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. Children’s )
Sudafed

(pseudoephedrine HCl)

Liquid

Clears his stuffy
nose without makmg
him drowsy

on the job

Good-tasting Children’s
SUDAFED Liquid unstops
stuffy noses due to colds

or allergies...without
antihistamines to cause
drowsiness. Also available

for children 6 years and
older —SUDAFED Tablets.

Now included —
convenient dosage cup.

Burroughs Wellcome Co.
Research Triangle Park
North Carolina 27709
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HDL.: the protective
lipoprotein

Clinical study:
SMA" produces
high HDL levels
virtually identical
to breast milk.

Wyeth Laboratories
Phiadetphia. PA 19101
Ml Ploneers in infant Nutrition

HDL (hi?h-density lipoprotein) has been called the

4 " i wm;}r: because unIikedI;,Dp%_,gg;\.f-dmensntyﬁooc|
lipoprotein), which promotes in the
vessels, HDL helps eliminatefgthgmterol from the
body. Because of this, researchers have noted that
persons with higher levels of HDL have a lower rate of
heart disease.

* Presumed normolipemic infants fed human milk with
alow polyunsaturated to saturated (P/S) fat ratio had high
concentrations of protective HDL cholesterol.

* SMA, with a P/S ratio virtually identical to breast milk,
maintained the high level of HDL cholesterol closest to that of
human milk.

« Infant formula with a high P/S ratio significantly lowered the
level of HDL cholesterol compared with human milk and SMA.

Reference:
1. Carison SE, DeVoe PW, Bamess LA: Effect of infant diets with different potyunsaturated to
:msga%ta:tg?zﬁosmdmm\gﬁg?“ ity lipoproteins. J Pediatr terol Nutr

Important Notice. Breast milk is best for babies. Infant formula is intended to
replace or supplement breast milk when breast-feeding is not possible or is
insufficient, or when mothers elect not to breast-feed.

Good maternal nutrition is important for the tion and maintenance of
breast-feeding. Extensive or prolonged use of partial bottle-feeding, before
breast-feeding has been well establi , could make breast-feeding difficult to
maintain. A decision not to breast-feed could be difficult to reverse.

Professional advice should be followed on the need for and proper method of use
of infant formula and on all matters of infant feeding. Infant formula should always
be prepared and used as directed. Unnecessary or improper use of infant formula
could present a health hazard. Social and financial implications should be
considered when selecting the method of infant feeding.

®
ISMA :::
i FORMULA

closest to breast milk
in all nutritional components

© 1985, Wyeth Laboratories.
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Buwrning 7
questions -

in pediatric practice

How do you treat:
Eye infections?

Ear infections’?

9

Urinary infections?
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answer to superficial pediatric eye
microorganisms, such

three or more times daily), usually
nt stinging or burning.

FOI.' acllte otitis media and for acute cystitis
hildren with acute nonobstructed cystitis, the
Guspmm offers prompt, effective control of
, such as susceptible strains

obacter. Used concomi-
also an excellent “working

H. influenzae is implicated

s with all sulfonamides, ade-
‘maintained. Gantrisin

nts under two months of age.

Please see summary of product information on the following page.
Copyright & 1985 by Hoffmann-La Roche Inc. All rights reserved.




GANTRISIN® (sulfisoxazole diolamine/Roche)
Ophthalmic Solution, Ophthalmic Ointment

Before prescribing, please consult complete product information, a
summary of which follows:

Indications: Conjunctivitis, corneal ulcer, other superficial ocular infections
due to susceptible microorganisms; as adjunct in systemic sulfonamide ther-
apy of trachoma.

Contraindications: Hypersensitivity.

Precautions: Incompatible with silver preparations; inactivated by para-
aminobenzoic acid in purulent exudates; may increase growth of nonsus-
ceptible organisms, including fungi. Ointment may retard corneal healing
Discontinue use if undesirable reactions occur.

Dosage and Administration: Solution: 2-3 drops in eye 3 or more times
daily. Take care not to contaminate dropper. Ointment: small amount in lower
conjunctival sac 1-3 times daily and at bedtime.

How Supplied: Solution, 2-0z bottles with dropper. Ointment, 4-0z tubes

GANTRISIN® {sulﬁsoxazole/ﬂoche) Tablets
GANTRISIN® (acetyl sulfisoxazole/Roche) Pediatric Suspension

Before prescribing, please consult complete product information, a
summary of which follows:

Indications: Nonobstructed urinary tract infections (mainly cystitis, pyelitis,
pyelonephritis) due to susceptible organisms (usually E. coli, Klebsiella-
Aerobacter, staphylococcus, P. mirabilis, P. vulgaris). Acute otitis media due
to H. influenzae (concomitantly with adequate doses of penicillin or erythro-
mycin; see appropriate erythromycin labeling for prescribing information)
IMPORTANT NOTE: /n vitro sensitivity tests not always reliable; must be
coordinated with bacteriological and clinical response. Add aminobenzoic
acid to follow-up culture media. Increasing frequency of resistant organisms
limits usefulness of antibacterial agents, especially in chronic and recurrent
urinary infections. Maximum safe total sulfonamide blood level, 20 mg/100 mi;
measure levels as variations may occur.

Contraindications: Hypersensitivity to sulfonamides; infants less than
2 months of age: pregnancy at term and during the nursing period

Warnings: Safety in pregnancy not established. Do not use for group A
beta-hemolytic streptococcal infections, as sequelae (rheumatic fever, glo-
merulonephritis) are not prevented. Deaths reported from hypersensitivity
reactions, hepatocellular necrosis, agranulocytosis, aplastic anemia and
other blood dyscrasias. Sore throat, fever, pallor, purpura or jaundice may be
early indications of serious blood disorders. CBC and urinalysis with careful
microscopic examination should be performed frequently.

Precautions: Use cautiously in patients with impaired renal or hepatic func-
tion, severe allergy or bronchial asthma. Hemolysis, frequently dose-related,
may occur in glucose-6-phosphate dehydrogenase-deficient patients
Maintain adequate fluid intake to prevent crystalluria and stone formation.
Adverse Reactions: Blood dyscrasias: Agranulocytosis, aplastic anemia,
thrombocytopenia, leukopenia, hemolytic anemia, purpura, hypoprothrom-
binemia and methemoglobinemia; Allergic reactions: Erythema multiforme
(Stevens-Johnson syndrome), generalized skin eruptions, epidermal
necrolysis, urticaria, serum sickness. pruritus, exfoliative dermatitis, ana-
phylactoid reactions, periorbital edema, conjunctival and scleral injection,
photosensitization, arthralgia and allergic myocarditis; Gastrointestinal reac-
tions: Nausea, emesis, abdominal pains, hepatitis, hepatocellular necrosis,
diarrhea, anorexia. pancreatitis and stomatitis; C.N.S. reactions: Head-
ache, peripheral neuritis, mental depression, convuisions, ataxia, hallucina-
tions, tinnitus, vertigo and insomnia; Miscellaneous reactions: Drug fever,
chills and toxic nephrosis with oliguria and anuria. Periarteritis nodosa and
L.E. phenomenon have occurred. Due to certain chemical similarities with
some goitrogens, diuretics (acetazolamide, thiazides) and oral hypogly-
cemic agents, sulfonamides have caused rare instances of goiter produc-
tion, diuresis and hypoglycemia as well as thyroid malignancies in rats fol-
lowing long-term administration. Cross-sensitivity with these agents may
exist.

Dosage: Contraindicated in infants under 2 months except in the treat-
ment of congenital toxoplasmosis as adjunctive therapy with pyrimethamine..

Usual adult dosage—2 to 4 Gm initially, then 4 to 8 Gm/24 hrs. in 4 to 6
doses. Usual dosage for infants over 2 months and children-—'/> 24-hr
dose initially, then 150 mg/kg/24 hrs. in 4 to 6 doses. not over 6 Gm/24 hrs.

How Supplied: Tablets containing 0.5 Gm sulfisoxazole, white, scored—
bottles of 100, 500 and 1000; Tel-E-Dose® packages of 100. Prescription
Paks of 100

Pediatric Suspension, containing, in each teaspoonful (5 ml). the equivalent
of approximately 0.5 Gm sulfisoxazole in the form of acety! sulfisoxazole;
raspberry flavored—bottles of 4 oz and 16 oz (1 pint).

Syrup. containing, in each teaspoonful (5 ml), the equivalent of approxi-
mately 0.5 Gm sulfisoxazole in the form of acetyl sulfisoxazole. chocolate

flavored—bottles of 16 oz (1 pint)

Roche Laboratories
Division of Hoffmann-La Roche Inc.
Nutley, New Jersey 07110
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MANUSCRIPT PREPARATION

Send all manuscripts to:

Jerold F. Lucey, MD, Editor

Pediatrics Editorial Office

Medical Center Hospital

Burlington, VT 05401

Manuscripts for Pediatrics will be accepted for review
with the stipulation that they are being submitted only to
the American Academy of Pediatrics and that the material
has not been previously published. This should be confirmed
by an accompanying written statement. Once a manuscript
has been reviewed and accepted for publication, the author(s)
will receive a standard Copyright Assignment which should
be read, signed, and returned to the Editor as soon as possible
to avoid delay in the publication process.

Manuscripts should be prepared in the manner described
in Manual for Authors & Editors © 1981 by the American
Medical Association. See also “Uniform Requirements for
Manuscripts Submitted to Biomedical Journals.” A current
issue of PEDIATRICS should be consulted for general style.

Return of Manuscripts. Manuscripts will not be re-
turned to authors. Reviewers are instructed to destroy
manuscripts after review. Original illustrations will
be returned only if requested by the author.

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 (82 X 11 in).
Use double spacing throughout, including title page, abstract,
text, acknowledgments, references, tables, and legends for
illustrations. If word processing is used, typewriter quality
printing, rather than dot-matrix, is preferred.

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 ob-
served. Titles should be concise and clear, subtitles avoided.
Terminology should follow Standard Nomenclature of Dis-
eases and Operations. Give authors’ full names and profes-
sional degrees, principal author’s address, and name of in-
stitution(s) where work was done; omit departmental ap-
pointments unless necessary for special reasons. Slang, med-
ical jargon, obscure abbreviations, and abbreviated phrasing
should be avoided. Mathematical terms, formulas, abbrevi-
ations, and units of measurement 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 cap-
italization of the first letter. Conversions to accepted stand-
ards 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 alphabet-
ical list of any unusual abbreviations used and their defini-
tions.

Manuscripts should include a clear introductory statement
of purpose; a historical review when desirable; a description
of the technique and the scope of the experiments or obser-
vations (previously published procedures require only refer-
ences 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 Speculation and Relevance, or
Implications; and a Summary, in brief, logical résumé which
may include conclusions.

References must be numbered consecutively according
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 “Uniform Require-

ments for Manuscripts Submitted to Biomedical Journals™)
will appear in the journal effective with volume 71 (January
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Journal (list first three authors then et al):

1. Starzl TE, Klintmalm GBG, Porter KA, et al: Liver transplantation
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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 Inc, 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, nu-
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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, indicat-
ing 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 re-
turned for improvement. Photographs of patients should be
submitted only when written parental 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 writ-
ten permission for its use from the copyright 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. Manuscripts
containing such materials will not be processed until ar-
rangements for payment, on the basis of estimated prices,
are made. Color work requires one month longer for produc-
tion.

Statistical Guidelines—Authors should consult Altman
DG, et al: Statistical guidelines for contributors to medical
journals. Br Med J 1983;286:1489-1493 for advice concerning
the presentation of the statistical aspects of studies.
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NEONATAL MENINGITIS

g
1

E COLI KI-OR GROUP B STREP?

Four out of 10 neonatal meningitis cases are caused by
E coli K1. Another four are caused by Group B Strep.!
But until now, there was no proven latex method

tor identifving both of these important causes of life-
threatening discase —until WELLCOGEN.?

Only WELLCOGEN confirms a full range of
meningitis pathogens — including Group B Strep and
now, E coli K1. And vou can count on WELLCOGEN
to be sensitive, specific, and 15 minutes fast,

So the next time vou suspect neonatal
meningitis. be sure to specity WELLCOGEN. Ity
the only trulv complete neonatal meningitis testing
panel.

