
And a distressed infant often means an agitated parent asking
for your advice.

Reassurance and Baby Orajel

Baby Orajel, unlike other teething remedies such as
Numzit#{174}Teething Lotion, contains no alcohol. Alcohol
can irritate sensitive gum tissue.2

You can recommend Baby Orajel with confidence.
When baby feels better, so does mother.
References:
1. Kravitz, H. el al: Teething in Infancy. A Part of Normal Development. Ill Med J.

151: 261266, 1977.
2. U.S. Dispensalory. ed. 27 Philadelphia. Pa J.B. Lippincotl Company. 1973, p. 41

Commerce Drug Company. Inc. Div., Del Laboratories, inc.
Farmingdale. L I ,New York 1 1735

ICOMMERCE � For 25 years,
a leader in oral anesthetlc!antiseptic
health#{149}careproducts.

FIRSTAGAIN-WITH THE EXCLUSIVE SAFETY SLOT!

AI(ows the rear-facing infant to rec)ine comfortab)y in the car, with head fu))y supported.

For Safety, Comfort, Protection-
Trust Bobby-Mac!
e Sturdy. mind-easing protection from

birth to 3 years.

C Made of hi-impact p)astic and
tough tubu(ar stee).

C A(I seats dynamicaty tested and
approved.

e The idea) infant seats for the
newborn baby

. Both Bobby-Macs have the easy-
to-use ‘V harness.

Exclusive new Safety Slot holds and captures auto seat belt, so baby rides
safer. more at ease, in RECL(N(NG position With baby’s head fully supported,
stress and ‘whip’ on impact are minimized.

BOBBY-MAC CAR SEATS exhibited at meetings of American Academy of Pediatrics. Used in pediatricians’
offices, clinics. hospita(s Where to buy2 Write BOBBY-MAC CO. , INC. , P0. Box 209, Scarsda(e, N.Y 10583
Manufactured and distributed by Co)Iier-Keyworth Co. . under (icense from The Bobby-Mac Co. . nc.



274 PLASMA CELL GRANULOMA

bing of the fingers and toes. Q J Med 21:201, 1952 Co, 1974, pp 828-829

29. Morgan WKC, Andrews CE: Extrapulmonary syndromes 30. Noach AS, Stam J, Visser G, et at: Het plasmaceigranuloma,
associated with tumors of the lung, in Baum GL (ed): Text- een (postinfiammatoire) pseudotumor van de long. Ned
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PROCEDURES OF UNPROVED VALUE

Medical history is full of instances where previously accepted therapies and

investigative practices have been rightly discarded after their ineffectiveness

has been demonstrated. Regrettably, a few procedures of unproved value still

linger in many hospitals. Paramount among these are the time-honored and

time-consuming routine nursing procedures of counting respiration rates on all

patients twice daily, and preoperative administration of enemas whether or not

large-bowel surgery is contemplated. The recommended abolition of the former

procedure does not of course belittle its value when specifically required and

accurately performed.

Nearly a quarter of a century ago an American physician, Dr R. C. Kory,

published in this journal what is probably the best article ever written on the

subject (JAMA 165: 448, 1957). After a careful study of hospital patients he

concluded that in less than 5% were routine respiration counts of any clinical
value and that few physicians showed any interest in them. This inevitably led

to the fabrication of records. In a carefully controlled experiment, measurements

taken within a few minutes of the official recording showed no correlation

whatever with the record. In 57 of 58 patients, respiration rates were recorded

as between 18 and 22 breaths per minute, and 40 were entered as 20 per minute.

The real range was 1 1 to 33 breaths per minute with only five patients having

a rate of 20 breaths per minute.

Kory concluded: “It is suggested that routine recording of respiration rates be

limited to those cases with recognized abnormal breathing patterns or on those

hospitals wards where the physician specifically orders such measurements.

This not only would improve the accuracy of the measurement and clinical

records, but also would save millions of hours of personnel time each year.” He

estimated that 3’/2 miion hours of personnel time were expended annually on

this useless and outmoded procedure, and calculated this as representing a cost

of $5’/2 million. Inflation must have increased this fivefold or more, and the

figure must be further multiplied to account for the increase in hospital beds.

It is tragic that Kory’s logical recommendations went unheeded.

From Burkitt DP (St Thomas Hospital, London): JAMA 247:1278, 1982.
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tobacco products be phased out as rapidly as pos-

sible. Such funds would be better used for the

support of research and education.

COMMITTEE ON GENETICS AND ENVIRONMENTAL

HAZARDS

Environmental Subcommittee

Laurence Finberg, MD, Chairman

Joseph M. Garfunkel, MD

Stephen H. Gehlbach, MD
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Robert M. Heavenrich, MD
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John L. Stevenson, MD
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DELINQUENT STUDENT LOANS

A Federal crackdown on doctors, dentists and other professionals who are not

repaying student loans on time shows that 63,000 of them are delinquent in

paying nearly $31 million.

The breakdown showed that 7,000 medical doctors owed $5.2 mfflion in

delinquent payments; 340 osteopaths owed $271,000; 3,700 dentists owed $3.1

million, and 626 optometrists owed $502,000.

Richard McGowan, a spokesman for the inspector general’s office, said 401

doctors who owed a total of $443,000 on their loans had received more than $10

million from Medicare and Medicaid in the last two years.

Eighty-three faculty members at 17 medical schools and 80 doctors employed

by the Health and Human Services department are delinquent in repaying their

loans, he said.

From The Neu’ York Times, April 10, 1982.