Only one panel can make the distinction

. WELICOGEN

THE neonatal meningitis panel

References: 1. Silverblatt FJ, Weinstein R: Enterobacteriaceae, in Mandeil GL,
— Douglas RG Jr, Bennett JE leds): Principles and Practice of Infectious Diseases, ec 2
e New York, John Wiley & Sons, 1985, p 1230 2. Dotc on fiie. Wellcome Diagncshics
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Dental Caries
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50-80%

Developing primary and permanent
teeth supplied with systemic fluoride are
so much stronger that later caries can be

= reduced 50-80%."
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f —— newly erupted teeth

- _ incorporate fluoride
more easily than older
teeth, systemic fluoride
is required every day-
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After teeth appear,

systemic and topical
fluoride work together
for maximum pro-
tection from caries.
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Vi-Flor® Vitamin/
Fluoride Combination
Enhances Compliance
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ical for parents.

Regular fluoride up-
dates in the office
remind parents of
the importance of
daily systemic
fluoride.

Meet the growing need for fluoride.
Prescribe Vi-Flor
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See attached statement for full prescribing information.

Mead 1limson
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RoutineVI-FLOR*
supplementation

to help you guard appropriate
patients against caries risk and

nutritional risk.

INDICATIONS AND USAGE: Prophylaxis of vitamin
deficiencies and dental caries in children and adults when
fiuoride of water supply does not exceed 0.7 ppm.'2
And, in the case of TRI-VI-FLOR" 0.25 mg Drops with
Iron and POLY-VI-FLOR"* Drops and Chewable Tablets
with lron, prophylaxis against iron deficiencies. Note:
VI-FLOR Drops do not contain folic acid because the
vitamin is not stable in liquid form.

PRECAUTIONS: Do not exceed recommended dose
or give concurrently with other medications containing
significant amounts of fluoride. Prolonged excessive
fiuoride intake may cause dental fluorosis. All VI-FLOR"
with lron products: as with all products containing iron,
parents should be warned against excessive dosage.
The bottle should be kept out of reach of children.
Keep all VI-FLOR with Iron products tightly closed and
away from direct light.

VI-FLOR Drops should be dispensed in the original plastic
container, since contact with glass leads to instability and
precipitation.

ADVERSE REACTIONS: Allergic rash has rarely been
reported.

DOSAGE AND ADMINISTRATION:

PP | Fluoride Dosage Schedule (mg/day)*

Age Concentration of Fluoride
in Drinking Water (ppm)

r
<0.3 0307 >07

2 wk-2yr** 0.25 0 0
2-3yr 05 0.25 0
3-16 yr 1.0 05 0

*From the American Academy of Pediatrics Committee
on Nutrition statement, Fluoride Supplementation:
Revised Dosage Schedule. Pediatrics 63(1):150-152,
1979.

**“The Committee favors initiating fluoride supplemen-
tation shortly after birth in breast-fed infants (0.25 mg
F/day). In formula-fed infants, fluoride supplementation
should be according to the fluoride content of the water
used to prepare formula.

FLUORIDE
PRODUCT  FORM SIZE mg/dose

POLY-VI-FLOR Drops 50 ml Bottle 0.25

0.25 m,

POLY-VI-FLOR  Drops 50 miBottle  0.25
0.25'mg with Iron

POLY-VI-FLOR Drops 50 ml Bottle 0.5

0.5 m%/

POLY-VI-FLOR Drops 50 miBottle 0.5
0.5 mg with Iron

POLY-VI-FLOR  Tablets Bottleof 100 0.5

0.5 m%l

POLY-VI-FLOR Tablets Bottleof 100 0.5
0.5 mg with lron

POLY-VI-FLOR Tablets Bottleof 100 1.0

1.0 m%l

POLY-VI-FLOR Tablets Bottleof 100 1.0
1.0 mg with lron

TRI-VI-FLOR Drops 50 miBottle  0.25
0.25 m

TRI-VI-FLOR Drops 50 mi Bottle 0.25
0.25 mg with Iron

TRI-VI-FLOR Drops 50 miBottle 0.5

0.5 m?

TRI-VI-FLOR Tablets Bottleof 100 1.0
1.0mg

REFERENCES:

. Hennon DK, Stookey GK and Muhler JC: The Clinical
Anticariogenic Effectiveness of Supplementary
Fluoride-Vitamin Preparations—Results at the End
of Four Years. J Dentistry for Children 34:439-443
(Nov) 1967.

Hennon DK, Stookey GK and Muhler JC: The Clinical
Anticariogenic Effectiveness of Supplementary
Fluoride-Vitamin Preparations—Results at the End
of Five and a Half Years. Pharmacology and Thera-
peutics in Dentistry 1:1-6 (Oct) 1970.

Hennon DK, Stookey GK and Muhler JC: Prophylaxis
of Dental Caries: Relative Effectiveness of Chewable
Fluoride Preparations With and Without Added Vita-
mins. J Pediatrics 80:1018-1021 (June) 1972.

VI-SOL® VI-FLOR?® products are the
nation’s most prescribed children’s
vitamin and fluoride-vitamin
supplements.

(For complete details. please consult full prescribing
information.)

Mead dimsmm

NUTRITIONAL DIVISION

Mead Johnson & Compan
Evansville, Indiana 47721 {JAS.A,
£ 1986 MJ & Co.
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There 11
are 12
good
reasons
to think of
Connaught
first

1. HibVAX™ (Haemophilus b
Polysaccharide Vaccine)
2. DTP Vaccine (Diphtheria and Tetanus
Toxoids and Pertussis Vaccine Adsorbed USP)

3. Diphtheria Antitoxin USP (Purified,
Concentrated Globulin-Equine)

4. Diphtheria and Tetanus Toxoids
Adsorbed USP (For Pediatric Use) (DT)

5. Tetanus and Diphtheria Toxoids
Adsorbed USP (For Adult Use) (TD)

6. Tetanus Toxoid USP (Fluid or Plain)
7. Tetanus Toxoid Adsorbed USP

8. Poliovirus Vaccine Inactivated (Salk-type)
9. Menomune® A/C/Y/W-135 (Meningococcal

Polysaccharide Vaccine, Groups A, C, Y and
W-135 Combined)
10. Tubersol® (Tuberculin Purified Protein
Derivative, Mantoux) (PPD)
11. YF-VAX® (Yellow Fever Vaccine)

12. And, all Connaught vaccines combine

quality with economy
To order, call toll-free: 1-800-538-7678

H
CONNAUGHT
LABORATORIES, INC.

Specialist in Vaccines and Biologicals
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l SCHEDULE
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| © ANNUAL MEETINGS
1987

i New Orleans
October 31-November 5

1988
San Francisco
October 22-27

1989
Chicago
October 21-26

1990
Boston
October 6-11

1991
New Orleans
October 26-31

1992
San Francisco
October 10-15
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i 1987
San Francisco
May 9-14

1988
New York City
May 14-19
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Prevalence of Positive Epicutaneous Tests Among Infants,
Children, and Adolescents—William L. Weston, Janet A. Wes-
ton, Jacki Kinoshita, Sharon Kloepfer, Lawrence Carreon, Sarah
Toth, Debra Bullard, and Sandra Martinez

Sensitivity of the Denver Developmental Screening Test
in Speech and Language Screening—Kathleen C. Borowitz
and Frances P. Glascoe

Child Restraint Law Effects on Motor Vehicle Accident
Fatalities and Injuries: The New Mexico Experience—
C. Mack Sewell, Harry F. Hull, John Fenner, Howard Graff, and
Jeffrey Pine

Expired Ipecac Syrup Efficacy—Patricia A. Grbcich, Peter
G. Lacouture, James J. Kresel, Margaret T. Russell, and Frederick
H. Lovejoy, Jr

Osteoarticular Infections in Children With Sickle Cell Dis-
ease—George A. Syrogiannopoulos, George H. McCracken, Jr,
and John D. Nelson

Polymicrobial Bacterial Sepsis and Defective Neutrophil
Chemotaxis in an Infant With Cystic Fibrosis—Geoffrey
Kurland, John D. Mark, Crystie C. Halsted, and Michael E. Miller

Neonatal Pemphigus Vulgaris—P. Merlob, A. Metzker,
B. Hazaz, H. Rogovin, and S. H. Reisner

Ontogenic Development of Gastrointestinal Motility: IV.
Duodenal Contractions in Preterm Infants—Frank H. Mor-
riss, Jr, Marylynn Moore, Norman W. Weisbrodt, and M. Stewart
West

Familial Partial Peripheral and Pituitary Resistance to
Thyroid Hormone: A Frequently Missed Diagnosis?—
Nancy J. Hopwood, Sue Ellyn Sauder, Brahm Shapiro, and James
C. Sisson

Individualized Behavioral and Environmental Care for the
Very Low Birth Weight Preterm Infant at High Risk for
Bronchopulmonary Dysplasia: Neonatal Intensive Care
Unit and Developmental Outcome—Heidelise Als, Gretchen
Lawhon, Elizabeth Brown, Rita Gibes, Frank H. Duffy, Gloria
McAnulty, and Johan G. Blickman

Behavior Abnormalities and Poor School Performance
Due to Oral Theophylline Use—Gary S. Rachelefsky, Julie
Wo, Judith Adelson, M. Ray Mickey, Sheldon L. Spector, Roger
M. Katz, Sheldon C. Siegel, and Albert S. Rohr

EXPERIENCE AND REASON

Idiopathic Hypoparathyroidism: A Case Study on the In-
teractions Between Exogenous Parathyroid Hormone In-
fusion and 1,25-Dihydroxyvitamin D—Fernando Santos,
and James C. M. Chan

Al0



Continuing Medical Education

Advances in Dermatology
- and Immunology

April 3-5, 1987
Omni Shoreham
Washington, D.C.

Participate in an outstanding CME course
and enjoy our nation’s capitol in the Spring,
Register now and join your colleagues April
3-5 for an overview of new advances as well
as current information in Dermatology and
Immunology.

COURSE FACULTY
DERMATOLOGY

LUR'DE® DRO% 'et YOU OdeSf dOSOge fO Samuel Weinberg, M.D., FAAP
0_]25 (%) mg_ F. | Raymond Caputo, M.D., FAAP

Sidney Hurwitz, M.D., FAAP
One study showed that fluoride supplements such as Luride drops and |

tablets, used daily, prevented caries as effectively as fluoridated water! Luride - IMMUNOLOGY

D;ggs and Lc(;zi-Taigsa have been(shown to reduce caries up [50M 1[3_%% whesr_} | E. Richard Stiehm, M.D., FAAP
Ut on a dai sis in non-fluoridated areas? (Luride =157,

oWl ( COURSE MONITOR

Luride drops are sugar-free and saccharin-free, unlike many fluoride-vitamin Laurie J. Smith, M.D., FAAP
combinations. And you can adjust dosage to the nearest 0.125 mg. F— AMA CATEGORY 1 CREDIT

to a single Y8 mg.drop. dldas
ours

LURIDE" LOZI-TABS" TABLETS: 3 fluoride PREP CREDI
strengths, 7 child-pleasing flavors. i Bogterap o R
o Register or for Program Information, contact:

For children old enough to chew a tablet or let it dissolve in the mouth, o . i ticats
Luride tablets are the logical choice. A variety of delicious fruit flavors (in- Department of Education
cluding our unique 4-flavor assorted package) encourages the habit of

consistent, continuous use. Three strengths available—1.0 mg. F, 0.5 mg. F, ’ "
and 025 g . American Academy
LURIDE" BRAND OF SODIUM FLUORIDE DENTAL CARIES PREVENTIVE. Of Ped 1 at Ir1 CS
DESCRIPTION and_ HOW SUPPLIED: _ P.O. Box 927
All LURIDE systemic ﬂuondse prc:ducts are free o:ac sugar and saccharin. Elk Grove Vil]agc. IL 60007
Produt # 00 Sae” Favo Toll free 800/433-9016
DROPS OA&DS’?;Q_ 30mi. veach In Illinois 800/421-0589
per drop
0.25F TABLETS 0.25mg. 120 vanilla
per tablet
(quarter-strength)
0.5F TABLETS 0.5mg. 120 grape
per tablet 1200 grape
(half-strength)
1.0F TABLETS 1.0mg. 120 cherry & assorted
per t (cherry, orange, lemon, lime)
(full-strength) 1000° cherry, assorted
5000 cherry
bl o e,
(full-strength)

*For dispensing only in quantities containing 120 mg.F. or less.
CAUTION: Federal (U.S.A)) law prohibits dispensing without prescription.

ADMINISTRATION AND DOSAGE FLEXIBILITY:
Adjustable dose LURIDE gives you the flexibility to prescribe optimal DAILY dosage
(based on age and fluoride content of water).

F-Content Daily Dosage (Fluoride lon)*
of Drinking Water Birth to Age 2 Age 2-3 Age 3-13
less than 0.3 ppm 0.25 mg. tab 0.5 mg.tab 1.0 mg. tab
or 2 drops or 4 drops or 8 drops
0.3100.7 ppm one-half above dosage
over 0.7 ppm Fluoride dietary i

*American Dental Association, Accepted Dental Therapeutics, Edition 39 1982, page
349. American Academy of Pediatrics, Committee on Nutrition, Fluoride supplemen-
tation: revised dosage schedule. Pediatrics 63:150-152, 1979.

PRECAUTIONS: Recommended dosage should not be exceeded since prolonged
overdosage may result in dental fluorosis.

REFERENCES:

(1) Arnold FA. Jr, McClure, FJ., and White, C.L. Sodium fluoride tablets for children.
D. Progress 1:8-12, 1960.

(2) Aasenden, R., and Peebles, T.C. Effects of fluoride supplementation from birth on
human deciduous and permanent teeth. Arch. Oral Biol. 19:321-326, 1974; 23:111-
115,1978.
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1987
2nd Annual Vail
Infectious Disease Seminar
(with the AAP Colorado Chapter)
Vail, Colorado
January 8-11

7 Pediatric Advances
San Diego, California
February 5-7

Pediatric Advances
| Maui, Hawaii
March 5-7

* Advances in
Dermatology/Immunology
Washington, DC
April 3-5

Pediatric Advances
(with the AAP Pennsylvania
Chapter)

Hilton Head, South Carolina
May 21-23

Pediatric Advances
Williamsburg, Virginia
June 4-6

Pediatric Advances
Toronto, Ontario, Canada
June 19-21
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COMMENTARIES

Infant Mortality and the American Academy of Pediat-
rics—Martin H. Smith

Low Birth Weight, Vital Records, and Infant Mortality—
Myron E. Wegman

Accumulating Evidence: Using Meta-Analysis to Carry
Out Research Reviews in Pediatrics—Richard J. Light

AMERICAN ACADEMY OF PEDIATRICS

Use and Abuse of the Apgar Score—Committee of Fetus and
Newborn

Aluminum Toxicity in Infants and Children—Committee on
Nutrition

Statement on Infant Mortality—Task Force on Infant Mor-
tality

TRIBUTE TO THE REVIEWERS OF 1986
LETTERS TO THE EDITOR

Nuclear Accident at Chernobyl: Implications for Pediatri-
cians—Sophie J. Balk, Daniel R. Neuspiel, and David K. Berger

Necrotizing Tracheobronchitis—H. Kirpalani, M. Perlman,
J. Friedberg, and E. Cutz; Reply by F. Mimouni, E. T. Ballard,
R. T. Cotton, and J. L. Ballard

Diphtheria, Pertussis, and Tetanus (DTP) Immunization
Local Reactions Do Not Predict Central Nervous System
Reactions—Russell J. Blattner and Ralph D. Feigin

Alcohol, Drugs, and Head Injury—Richard H. Schwartz; Re-
ply by Marc S. Jacobson, Elaine M. Rubenstein, and Felix P.
Heald

All-Terrain Vehicles—Who Says Four-Wheelers Are
Safer?—R. C. Sneed

Neuroblastoma in Duchenne Muscular Dystrophy—Ka-
threen M. Johnston, Seymour Zoger, Mahin Golabi, and John J.
Mulvihill

Retinopathy of Prematurity and Iron: A Modification of
the Oxygen Hypothesis—Jerome L. Sullivan

Questioning Role of Hypochloremia in Bronchopulmonary
Dysplasia—Alan Brinson; Howard Harris and Mary Jo Stine;
and Gary Goodman and Ronald M. Perkin; Reply by Jeffrey M.
Perlman and Jeff Dawson

Urine Specific Gravity As an Indicator of Neonatal Nec-
rotizing Enterocolitis—Mary Jo Stine and Howard Harris

Super Effective Diaper Can Cause Confusion—Arthur Lavin
AMERICAN BOARD OF PEDIATRICS

INDEX TO VOLUME 78

BOOKS RECEIVED

PEDIATRICS IN REVIEW CONTENTS
MANUSCRIPT PREPARATION

GENERAL INFORMATION

CLASSIFIED ADS

INDEX TO ADVERTISERS
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Bleph®-10 (sulfacetamide sodium) 10%
Liquifilm sterile ophthalmic solution

Less sting for kids with conjunctivitis.
Costs less than sodium SULAMYD®*

INDICATIONS AND USAGE Bleph-10 (sulfacetamide
sodium) 10% is indicated for the treatment of conjunc-
tivitis, corneal ulcer and other superficial ocular infec-
tions from susceptible microorganisms, and as adjunctive
treatment in systemic sulfonamide therapy of trachoma.
CONTRAINDICATIONS Bleph-10 is contraindicated in
individuals who have a hypersensitivity to sulfonamide
preparations or to any of the ingredients of the prepara-
tion. WARNINGS A significant percentage of staphylo-
coccal isolates are completely resistant to sulfa drugs.
PRECAUTIONS Sulfacetamide preparations are incom-

Advances
in Pediatrics II

March 5-7, 1987

The Waiohai

Kauai, Hawaii

Relax and enjoy Poipu Beach in beautiful
Hawaii while learning new advances in
cardiology, nephrology, sports medicine,
infectious diseases, and the newborn. Register
now and join your colleagues in Kauai, Hawaii,

patible with silver preparations. Nonsusceptible organ- March 5-7.
isms, including fungi, may proliferate with the use of this COURSE FACULTY
preparation. Sulfonamides are inactivated by the amino- R y
benzoic acid present in purulent exudates. Sensitization C’i ’?" 0L0G
may occur when a sulfonamide is re-administered irre- William B. Strong, M.D., FAAP
spective of the route of administration, and cross sensi-
tivity between different sulfonamides may occur. If signs WFECTJEUEE "SEAS;SD FAAP
of sensitivity or other untoward reactions occur, discon- James D. Cherry, M.D.,
tinue use of the preparation. ADVERSE REACTIONS NEONATOLOGY
Exact incidence figures are not available since no Philip Sunshine, M.D., FAAP
denominator of treated patients is available. Reactions
occurring most often from anti-infective agents are NEPHROLOGY
allergic sensitizations. The development of secondary Stanley Hellerstein, M.D., FAAP
ibotliob e o SPORTS WEDICINE
9 P ! ' James Garrick, M.D.
Allergan Pharmaceuticals, In.c., Irvine, CA 92713 COURSE MONITOR
©1986 Allergan Pharmaceuticals, Inc. Robert R. Prentice, M.D., FAAP
AMA CATEGORY 1 CREDIT
16 Hours
PREP CREDIT
10 Hours

1 THE IDEAL ]
PEDIATRIC EXAM TABLE

QUIM-2160 .
24" wide x 72" long x 36" high !

To Register or for Program Information, contact:
Department of Education

American Academy

of Pediatrics
P.O. Box 927

| Elk Grove Village, IL 60007
Toll free 800/433-9016
In Illinois 800/421-0589

Y Highenough
for pediatric
/ exams, long
enough for adoles-
cent exams, and
economical enough for
multiroom facilities.
Includes center drawer,
utility shelf and paper
holder. Sturdy hardwood
construction in attractive i
walnut finish. Vinyl uphol- ‘
|

$485.00

F.O.B. Norwell, MA

stery in 14 decorator col-
ors. Shipped assembled.

Call or write for brochure.

Call Toll Free:
Outside Mass. 1-800-343-2030
Inside Mass. 1-800-343-3444
Boston Line 617-479-4440 j

QUINCY MEDICAL SUPPLY CO., INC.
84 Accord Park Dr.,Norwell, MA 02061
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BOOKS RECEIVED

“Send Us a Lady Physician”: Women Doctors in America 1835-1920. J. Abram
(ed). New York, WW Norton & Co, 1986.

Poisoning, ed 5. J. M. Arena and R. H. Drew (eds). Springfield, IL, Charles C Thomas,
1986.

Techniques for Dealing With Child Sexual Abuse. A. Baxter. Springfield, IL,
Charles C Thomas, 1986.

The Physician’s Office Laboratory. R. E. Belsey, D. M. Baer, B. E. Statland, and
D. L. Sewell. Oradell, NJ, Medical Economics Books, 1986.

Pediatric Neurology. M.A. Fishman. New York, Grune & Stratton, Inc, 1986.

Biobehavioral Measures of Dyslexia. D. B. Gray and J. F. Kavanagh (eds). Parkton,
MD, York Press, Inc, 1985.

Nutrition and Growth in Infancy and Early Childhood: A Longitudinal Study
From Birth to 5 Years. N. E. Hitchcock, M. Gracey, A. I. Gilmour, and E. N. Owles.
New York, S Karger, 1986.

Assignment Children: Universal Child Immunization by 1990. P. E. Mandl (ed).
Geneva, United Nations Children’s Fund, 1985.

Pediatric Cardiology, vol 6. C. Marcelletti, R. H. Anderson, A. E. Becker, A. Corno,
D. diCarlo, and E. Mazzera. New York, Churchill Livingstone Inc, 1986.

Dialysis Therapy. A. R. Nissenson and R. N. Fine (eds). Philadelphia, Hanley &
Belfus, Inc, 1986.

Custody Disputes: Evaluation and Intervention. R. S. Parry, E. A. Broder, E. A.
G. Schmitt, E. B. Saunders, and E. Hood. Lexington, MA, DC Heath & Co, 1986.

Practice-Based Epidemiology: An Introduction. S. H. Schuman. New York, Gordon
& Breach Science Publishers, 1986.

Myelodysplasias and Exstrophies: Significance, Prevention, and Treatment. D.
B. Shurtleff (ed). New York, Harcourt Brace Jovanovich, 1986.

The State of the World’s Children 1986. United Nations Children’s Fund. London,
Oxford University Press, 1986.

Treatment of Shock: Principles and Practice. J. Barrett and L. Nyhus. Philadel-
phia, Lea & Febiger, 1986.

Mixed Blessings: Intensive Care for Newborns. J. H. Guillemin and L. L. Holms-
trom. New York, Oxford University Press, 1986.

Handbook of Endocrine Tests in Children. 1. A. Hughes (ed). Littleton, MA, PSG
Publishing Co, Inc, 1985.

Practical Pediatric Problems. J. H. Hutchison and F. Cockburn. London, Lloyd-luke
Ltd, 1986.

Casarett and Doull’s Toxicology: The Basic Science of Poisons. C. Klaassen (ed).
New York, MacMillan Publishing Co, 1986.

Future Trends in Juvenile Diabetes. Z. Laron (ed). Pediatric and Adolescent Endo-
crinology, vol 15: Z. Laron (ed). Basel, Switzerland, S Karger, 1986.

Neurofibromatosis: Phenotype, Natural History, and Pathogenesis. V. Riccardi
and V. Eichner. Baltimore, The Johns Hopkins University Press, 1986.

Neuropsychological Assessment of Children: A Treatment-Oriented Approach.
B. P. Rourke, J. Fisk, and J. Strang. New York, The Guilford Press, 1986.

Attention Deficit Disorder, vol. I, No. 3. E. K. Sleator and W. E. Pelham. Norwalk,
CT, Appleton-Century-Crofts, 1983.

PEDIATRICS IN REVIEW: February 1987 Contents

Technical Tips: Office Measurement of Serum Theophylline

Tic Disorders in Childhood—Golden

Developmental Assessment and Early Intervention Programs for Young Chil-
dren: Lessons Learned From Longitudinal Research—Chamberlin

The Child With Persistent Cough—Morgan
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The alternative to starvation
therapy in the treatment of
infantile diarrbea

Decreased disaccharidase activity occurs
in infants during diarrheal illness.! This
reduced enzyme activity may be further
exacerbated by starvation therapy, the
standard treatment of diarrhea.? The in-
troduction of a lactose-free soy formula
provides the best alternative to starvation
therapy.’?

GLUCOSE FRUCTOSE SUCROSE MALTOSE HIGHER SACCHARIDES

REFERENCES

'Lebenthal, E. and Lee, P.C. (1980) Gl ylase and Di ide Activi-
ties in Normal Subjects and in Patients with Mucosal Injury of the Small
Intestine. J. Ped. 93:389-393.

SOYALAG, a lactose-free formula, contains a mixed car-
bohydrate source. The combination of corn syrup solids,

sucrose, and naturally occurring soy bean carbohydrates in
SOYAIAC provides the intestinal enzymes with adequately
differentiated substrates.

SOYALAC also assists in the control of diarrhea through a

low osmolality (240mOsm/kg water). This low osmolality

grovides the necessary osmotic gradient to produce a net
ux of water out of the intestinal lumen.4

LOMA LINDA
11503 PIERCE ST., RIVERSIDE, CA 92515 e (714) 687-7800

2Knudsen, K.B., Bradley, E.M., Lecocq. F.R., Bellamy, H.M., and Welsh, J.D.
(1968) Effect of Fasting and Refeeding on the Histology and Di haridase
Activity of the Human Intestine. Gastroenterology
55 (1): 46-51.

3 Santoskam, M., Foster, S., Reid, R., Bertrando, A,
Yolken, R., Burns, B., and Sack, B. {1985) Role of
Soy-based, Lactose-free Formula During Treat-
ment of Acute Diarrhea. Pediatrics 76 (2): 292-298.

“Torres-Pinedo, R., Rivera, C.L., and Fernandez, 5
(1966) Studies on Infant Diarrhea. Il. Absorption of
Glucose and Net Fluxes of Water
and Sodium Chloride in a Seg-
ment of the Jejunum. J. Clin.
Invest. 45: 1916-1922.




AMERICAN ACADEMY OF PEDIATRICS

Your gift can help our children

By giving to the Academy’s Memorial and Endowment Fund for Children,
you can support research conducted by practicing pediatricians. Their re-
search is needed in clinical investigations and office studies to improve child
health care. The Fund is one of few that assists practicing pediatricians in
these kinds of efforts.

To make a contribution, or for further information about the Fund, please
contact Fund Administrator, American Academy of Pediatrics, P.O. Box 927
Elk Grove Village, Illinois 60007, (312) 869-4255.

For all the ways infant gas

© 1986 ICI Americas Inc



Giardia Enreno Teste

. (PEDIATRIC)
strongyI0|des The Entero Test is 140 cm of highly absorbent

line wound inside a weighted gelatin capsule.
The capsule is swallowed with water while the
proximal end of the line is taped to the patient’s
cheek. After the capsule has worked its way in-
to the duodenum, the line is recovered and
mucus scraped off for observation of upper G.I.
parasites. 95% specific in recovery of Giardia
and 88% specific in recovery of Strongyloides.
Available in adult or pediatric sizes.

HDC Corporation
2551 Casey Avenue
Mountain View CA 94043

(800) 227-8162 or
(415) 961-9332

Telex: 176623 HDC CORP

expresses itself. . .

Whether it’s associated with colic, lactose intolerance, or
air swallowing, infant gas hurts. And for every baby who suffers
from it, there’s a parent who suffers too.

When these parents ask for help, recommend MYLICON DROPS.
It’s the infant gas remedy that contains simethicone—a non-
systemic antiflatulent with no known side effects, contra-
indications, or drug interactions. For gas relief any baby can
stomach, and any parent will welcome. . .

MYLICON.DROPS

(simethicone)

. . STUART PHARMACEUTICALS
Safe and sound relief of gas pain. B S "7



Technology as new

d>

()1d-fashioned dependability
and reliability from our earlier
413A monitors is now combined
with the latest, most sophisti-
cated monitoring technology
available—in the SpaceLabs®

90600 series of neonatal 2
monitors. ‘3

your patient

for each patient. Self-prompting
soft keys assure quick, trouble-
free setup, use and maintenance.
The 90600 series includes:

This high technology is most
evident in the monitors’ exclu-
sive Varitrend Plus™—a unique
trending feature that lets you
see CRGs and/or respiration
rate trend to help determine

the sequence of changes in the
infant’s condition— vital informa-
tion on which to base your treat-
ment decisions. Only Varitrend
Plus gives you both an actual
record of compressed waveforms
to see the depth of respirations
PLUS an actual trend of cardiac
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and respiration rates over time.
Reliability and accuracy of the
monitored data are assured by an

N

90621 ......... ECG, respiration
90622 ... ... .. ECG, respiration,
2 temperatures, 1 pressure
90623 ......... ECG, respiration,
2 temperatures, 2 pressures
9064 .. ... .. ECG, respiration,

2 temperatures

Al] offer clear, bright, nonfade
displays of up to three 4-second
waveforms and 5 numeric param-
eters. All are compact, rugged,
and battery-operable for the
utmost in convenience and utility.

The optional fully annotated
single/dual channel “hot dot”
recorder provides complete docu-
mentation, with 8-second mem-

ory to help capture important
onset information, plus a special
slow chart speed to identify res-

piration patterns over 24 hours.

algorithm specifically designed 90600 Series

for infants that detects and NEONATAL MONITORS
rejects cardiovascular artifact
(CVA).

-
-

This critical information is easier
than ever before to obtain, too,
with the 90600 series of moni-
tors. Their few controls and
adjustments are easy to learn,
and the monitor automatically

®
o

sets up appropriate alarm limits

@ Spacelabs

4200 150th Avenue, NE, PO. Box 97013
Redmond, WA 98073-9713, (206) 882-3700



The standard ADD

medication In
once-a-day‘dosage

Improves compliance...
affords greater convenience
and greater privacy

Ritalin is indicated as
adjunctive therapy to other

limi e " > & remedial measures (psycho-
E ate§ th.e need to & s logical, educational, social)
take medication — ,, for ADD in children. Drug

in school | treatment is not indicated

“The availability of a sus- for all children with ADD.
tained-release (SR) formulation of Stimulants are not intended
methylphenidate would greatly for use in the child who
improve patient compliance and | exhibits symptoms second-
lessen school-related dosing I ary to enylronmental .fact_ors
problems... " ' and/or primary psychiatric
disorders,including psychosis.
_ Also available: Regular
. tablets of 5, 10 and 20 mg.

One 20-mg sustained-release
Ritalin-SR tablet given at breakfast pro-
vides a therapeutic effect equivalent to
that of the standard 10-mg tablet given
twice daily.

Before prescribing. please consult Brief
Summary of Prescribing Information on
next page.

i ‘

methylphenidate

20-mg sustained-release tablets

©1985. CIBA  174-2492-A C I B A
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Now—

a standard therapy
for ADD
becomes more
convenient...
more simple...
more private...

RITALIN-SR®
methylphenidate

20-mg sustained-release tablets

Reference
1. Whitehouse D, Shah U. Paimer FB: J Clin Psychiatry 1980
(Aug): 41(8):282-285.

Part of the ADD management team—
only when medication is indicated

. . C85-55 (Rev. 11/85)
Ritalin® nydrochioride 005615
methylphenidate hydrochloride G
tablets USP

Ritalin-SR°®
methylphenidate hydrochloride USP

sustained-release tablets
BRIEF SUMMARY (FOR FULL PRESCRIBING INFORMATION, SEE PACKAGE INSERT)

CONTRAINDICATIONS
Marked , tension, and agitation are contraindications to
Ritalin, since the drug may aggravate these symptoms. Ritalin is
dicated also in pati known to be h nsitive to
the drug, in patients with glaucoma, and in patients with motor
tics or with a family hlstory or diagnosis of Tourette's syndrome.
WARNINGS
Ritalin should not be used in children under six years, since
angrwp have not been established.
data on safety of long-term use of
Ritalin in children are not yet available. Although a causel
relationship has not been established, suppression of growth
(ie, weighto?mn and/ovheught) hasleeen reponedwnhmew
patients requiring
lovx;:tm shouéw should be carefully monitored.
be used for severe depression of either
exogenous or endogenous origin. Clinical experience suggests

that in psychotic children, administration of Ritalin may exacer-
bate srnptoms of behavior disturbance and thought disorder.

italin should not be used for the prevention or treatment of
normal fatigue states.

There is some clinical evidence that Ritalin may lower the
convulsive threshold in patients with prior history of seizures,
with prior EEG abnormalities in absence of seizures, and, very
rarety, in absence of history of seizures and no EEG evi-
dence of seizures. Safe concomitant use of anticonvulsants and

Ritalin should be periodically di inued to
child's condition. Irnprovemem maybesustamedwhenmedmg
is either temporarily or permanently discontinued.
treatment should not and need not be indefinite and
usually may be discontinued after puberty.

OVERDOSAGE

Signs and symptoms of acute overdosage, resulting pnncupally
from overstimulation of the central nervous antem and from

Ritali been established e ithe ic effects, may include the following:
the d:\‘sas swd be digonﬁnued: Inthe pr o ) vomiting, agnat;’gn tremors, h eﬂexlye. muscle twm:hmg,"g
cautiously in patients with (may be followed by coma), euphoria, confusion,
should be moni at appfopnate mtefvals inall pabems tak- hallucinations, delirium, sweating, flushing, headache,
Ritalin, especially those ension. rexia, tachycardia, palpitations, cardiac arrhythmias, hyperten-
msmpmms of visual dtstutbances have been encounteredin IO, mydriasis, and dryness of mucous membranes.

rare cases. Difficulties with accommodation and blurring of

vision have been reported.

Drug Interactions

Ritalin may decrease the hypotensive effect of guanethidine.

Use cautiously with pressor and MAO inhibitors.
Human pharmacologic  have shown that Rnalm may

inhibit the metabolism of

sants (phenobarbltal dlphenylhydantom pnmndone) phenylbu-

tazone, and P
). Do d J\::sage of these drugs

may 'be requlred when given ooneomhanﬁy with Ritalin.

Usage in Pregnancy

Adequate animal reproduction studies to establlsh safe use of

Ritalin during pregnancy have not been conducted. Th

appropria e measures. The
patient must be protected against setf-injury and against exter-
nal stimuli that would aggravale overstimulation already

p If signs are not too severe and the pa-
tient is conscious, eontm may be evacuated
induction ofemescsor ric lavage. In the presence of severe

intoxication, use a carefully titrat dosage of a short-acting
barbiturate before performing gastric lavage
Intensive care must be provided to malmaln adequate circula-

tion and ry exchange; | cooling procedures may
be required for hyperpyrexla

Efficacy of peritoneal dialysi dialysit
for Ritalin overdosage has not been eslabllshed
HOW SUPPLIED
Tabk — round, yellow

until rnore inl tion is available, Ritalin should not be pre- '
Scribe scribed for women of emldbeanng;ge unless inthe opmnon of

the p P

Drug Dependence

Ritalin should be given cautiously to emotionally unstable
patients, such as those with a history of drug dependence
or alcoholism, because such patients may increase dosage
on their own initiative.

Chronically abusive use can lead to marked tolerance
and psychic with varying degrees of abnormal
behavior. Frank psychotic ep can occur,
wnh parenteral abuse. Careful supervision is required dur-

drug withdrawal, smoe severe depression as well as the
e fects of chronic n be L d. Long-term
follow-up may be required because of the patient’s basic
personality disturbances.

PRECAUTIONS
Patients with an element of agitation may react adversely; dis-

continue ther: necessary.
ggy differential, and platelet counts are advised
dunng therapy.
Drug treatment is not indicated in all cases of this behavioral
;g\dlome and should be considered in light of the com-
te hlsloéy and evaluation oi the child. ision to
italin should depend on the physician's assessment
oﬂhewtonmyandsev erity of the child's syn;ggaumsandthew
iateness for his/her age. Prescri Id not depend
m the pfesenoe of one or more of the behavioral

are associated with acute stress reac-
Ritalin is usually not indicated.
Long-term effects of Ritalin in children have not been well

ADVERSE REACTIONS
Nervousness and insomnia are the most common adverse
reactions but are usually ¢ and
omitting the drug in the afternoon or evening. Other reactions in-
clude hypersensitivity (including skin rash urticaria, fever,
arthralgia, exfoliative dermatitis, multiforme with
histopathological findings of necrotizing vasculitis, and throm-
), anorexua, ; dizziness; palpitations;
changes, both and down chycardi a?ﬂd et
up tachycardia; angina; cardiac ar-
rhythmia; abdominal pain; wetght loss during prolonged therapy.
There have been rare repoﬂs of Tourette's syndrome. Toxic
psychosis has been reported. Although a definite causal rela-
tionship has not been es1abhshed the following have been re-
m\ed in panems takmg this drug: leukopenia and/or anemia; a
instances of scalp hair loss.
In children, loss of appetite, abdominal pain, weight loss dur-
lng probnged therapy, insomnia, and tachycardia may occur
more frequently; however, any of the other adverse reactions
listed above may also occur.

DOSAGE AND ADMINISTRATION

Jr""rr

should be individualized according to the needs and re-

sponses of the patient.
Adults

Tablets: Administer in divided doses 2 or 3 times daily,
prelefabiy 30 to 45 minutes before meals. Averagg dosage is 20
rng ly. Some patients may require 40 to 60 mg daily. In
others 0to 15 mg daily will be adequate. Patients who are un-
able to sleep if medication is taken late in the day should take
the last dose before 6 g

SR Tablets: Ritalin-SR tablets have a duration of action of ap-
proximately 8 hours. Therefore, Ritalin-SR tablets may be used
in place of Ritalin tablets when the 8-hour dosage of Ritalin-SR
cofresponds to the titrated 8-hour dosage of Ritalin. Ritalin-SR
tablets must be swallowed whole and never crushed or chewed.

Children (6 years and over)
Ritalin should be initiated in small doses, with gradual week
increments. Daily dosage above 60 mg is not recomme:

If improvement is not observed after appropriate dosage ad-
justment over a one-month period, the drug should be
discontinued.

Tablets: Start with 5 mg twice daily (before breakfast and
lunch) with gradual increments of 5 to 10 mg weekly.

SR Tablm Rnalln-sn tablets have a duration of action of ap-

f italin-SR tablets may be used
in place of hnalm \ablets when the 8-hour dosage of Ritalin-SR
corresponds to the titrated 8-hour dosage of Ritalin. Ritalin-SR
tablets must be swallowed and never crushed or

If paradoxical aggravation of symptoms or other adverse
gﬂeds occur, reduce dosage, or, if necessary, discontinue the

rug

Accu-Pak® Unit Dose (blnstev pack)
Box of 100 (strips of 10)
Tablets 20 mg — round, pale yellow, scored

imprinted CIBA 34)
tlesof 100. . ...................... NDC 0083-0034-30
Bottlesof 1000 ...................... NDC 0083-0034-40
Protect from light.
Disp in tight, light (USP).

SR Tablets 20

e

Note: SR Tablets are color-additive free.
Do not store above 86°F (30°C). Protect from moisture.
Disp in tight, light iner (USP).

mxwround white, coated
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AMERICAN JOURNAL OF
DISEASES OF CHILDREN

Changes in diagnosis and management occur at a
dizzying pace for pediatricians. AJDC offers new
concepts and methods to keep you current. Look
for these important articles in coming issues:

Intravenous narcotic therapy for children with severe sickle cell pain crisis
Few studies have been published about analgesic management practices during sickle cell
pain crisis. This report describes one institution’s five-year experience with intravenous
narcotic therapy, usually administered as a continuous infusion. Pain relief was achieved
in all episodes without withdrawal or addiction.

Correlates of coronary artery aneurysm formation and prevention

in patients with Kawasaki disease

In a study of patients with Kawasaki disease, those who developed coronary aneurysms
had been placed on aspirin therapy late in the course of their illness. Longer duration

of fever and lower hemoglobin levels were also noted. This article stresses the importance
of early diagnosis of Kawasaki disease, and of early treatment with aspirin.

Hemorrhagic shock and encephalopathy syndrome:

its association with hyperthermia

This report of three “well wrapped and warmed” babies links hyperpyrexia to hemor-
rhagic shock and encephalopathy syndrome, and presents important health guidelines.

Thymic hypoplasia associated with isotretinoin embryopathy

This case report describes thymus changes resulting in disturbed immune function,
which predisposes infants with isotretinoin embryopathy to infection and contributes to
their high mortality rate.

Autopsy: high yield in a neonatal population

Autopsy provided significant findings in 39% of the cases during a three-year study,
substantiating unproved diagnoses and discovering unsuspected conditions. Findings
influenced genetic counseling and were important in monitoring patient care.




Are You Confident About Your
Future In Pediatrics?

Medicine is changing. Pediatrics is changing
too. New sources of competition. Complicated
health finance systems. Technological advances.
Medical liability crisis. All of these issues affect
your practice. But you don'’t have to face

them alone.

The American Academy of Pediatrics rep-
resents you on these issues. We're shaping
the future of pediatrics.

Your Future depends on comprehensive contin-
uing medical education. Through PEDIATRICS,
PREP, Annual Meetings, Spring Sessions, CME
courses, AAP NEWS, Committee statements and
manuals the Academy gives you the information
you need to keep your skills sharp and practice
competitive.

The Future of Children. The mission of the
AAP is to ensure that all children have the oppor-
tunity to grow up safe and strong, with faith in
the future and in themselves. The AAP works to
achieve this through research, advocacy, and
professional and public education.

The Future of Pediatrics. Organized for
action, AAP spokespersons alert the media to
serious child health problems and inform the
public that pediatricians are uniquely qualified
to care for children from infancy to young
adulthood.

To Join The AAP return the coupon below or
Contact the Division of Membership Services,
American Academy of Pediatrics, 141 Northwest
Point Blvd., Elk Grove Village, IL 60007.

Or call toll-free 800/433-9016 in Illinois call
800/421-0589.
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We specialize in the future —
Your future and the future
of children.

Return this coupon to:

American Academy of Pediatrics

141 Northwest Point Blvd., P.O. Box 927
Elk Grove Village, IL 60007
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[] Specialty Fellow (b/c physician)
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ONLY
THREE DAYS
AGO THIS BABY
WAS IN TROUBLE
WITH RSV.




TODAY HE’S
GOING HOME.

Virazole

HELPED MAKE IT
HAPPEN.

VIRAZOLE: A
REVOLUTION IN THE
TREATMENT OF RSV

Last year, the introduction of
Virazole significantly improved
the odds against RSV. For the first
time, Virazole made it possible

to treat the disease, not just the
symptoms. The results in some
cases have been lifesaving. In
many other instances, the sever-
ity of the clinical manifestations of
RSV have been markedly reduced
by the third day of treatment.

RSV: THE
LIKELY CAUSE OF
BRONCHIOLITIS
AND PNEUMONIA
IN INFANTS'

Rapid diagnostic proce-
dures (2 to 5 hours) now
make it possible to con-
firm your diagnosis of



RSV in infants who are suffering
from lower respiratory disease.
Virazole makes it possible for
you to treat these infants quickly
and successfully.

RECENT STUDY"
FURTHER
DEMONSTRATES
EFFECTIVENESS
OF VIRAZOLE
(RIBAVIRIN)
THERAPY IN RSV

Hall and associates measured
the effects of Virazole therapy in
the treatment of RSV disease in
a group of 53 infants, including
infants with underlying disease.
""The rate of improvement in
the illness severity
score was signifi-
cantly greater
in the
ribavirin
patients
between

60

p=.001
p<.0l

% IMPROVEMENT

INFANTS WITH
TOTAL GROUP
(26 INFANTS) | CHPZPP

M Ribavirin Patients M Placebo Patients

Percent improvement in iliness severity score
from startto end of therapy ininfants with RSV
infection who received ribavirin compared
with those who received placebo for total
group of infants (left two bars) and for those
infants with congenital heart disease (CHD)
and bronchopulmonary dysplasia (BPD)

(right two bars) 4

day 1 and each subsequent

day of therapy...the difference

in improvement between the
ribavirin- and placebo-treated
patients was most noticeable dur-
in? the first 24 hours of therapy. In
infants with bronchopulmonary
dysplasia and congenital heart
disease, this may be particularly
important in preventing the cas-
cade of complications that are
more likely to ensue because of
the underlying disease 23...Sig-
nificantly greater improvement
was also demonstrated in their
arterial blood gas values and in
the amount of virus shed.”"*

Improvement—

% CHANGE

E‘.
$
]
+ 170 2| 2TO 4
" [TOTAL GROUP |INFANTS WITH
OF INFANTS | CHD/BPD
[26) (13)

M Ribavirin Patients M Placebo Patients

Percent improvement in illness severity score
fromday | today 2andfromday 2today 4in
infants with RSV infection who received
ribavirin compared with those who received
placebo for total group of infants (left bars)
and for those infants with congenital heart
disease (CHD) and bronchopulmonary dys-
plasia (BPD) (right bars).4

. Belshe RB {ed): Textbook of Human Virology. Massa-
chusetts, PSG Publishing Company Inc, 1984.

2. MacDonald NE, Hall CB, Suffin SC, Alexson C,
Harris PJ, Manning JA: Respiratory syncytial viral infec-
tion in infants with congenitol heart disease. N Engl J
Med 1982;307:397-400.

3. Hall CB, Powell KR, MacDonald NE, Galo CL,
Menegus ME, Suffin SC, Cohen HJ: Respiratory syncy-
tiol viral infection in children with compromised immune
function. N Engl J Med 1986,315:77-81.

4. Hall CB, McBride JT, Gala CL, Hildreth SW, Schnabel
KC: Ribavirin treatment of respiratory syncytial infection

in infants with underlying cardiopulmonary disease.
JAMA 1985;254:3047-3051.

Virazole

(Ribavirin)

lyophilized for aerosol administration

Please see prescribinginformation on next page forwarnings and contraindications.



Virazole

(Ribavirin)

Iophitred for aevonol adminsirarion

PRESCRIBING
INFORMATION

WARNING: RIBAVIRIN AEROSOL
SHOULD NOT BE USED FOR
INFANTS REQUIRING ASSISTED
VENTILATION BECAUSE PRECIPI-
TATIONOF THEDRUG IN THE RES-
PIRATORY EQUIPMENT MAY
INTERFERE WITH SAFE AND
EFFECTIVE VENTILATIONOF THE
PATIENT. Conditions for safe use with

higher than plasma concentrations in view
of the route of administration.

The bioavailability of ribavirin aerosol is
unknown and may depend on the mode of
aerosol delivery. After aerosol treatment,
peak plasma concentrations are less than
the concentration that reduced RSV plaque
formation in tissue culture by 85 to 98%.
After aerosol treatment, respiratory tract
secretions are likely to contain ribavirin in
concentrationsmany fold higherthanthose
required to reduce plaque formation. How-
ever, RSV isan intracellular virusand serum
concentrations may better reflect intracel-
lular concentrations in the respiratory tract
than respiratory secretion concentrations.

In man, rats, and rhesus monkeys, accum-
ulation of ribavirinandor metabolitesinthe
red blood cells hasbeennoted. plateauingin
red cells in man in about 4 days and gradu-
ally declining with an apparent half-life of 40
days. Theextentofaccumulation of ribavirin
followlng inhalation therapy is not well

a ventilator are still in d P

Deterioration of respiratory function
has been associated with ribavirin use
in infants, and in adults with chronic
obstructive lung disease or asthma.
Respiratory function should be care-
fully monitored during treatment. If
initiation of ribavirinaerosol treatment
appears to produce sudden deteriora-
tion of respiratory function. treatment
should be stopped and re-instituted
only with extreme cautionand continu-
ous monitoring.

Althoughribavirinis not indicated in
adults, the physician should be aware
that it is teratogenic in animals (see
CONTRAINDICATIONS).

DESCRIPTION:
Virazole®(ribavirin) Aerosol. an antiviral

INDICATIONS AND USAGE:

Ribavirin aerosol is indicated in the
treatment of carefully selected hospitalized
infants and young children with severe lower
respiratory tract infections due to respira-
tory syncyual virus (RSV) In two placebo

require optimum monitoring and attention
to respiratory and fluid status.

Drug Interactions:

Interactionsofribavirin with other drugs
such as digoxin, bronchodilators. other
antiviral agents, antibiotics, or anti-
metabolites has not been evaluated. Inter-
ference by ribavirin with laboratory tests has
not been evaluated.

Carcinogenesis, mutagenesis, impair-
ment of fertility:

Ribavirin induces cell transformation in
an invitromammalian system (Balb/C 3T3
cell line). However. ln v(vo carclno enicity
studies are { us far,

administering the drug has been evaluated
inonly asmall number of patients. Ribavirin
aerosol is not to be administered with any
other aerosol generating device or together
with other aerosolized medications. Riba-
virinaerosolshould not be usedfor patients
requiring simultaneous assisted ventilation
(see Boxed Warnings).

Virazole is supplied as 6 grams of lyophil-
ized drug per 100 ml vial for aerosol
administration only. By sterile technique,
solubilize drug with sterile USP water for
injection or inhalation in the 100 m! vial.
Transfer to the clean, sterilized 500 ml
widemouth Erlenmeyer flask (SPAG-2
Re‘servoir) and further dilute to a final

though inconclusive, suggest tha( chronic
feedingof ribavirin toratsat dose levelsin the
rangeof 16-60 mg/kg body weightcan induce
benign mammary. pancreatic. pituitary and
adrenal tumors.

Ribavirin is ic to lian
(L5178Y)cells in culture. Resultsof microbial
lethal

anan\mand
assay (mouse) were negative.
Ribavirin causes testicular lesions
(tubular atrophy) in adult rats at oral dose
levelsaslowas 16 m, day (lower doses not
tested). but fertility of ribavirin-treated
animals (male or female) has not been

s lled trialsin inf: lized with
RSV lower respiratory tract infection, riba-
virin aerosol treatment had a therapeutic
effect. as judged by the reduction by treat-
ment day 3 of severity of clinical manifesta-
tions of disease.>* Virus titers in respiratory
secretions were also significantly reduced
with ribavirin in one of these studies.*
Only severe RSV lower respiratory tract
infection is to be treated with ribavirin
aerosol. The vast majority of infants and
children wlth RSV infection have no lower
or have di: that
is mild, self limited, and does not require

drug. is a sterile, lyophilized powder to be
reconstituted for aerosol administration.
Each 100 ml glass vial contains 6 grams of
ribavirin. and when reconstituted to the
recommended volume of 300 ml with sterile
water for injection or sterile water for
inhalation (no preservatives added). will
contain 20 mg/ml ribavirin, pH approxim-
ately 5.5. Aerosolization is to be carried out
in a SPAG-2 nebulizer only.

lization or antiviral treatment. Many
children with mild lower respiratory tract
involvement will require shorter hospitaliza-
tion than would be required for a full course
of ribavirin aerosol (3 to 7 days) and should
not be treated with the drug. Thus the deci-
sion to treat with ribavirin aerosol should be
based on the severity of the RSV infection.
The presence of an underlying condition
such as prematurity or cardiopulmonary

Ribavirin is 1-beta-D-ribofi -1.2.4-

may increase the severity of the

1
triazole-3-carboxamide, with the following
structural formula:

Ribavirin, a synthetic
nucleoside. is a stable,
white, crystalline com-
pound with a maximum
solubility in water of 142
mg/ml at 25°C and with
only a slight solubility in
ethanol. The empirical
formula is C4H;N,Og and
the molecular weight is
244.2 Daltons.

CLINICAL PHARMACOLOGY:
Antiviral effects:

Ribavirin has antiviral inhibitory activity
{n vitro against respiratory syncytial virus.!
influenza virus, and herpes simplex virus.
Ribavirin is also active against respiratory
syncytial virus (RSV) in experimentally
infected cotton rats.?

In cell cultures, the inhibitory activity of
ribavirin for RSV is selective. The mecha-
nism of action is unknown. Reversal of the
{n vitro antiviral activity by guanosine or
xanthosinesuggests rlbavlrln mayactasan

\! of these cell

Immunologic effects:

g antibody resp to RSV
were decreased in rlbavlnn treated com-
3Th

pared

slgnmcanceof!hlsobservauon isunknown.

In rats, ribavirin resulted in lymphoid

atmphy of thymus.spleen,and Iymph nodes
y was ing

plgsand ferrets. Cellularlmmunlty wasalso
mildly depressed in animal studies.

Microbiology:

Severalclinicalisolatesof RSV were evalu-
ated for ribavirin susceptibility by plaque
reduction in tissue culture. Plaques were
reduced 85-98% by 16ug/ml: however.
plaquereduction varies with the test system.
The clinical significance of these data is
unknown.

Pharmacokinetics:

Assay for ribavirin in human materialsis
whichd riba-

vlrln and at least one metabolite.
Ribavirin administered by aerosol is
absorbed systemically. Four pedlatrlc

infectionanditsrisktothe patient. Highrisk
infants and young children with these
underlying conditions may benefit from
ribavirin treatment, although efficacy has

q ly investigated.

Pregnancy:

Teratogenic Effects: Pregnancy Category
X. See “Contraindications™ section.

Nursing Mothers: Use of ribavirin aerosol
in nursing mothersis not indicated because
RSV infection is self-limited in this popula-
tion. Ribavirin is toxic to lactating animals
andtheiroffspring. Itisnot known whether
the drug is excreted in human milk.

ADVERSE REACTIONS:

Approximately 200 patients have been
treated with ribavirin aerosol in controlled
or uncontrolled clinical studies.

Pulmonary function significantly deter-
iorated during ribavirin aerosol treatment in
six of six adults with chronic obstructive
lung disease and in four of six asthmatic
adults. Dyspnea and chest soreness were
also reported in the latter group. Minor
abnormalities in pulmonary function were
also seen in healthy adult volunteers.

curredin
severely ill infants with life-threatening
underlying diseases, many of whom
required assisted ventilation. The role of
ribavirin aerosol in these events is indeter-

been evaluated in only a small of
such patients.

Ribavirin aerosol treatment must be
accompanied by and does not replace stan-
dard supportive resplratory and fluid

for and children with
severe respiratory tract infection.

Diagnosis:
RSV infection should be documented by a

P Ag]
tion of viral antigen in respiratory tract
secretions by immunofluorescence®* or
ELISA®beforeor during the first 24 hoursof
treatment. Ribavirin aerosol is indicated
only for lower respiratory tract infection due
to RSV. Treatment may be initiated while
awaiting rapid diagnostic test results. How-
ever, treatment should not be continued
without documentation of RSV infection.

CONTRAINDICATIONS:

Ribavirinis contraindicated in women or
girls who are or may become pregnant
duringexposure to the drug. Ribavirin may
cause fetal harm and res; ‘plmtory syncytial
virus infection is self-limited in this
population. Ribavirin is not completely
cleared from human blood even four weeks
after administration. Although there are no

rtinent human data, ribavirin has been

lound tobe teratogenicand/orembryolethal
In nearly all species in which it has been
tested. Teratogenicity was evident after a
singleoraldoseof2.5m intheh

The iated

with ribavirin use:

Pulmonary: Worsening of respiratory status,
bacterial pneumonia. pneumothorax,
apnea, and ventilator dependence.

Cardiovascular: Cardiac arrest. hypoten-
sion. and digitalis toxicity.

There were 7 deaths during or shortly after
treatment with ribavirin aerosol. No death
was attributed to ribavirin aerosol by the
investigators.

Some subjects requiring assisted ventila-
tion have experienced serious difficulties,
which may jeopardize adequate ventilation
and gas exchange. Precipitation of drug
within the ventilatory apparatus, including
the endotracheal tube, has resulted in
increased positive end expiratory pressure
andincreased positive inspiratory pressure.
Accumulationoffluidin tubing(“rainout™)
has also been noted.

Although anemia has not been reported
with use of the aerosol. it occurs frequently
with oral and intravenous ribavirin, and
most infants treated with the aerosol have
not been evaluated 1 to 2 weeks post-treat-
ment when anemia is likely to occur.
Reticulocytosis has been reported with
aerosol use.

Rash and conjunctivitis have been asso-
ciated with the use of ribavirin aerosol.

Overdosage:

and after daily oral doses of 10 mg/kg in the
rat. Malformations of skull. palate, eye, jaw,
skeleton, and gastrointestinal tract were
noted inanimal studies. Survival of fetuses
and offspring was reduced. The drug causes
embryolethality in the rabbit at daily oral
dose levels as low as 1 mg/kg

WARNINGS:

Ribavirin administered by aerosol pro-
duced cardiac lesions in mice and rats after
30and 36 mg/kg, respectively. for 4 weeks,
andafteroraladministrationin monkeysat
120 and rats at 154 to 200 mg/kg for 1to 6
months. Ribavirin aerosol administered to
developing ferrets at 60 mg/kg for 10 or 30

din

No overdosage with ribavirin by aerosol
administration has been reported in the
human. The LD;, in mice is 2 gm orally.
Hypoactivity and gastrointestinal symp-
toms occurred. In man, ribavirin is seques-
tered in red blood cells for weeksafter dosing.

DOSAGE AND ADMINISTRATION

Before use, read thoroughly the Viratek
Small Particle Aerosol Generator (SPAG)
Model SPAG-2 Operator’s Manual for small
particle aerosol generator operating
instructions.

Treatment was effective when instituted
within thefirst 3daysofrespiratory syncytial
virus lower respiratory tract infection.®
Treatment early in the course of severe lower

patients ribavirin
tered by face mask for2.5hourseach day for
3dayshadp rations

from 0.44 to 1.55 uM, with a mean concen-
tration of 0.76 uM. The plasma half-life was
reported to be 9.5 hours. Three pediatrlc
patients inhaling ribavirin
tered by face mask or mist tent for 20 hours
each day for 5 days had plasma concentra-
tions ranging from 1.5 to 14.3 uM, with a
mean concentration of 6.8uM.

It is likely that the concentration of riba-
virininrespiratory tractsecretionsismuch

days andp bly
h h in the Iungs. Pro-
Iifemuvechanges wereseenat 131 mg/kg for
30 days. The significance of these findings
to human administration is unknown.
Ribavirin lyophilized in 6 gram vials is
intended for use as an aerosol only.

PRECAUTIONS:
General:

Patients with lower respiratory tract infec-
tion due to respiratory syncytial virus

y tract infection may be necessary
to achieve efficacy.

Treatment is carried out for 12-18 hours
per day for atleast 3and nomore than 7 days.
andis partofatotal treatment program. The
aerosol isdelivered toan infant oxygen hood
from the SPAG-2 1
tration by face mask or oxygen tent may be
necessary ifa hood cannot be employed (see
SPAG-2 . the vol of
distribution and condensa(lon area are
larger ina tentand efficacy of thismethod of

A28

of 300 ml with sterile USP water for
injectionor inhalation. The final concentra-
tion should be 20 mg/ml. Important: This
water should not have had any antimicrobial
agent or other substance added. The solu-
tion should be inspected visually for partic-
ulate matter and discoloration prior to
administration. Solutions that have been
placed in the SPAG-2 unit should be dis-
cardedatleastevery 24 hoursand whenthe
liquid level is low before adding newly
reconstituted solution.

Using the recommended drug concentra-
tion of 20 mg/ml ribavirin as the startin,
solution in the drug reservoir of the SPA(
unit, the average aerosol concentration for
a 12 hour period would be 190 micrograms/
liter (0.19 mg/) of air.

HOW SUPPLIED:

Virazole®(ribavirin) Aerosol issupplied in
100 mi glass vials with 6 grams of sterile,
lyophilized drug which is to be reconstituted
with 300 ml sterile water for injection or
sterile water for inhalation (no preservatives
added) and administered only by a small
particle aerosol generator (SPAG-2). Vials
containing the lyophilized drug powder
should be stored in a dry place at 15-25°C
(59-78°F). Reconstituted solutions may be
stored. under sterile conditions, at room
temperature (20-30°C, 68-86°F) for 24
hours. Solutions which have been placed in
the SPAG-2 unitshould be discarded at least
every 24 hours.

REFERENCES:

1. Hruska JF. Bernstein JM. Douglas Jr..
RG. and Hall CB. Effects of ribavirin on
respiratory syncytial virus in vitro.
Antimicrob Agents Chemother 17:770-775,
1 1980.

2. Hruska JF. Morrow PE. Suffin SC. and
Douglas Jr.. RG. In vivo inhibition of
respiratory syncytial virus by ribavirin.
Anl;mlcrobAgentsChemotherﬂ:125-130.
1982.

3. Taber LH.Knight V.Gilbert BE, McClung
HW et al. Ribavirin aerosol treatment of
bronchiolitis associated with respiratory
tract infection in infants. Pediatrics
72:613-618, 1983.

4. HallCB. McBride JT. Walsh EE. Bell DM
et al. Aerosolized ribavirin treatment of
infants with respiratory syncytial viral
infection. N Engl J Med 308:1443-7. 1983.
5. Hendry RM, Mcintosh K, Fahnestock ML,
and Pierik LT. Enzyme-linked immunosor-
bent assay for detection of respiratory
syncytial virus infection. J Clin Microbiol
16:329-33. 1982.
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TRADEMARK

(Qriseofulvin microsize)

* The only griseofulvin available in an oral suspension
* Especially suitable for pediatric use
* Also available in 250 and 500 mg tablets

ATREATMENT FOR ALL AGES

Please see next page for brief summary of Prescribing Information.

€ Ortho Pharmaceutical Corporation 1986




GRIFULVINYV

TRADEMARK

(griseofulvin microsize)
Tablets/Suspension
Indications
Major indications for GRIFULVIN V griseofulvin microsize are

Tinea capitis Tinea unguium

Tinea corporis Tineacruns

Tineapedis Tineabarbae

GRIFULVIN V (gnseofulvin microsize) inhibits the growth of those
genera of fung: that commonly cause rningworm infections of the harr.
skin, and nails, suchas

Tnchophyton rubrum Microsporum audouini

Tnchophyton tonsurans Microsporum canis

Tnchophyton mentagrophytes Microsporum gypseum

Tnchophyton interdigitalis Epidermophyton floccosum
Tnchophyton verrucosum Tnchophyton megnini
Tnchophyton sulphureum Trichophyton gallinae
Tnchophyton schoenlein: Tnchophyton cratenform

Note: Prior to therapy. the type of fungi responsibie for the infection
should be dentified. The use of the drug 1s not justified in minor or
tnvial infections which will respond to topical antifungal agents alone
Itis not effective in

Bacterialinfections Coccidioidomycosis
Candidiasis (Monihasis) North American Blastomycosis
Histoplasmosis Cryptococcosis (Torulosis)
Actinomycosis Tinea versicolor
Sporotrichosis Nocardiosis
Chromoblastomycosis

Contraindications

This drug 1s contraindicated in patients with porphyria, hepatocellular
failure, and in individuals with a history of hypersensitivity to
gniseofulvin

Warnings

Usage in Pregnancy: Sate use of GRIFULVIN V (gnseofulvin micro-
size) in pregnancy has not been established

Prophylactic Usage. Satety and etficacy of prophylactic use of this
drug has not been established

Chronic feeding of gniseofulvin, at levels ranging from 0.5-2 5% of the
diet, resulted in the development of liver tumors in several strains of
mice, particularly in males. Smaller particle sizes result in an
enhanced effect. Lower oral dosage levels have not been tested
Subcutaneous administration of relatively small doses of griseofulvin
once a week during the first three weeks of life has also been reported
to induce hepatomata in mice. Although studies in other animal
species have not yielded evidence of tumongenicity, these studies
were not of adequate design to form a basis for conclusions in this
regard

In subacute toxicity studies, orally administered griseofulvin pro-
duced hepatocellular necrosis in mice, but this has not been seen in
other species. Disturbances in porphyrin metabolism have been
reported in gnseofulvin-treated laboratory animals. Gniseofulvin has
been reported to have a colchicine-like effect on mitosis and cocar-
cinogenicity with methylcholanthrene in cutaneous tumor induction in
laboratory animals.

Reports of animal studies in the Soviet literature state that a gnseoful-
vin preparation was found to be embryotoxic and teratogenic on oral
administration to pregnant Wistar rats. Rat reproduction studies done
thus far in the United States and Great Britain have been inconclusive
in this regard, and additional animal reproduction studies are under-
way. Pups with abnormalities have been reported in the Iitters of a few
bitches treated with gniseofulvin

Suppression of spermatogenesis has been reported to occur in rats
butinvestigation in man failed to confirm this

Precautions

Patients on prolonged therapy with any potent medication should be
under close observation Penodic monitoring of organ system func-
tion. including renal, hepatic and hemopoletic, should be done

Since gnseofulvin 1s derived from species of penicillin, the possibility
of cross sensitivity with penicillin exists; however, known penicilin-
sensitive patients have been treated withous difficulty

Since a photosensitivity reaction 1s occasionally associated with
griseofulvin therapy, patients should be warned to avoid exposure to
intense natural or artificial suniight Should a photosensitivity reaction
occur. lupus erythematosus may be aggravated

Patients on warfann-type anticoagulant therapy may require dosage
adjustment of the anticoagulant during and after griseofulvin therapy.
Concomitant use of barbiturates usually depresses griseofulvin activ-
ity and may necessitate raising the dosage

Adverse Reactions

When adverse reactions occur, they are most commonly of the
hypersensitivity type such as skin rashes, urticaria and rarely, angio-
neurotic edema, and may necessitate withdrawal of therapy and
appropnate countermeasures. Paresthesias of the hands and feet
have been reported rarely after extended therapy. Other side effects
reported occasionally are oral thrush, nausea. vomiting, epigastric
distress, diarrhea. headache, fatigue. dizziness, insomnia, mental
confusion and impairment of performance of routine activities
Proteinuna and leukopenia have been reported rarely. Administration
of the drug should be discontinued if granulocytopenia occurs

When rare, serious reactions occur with gniseofulvin, they are usually
associated with high dosages, long periods of therapy. or both.

Our Commitment is to Skin Care & Dermatology

DERMATOLOGICAL DIVISION
ORTHO PHARMACEUTICAL CORPORATION
Raritan, New Jersey 08869

ORTHO
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Advances
in Pediatrics IV

June 4-6, 1987

Fort Magruder Inn

Williamsburg, Virginia

Participate in an outstanding CME course and
enjoy popular colonial Williamsburg. Register
now and join your colleagues June 4-6 for an
update and review in general pediatrics.
Specific topics to be discussed include:

* Immunology

* Neurology

* Allergy

« Infectious Diseases
* Neonatology
COURSE FACULTY
Elliott F. Ellis, M.D., FAAP

Sarah S. Long, M.D., FAAP
William Oh, M.D., FAAP
Rebecca H. Buckley, M.D., FAAP
John M. Freeman, M.D., FAAP

COURSE MONITOR
Richard L. Saphir, M.D., FAAP

AMA CATEGORY 1 CREDIT
16 Hours

PREP CREDIT
10 Hours

To Register or for Program Information, contact:

Department of Education

American Academy

of Pediatrics

P.O. Box 927
Elk Grove Village, IL 60007
Toll free 800/433-9016

In Illinois 800/421-0589

Yo el
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_ t‘or kids to take: for you to select therapy.

' Thepleasant cherry-flavored liquids or fruit Each iaCare product treats specific sympms. =
Sy chewables encmn'age young patient compliance. and clearly labeled packaging mak&s it easy fm‘
. parents to find.

B Easy" .ﬁjr nts to give:
P ~ The calibra cupordroppcgrl
i 'makﬁlteasy-todosecorrecﬂy

i “ -"“-J - e
Children's Cough Reliel Children’s Cold Rt-llel
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R - 3 Pr—— Stuffy
nfants’ ¢ omah Sappreman e [ Stuffy Noses
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Runny & Noses
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Noses »:’

Abcistl- e - Alcohol-free hquid |
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Children's Cold Reliel
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Make the change to

DEPAKOTE

DIVALPROEX SODIUM
ENTERIC-COATED TABLETS =

The same
selzure control
you've learnea
to trust with
DEPAKENE’

(VALPROIC ACID)

& HH

b



The differences
all work in your
patient’s favor:

m Enteric-coated to minimize gastric irritation.
m Significantly lower cost to your patient.

m Smaller, easier-to-swallow than Depakene capsules.

Same daily dose and dosing schedule you are now using
(three dosage strengths for accurate titration).

Please see adjoining page for prescribing information.

Send for Abbott's “Change for the Better” Program

—Includes clinical data and valuable patient
rebate slips for “First Rx” for Depakote
(redeemable at pharmacies).

Name

Address

City

State ZIP

Mail to Abbott Laboratories
Dept. 792



DEPAKOTE

divalproex sodium
Enteric-Coated Tablets

Restores control and quality of life

Three dosage strengths:
125mg tablet; 250mg tablet;
and 500mg tablet

NING:

P(PMI: FAILURE RESULTING IN FATALITIES HAS DCCURRED IN PATENTS MEEM VALPROIC ACID AND [T5 DERNATIVES.
EXPERENCE HAS INDICATED THAT CHILDREN UNDER THE AGE OF TWO YEARS ARE AT A CONSIDERABLY INCREASED RISX OF
DEVELDPING FATAL HEPATOTOXICITY, ESPECIALLY THOSE DN MULTIPLE ﬂ.NTIIDNVIIMTS THIOSE WITH UZNEENITN. MET.n
BOLC INSORDERS. THOSE WITH SEVERE SEIZURE DISORDERS ACCOMPANIED BY MENTAL RETARDATION. AND T HOR
GANIC BRAN IISEASE WHEN DEPAKDTE IS USED IN THIS P.lTlNT GR‘DUP IT SHOULD BE USED WITH EI’TNEM( C&UTIJN -leD
AS A SOLE AGENT. THE BENEFITS OF SEIZURE CONTROL 5 BE WEIGHED AGAINST THE RISKS ABOVE THIS AGE GROLP,
EXPERIENCE HAS INDICATED THAT THE INCIDENCE OF FiTnl HEPJTB'D:(IZ!'I'\" DECREASES CONSIDERABLY IN PROGRESSIVELY
OLDER PATIENT GROLIPS.

THESE INCIDENTS USUN.I\‘ HAVE DCCURRED DURING THE FIRST SIX MONTHS OF TREATMENT SERIOUS OR FMM
HEPATOTOXICITY MAY BE PRECEDED BY NOW- SPE[ZFI: SYMPTOMS SUCH AS LOSS OF SEIZURE CONTROL
WEAKNESS. ll'TPlMﬁ\‘ FACIAL EDEMA VOMITING. PATENTS SHOULD BE MONTTORED CLOSELY FDﬁ
APPEARANCE OF THESE SYMPTOMS. LIVER LrPl:Tm TESTS SHOULD BE PERFORMED PRIOR TO THERAPY AND AT FREQUENT
INTERVALS THEREAFTER, ESPECIALLY DURING THE FIRST 50X MONTHS.

DESCRIPTION: Dwvalproex sodim i a stable co-ordination compound comprised of sodwm valproate and valproic acxd i a 1:1 molar
memmwmdvmudmosmmummmmmum-mm

me.m jt of 31041 and occurs as 2 white powder with a characteristic odor.
DEPAXOTE s an oral antiepileptic s enteric-coated tablets in three dosage strengths containing divalproex sodium equivalent to
lmemusﬂ)mdmu

mm

125 mg tablets: ceflulosic polymers, diacetylated mwmrmcwnolmcmuowmm- pregelatinzed starch (con-

mmum):m . takc, titanium dioxide, vanillin and other

250 mg tablets polymers, diacetylated monoglycerides, FDAC Yellow No. 6. iron oxide, povidone, pregelatinized starch (con-

mmﬂud\):m mmmmmmmnnm

500 mg tablets: ceflulosic potymers, diacetylated monoglycerides, cmmwmcwmz-mmpwmmmm

starch (contains com starch). silica gel. takc. titanium dioxide. vanilfin and other ingr

cumrmuumm wm-mmmxmm-mm 10 valproxc acid. Ihanonmw

drugs. The by which DEPAKOTE exerts its ant effects

mmumu

wm Immwmumwlmnwmmdmmxd(
neuronal membrane i unknown. DEPAKOTE dissociates into valproate in the gastrontestinal tract.
mlememm Thereafter, DEPAKOTE s uni-
formly and reliably absorbed. as shown by studies in normal volunteers. Peak of valproate occur i 3 to 4 hours. Bioavailability
capsules. Concomtant administration with

munmmmdwm

mmm-mmmmumdmmmnummmmmcmmmw

i

 therapeutic drug concentrations, nmm(m)wmpmmusMMn
clescance and
mmmnhmmmmnmhumﬂwﬁu%ﬂmw
tw-mMn“mNﬂvwl primacily metabolzed m and s excreted as the glucuronide conjugate.
(Other metabolites in the mnm m:ﬁmgalMmmW(CJCJMCSWanu“mmm
mnhmnzm mu minor metabolites -propyl-ghutarc acid, 2 5-hydroxypentanoxc

mommn AND 08‘5!. WAKOTE (dwe

x sodiwm) ul\dwmlwm-mmdmunm.vynmmmd
twhbﬂimﬂ)wmhlmom

AKOTE may atso be used adjunctively in patients with multiple sewzure types which in-

Seizures, simple absence is defined as very brief clouding of the sensorium or loss
of consciousness (lasting usuaity 2- lsu:m) mmmmnwmmwummwmmmmmmu

M\u 15 the term used when other si 2lso present.
SEE “WARNINGS™ SECTION FOR STATEMENT FATAL HEPATIC OYSFUNCTION
CONTRAINDICATIONS: DEPAXOTE (DIVALPROEX SODIUM) SHOULD NOT BE ADMINISTERED TO PATIENTS WITH HEPATIC DISEASE
OR SIGNIFICANT DYSFUNCTION.
DEPAXOTE s L pats vith known to the drug.

WARNINGS: Hepatic failure resulting in fatalities has occurred in patients receiving valproic scid These incidents usual-
nmgm“n«mw—mﬁmmvlmlwuﬂmn‘mumuhnuu -specific
-ul-u lethargy, facial edems, mhndnnnh;l’mu
i closely for lwlmumum-uhm'—l to therapy
mnhmmhm mmmulmu--mnm
these tests may not be abnormal in all instances, but showld also consider the results
ﬂmduln-lnh Mmummmu.ﬂznmnum
hepatic disease. hmnu-mm mital metsbalic
i with severe seizure dissrders accompanied by mental retardation, and Mulﬂmbrlnlnun
-'hllmm lwmmmnlt-l*hmllmmmnnm‘uﬁ?mm
risk of inlly those with the sforementioned conditions. When DEPAKOTE is used in
ilhndmrn! RMuwm--mmnumtmwmmmmm
# risks. Above this mlwl.l that the incidence of futal hepatotoxicity de-
patient groups.
lﬁlmlﬁqﬂﬂuﬂl-’nlmlﬂew suspected or apparent,

The lmmnq adverse effects m derm iver enrvmn.l ma\' be am rmmt The berefit ol smproved sww: contral
which may accompany the hm doses should Mlme e wel er incidence of sdverse ¢
o n FUBL BI. HE l\f TS VN.P ACID MAY PRODUCE TWTDEEKI: EF

5 INTHE OF HUMAN
THERE ARE MULTIPLE REPORTS IN P( ELlI‘J.L LIT!MTLIHE WHICH wurt !HM T'HE USE OF ANTEPILEPTIC DRUGS DURING
PREGNANCY RESULTS IN AN INCREASED INCIDENCE OF ARTH DEFECTS IN THE OFFSPRING. AL THOUGH DATA ARE MORE EXTENSIVE
WITH RESPECT TO TRIMETHADIONE. PARAMETHADMINE. PHENYTOWM, AND PHENOBARBITAL REPORTS INDICATE A POSSELE
SIMILAR ASSOCIATION WITH THE USE OF OTHER ANTIEPLEPTIC DRUGS THEREFDRE, ANTIEPILEFTIC DRUGS SHOULD BE
ADMINISTERED TO WOMEN OF CHLDBEARMNG POTENTIAL ONLY F THEY ARE CLEARLY SHOWN TO BE ESSENTIAL IN THE
MANAGEMENT DF THEIR SEITURES.

THE INCIDENCE OF NEURAL TUBE Eﬂlﬂs N THE FEIUS Mﬂ\" BE INCREASED N MOTHERS RECENVING VALPROATE DURNG THE
FIRST TRIMESTER OF PREGNANCY TERS FOR DISEASE CONTROL (COC) HAS ESTMMATED THE RISK DF VAL AL
HAVING I:HI.EHEN \'JTH SPINA BIFIDA Tl] BE APPROXIMATELY 1 TD 2% THIS RISK IS SIMILAR TO THAT FOR
NONEPILEPTIC WOMEN WHO HAVE HAD CHILDREN WITH NEURAL TUBE DEFECTS (ANENCEPHALY AND SPINA BIFIDA)

ANIMAL STUDIES ALSO HAVE DEMONSTRATED VALPROIC ACID INDUCED TERATDGENKCITY. Studses in rats and human females
demansiated placental transler of the Dwu greater than 65 mg/kg/day grven 1o ant rats and mice produced skeletal abnormali-
ties in the offspring. primariy involving wvertebrae; doses greater than 150 meg/kg/day given io pregrant rabhits produced fetal
mewwlaﬁrmmmnhlﬂww In rats a dose-relsted delay i the onset of partwition was noted
Postnatal growth and survival of the progeny were adversely affecied, panticularly when drag sdministration spanned the entire gestation
ldlwllllw period

Arieps should not be decomnued m patents n whom the drug & admenestered Y0 prevent magpr sedwres because of the
sirong mﬁlﬂlm peRcipitating status epilepticus with alendant hypaxia and threst to ke In ndividual cases where the seventy and ire
quency of the seinore disorder e such that the removad of medication does not pose 2 serows threat 1o the pateent. diacontrsation of the

deug may be congidered prioe 10 and during pregnancy, sithough i cannot be savd with any confidence fat sven mnor seirures 3o not pose
some hazard to the developing o fetus.
The prescribing physician wall wish 10 weig these consideratons i teating or coursaling lﬂ"lﬂlu: wamen of chidbearng potentisl

ntcumou, mmdlm See “Boxed Waming.” “Contraindications”™ and “Wamings'
Because of thtomm -mmmmmmmwpmmwm and abnormal lation
are recommended before nmwi\mwmnwmhnmlklnmumm:d
pationts receivi EPMDTE %m)ummhwmm count and coagulation parameters prior to planned surgery. Evi-
dhlvll’tgmbm’um mzm:um-wmmwd&?ﬂmw«mnﬂd

o coma has been reported and may be present in the absence of abnormal liver function tests.

M:Wlmmm ’AKOTE should be discontinued. §
iteract with concurrently administered ‘%mmmm-u
drugs are during the earty course of therapy. (See “Drug Interactions” section)

Valproate is partially efiminated in the urne a5 4 keto-metabolite which may lead 1o a alse interpretation of the urine ketone test
Thm hawe been reports of altered thyrowd funciion tests associsted with vaiproate. The clincal sgniticance of these s unknawn
for Patients. Since DEPAKOTE may produce CNS depression, especially when combined with ancther CNS depressant (e.g
alcmm! patienity should be advesed not 1o engage i harandous occupations, such as driving an sutomabile o epersting dangenows machn
ery. until it & known that they do not become drowesy from the drug
Drug Intaractmons. Valpros: acid may potentiate the CNS depressant activity of alcohol
The concomdan admnstration of uhmc :d with drugs that exhibn extenssve proten bindng (o.., sspirn. carbamazepine. and dicy
mlrnlj may resull in alveration of se
THERE IS EVIDENCE THAT 'MU’NEI: ﬂ E'-M CALISE AN INCREASE IN SERUM PHENDBARBITAL LEVELS BY IMPAIRMENT OF NON
RENAL CLEARANCE THIS PHENOMENON CAN RESULT N SEVERE CNS DEPRESSION. THE COMBINATION OF VALPAOIC ACID AND
PHENDBARBITAL HAS ALSD BEEN REPORTED TO PRODUCE CNS E?ESSIJN WITHOUT SIGNIFICANT nnmmns DF Mmﬂ

OGICAL Tﬂ-l SERUM BARBITURATE LEVELS SHOULD BE DBTAINED. F POSSIBLE. AND THE BARBITIJMT[ WSAGF

Pramidors s metabolized nn 8 barbiturate and, therefore, may also be mvolved in 8 smilar o entical interaction
THERE HAVE sﬂ’l “?ON'S OF BREAKTHROLGH S(IZURES DCCURRING \'ﬂTH THE COMBINATION OF VALPROIC ACID AND PHENY
TOIN. MOST REPORTS HAVE NOTED A DECREASE IN TOTAL PLASMA PHENYTOIN CONCENTRATION. HOWEVER INCREASES IN TOTAL
PHENYTOIN SERUM CEIH:INTMTIJN 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 SEAUM PHENYTOIN WITH AN
INCREASE IN THE FREE V5. PROTEIN BOUND PHENYTOMN LEVELS HAS BEEN REPORTED THE DOSAGE OF PHENYTOM SHOULD BE
ADJUSTED AS REQUIRED BY THE CLINICAL SITUATION
THE CONCOMITANT LISE OF VALPRIOIC ACID AND CLONAZEPAM MAY PRODUCE ABSENCE STATUS

There = inconcluswve evidence regarding the effect of valproate on serum ethoscamade levels. Patients receiving vaiproate and etho
suximide, especially along with other andiconvulsants, should be monaored for altevations n serum concentrations of bath drugs

Caution 1 recommended when DEPAKOTE (dvalproex sodwm} s administered with drugs affecting cosgulation. £ g spein and warts
rin. (See “Adverse Reactions™ section)

Care: Valproic acid was administered to Sprague Duwiey rats and ICR (HA/ICR) mice ot doses of 0. BO and 170 mg
kg/day for two years. Although a vanety of neaplasms were observed n both species, the chief findings were » statstically signdicant i
crease o the ocdence of subcutaneous fibrosarcomas in high dose male rats recenong valproic acid and & statistically icant dose-
related irend for beragn pulmonary adenamas i male mice recerving valproic acid The sgnificance of these findings for man 1 crknown at
present

Mutagenesss. Studies on valprowc acid have been performed using battersl snd mammalan systems These studis have provided no
evidence of 2 mutagens potestial for DEPAKOTE

Fartibty. Chromc tomcity studees n pvenile m n.m lau nd nop mmn reduced spermatogenesss and testicular atroghy at
m nlal!I than: 200 mg/ oy day = rats and gre mg E, dogs. Segment | fertilty studies n rats have shown deses up 1o

ll? T? y for GCI 1o have no effect o fmﬂr THE EFFELT OF KPHDT[ (DAVALPROEX SODIUM] DN THE DEVELDPMENT OF
1HE 4] SNIEI TION AND FERTILITY IN HUMANS 5 UNKNOWN
le\- Category [: See “Wamngs™ secton

Murzing ﬂ’bmrr Valproate s excreted in breast milk. Concentrations i breass milk have been reported 1o be 1.10% of serum concentra
tions. It i not known what effect this would have on & nerprg mfant. Caution should be exercimed when DEPAKITE s administered 1o & nurs
ng woman
ADVERSE REACTIONS: Smce volwm: acid and ts dervatives have usually been used with other antiepileptic drugs., 1 1s not possible,
n most cases, to determine whether the following adverse reactions can be ascribed to valprox acid slone. of the combination of drugs.

Gastr reported side effects at the iitiation of therapy are nausea. vomiting and ndi

Pproex inal side effects in some patients:
CNS Effocts: Snumoﬂmhmbwu\uodmnnmmemvmxdammunmmmmnwllmxm:mnq
:wh-mmnmsu. memrﬁmmdmnmm‘mnamhmhumm n patients re.
and may be dose-relsted. Ataxia, headache. . diplopia, asterixis. “spots before eyes.” dysarthria, dizzmess, and
-mﬁnn;vhmmlvbn»nun Rveuusof:umhmbnnnﬂnnnnmmmmnm:xdnmuntmmﬂmm

Dermatologec: Transient ncreases in hair loss have been observed. Skin rash and erythema multrforme rarely have been noted.
- Emotional . psychosis, aggression, hyperactivity and behavioral deteroration have been reported.

mvmxdmmummm mmmﬂm (See l)ughnv
noted. lmﬁm&wmwm

and LDH are frequent and appear 10 be dose related. Occasionally.
abnormal changes m other Iver on tests These results may re

ﬂ.huwnr.- There have mmdmmhn, nchuding rare fatal cases. occurming in patients receving valprow acd and its.
Metaboic: Hyperammonemia. (See “Precautions” section)
Wmh-mmmdwmmmmdmﬂmlmnawmwmmummm\wuxhvwmm

Ml Edema of the extremities has been reported.

OVERDOSAGE: Overdosage with vaiproic acid may result in deep coma.
Since DEPAKOTE tablets are enteric-coated, mmhmmtlwmmmmuvwwmmlmsmonmm General sup-
mmmmmhhwmmmmmanm iven to the maintenance of adequate urnary output
Naloxone has been reported to the CNS depressant effects of valproate overdosage. Because naloxone could theoretically aiso
mnnw:mmdqunmuMMcmm

DOSAGE AND IIPMOYE s oralty. The mnitial dose 1s 15 mg/kg/day. mncreasing at
mundul-vubys 10 mg/kg/day unti mntumhdammmwnmmmmfhtmummw
quylm dutyﬁummlwm 1t should be
PAKENE IDWMINT hunnswvmuwmem &';A‘KENE (vabm: acwd) therapy. DEPAKOTE should be mi-
wnmmw duulg 3 Atter the patient is stabilized on DEPAKOTE. a twice-a-day or three-times-a-day
Mmhmn

m
mmummmwmommm)mmumow mmudwumcml

Mm
:nvm
mhvnhlwmumwmwlm.’ﬂwlwwml &cmummucmm-mmmubmmm

k m?mm dosage 15 titrated upward. blood levels of phenobarbital and/or phenytom may be affected (See “Precautions” sec

ummmvllonmﬁ | writation may benef from admunistration of the drug with food or by slowty burlding up the dose from an w1
[
HOW SUPPLIED: DEPAKOTE (dwalproex sodwm enteric-coated tablets) are supphied as
125 mg salmon pink-colored tablets.
Bottiesof 100 ... . (NOC 0074.6212.13)
zsommm»cmnm
Borties of 100 ...
MP&‘mlmpmo“w
500 mg lavender-colored tablets:

(NDC 0074.6214-13)
(NDC 0074-6214-11)

Botles of 100 . (NDC 0074-6215-13)
MPEQMMMMM 100 . (NDC 0074-6215:-11)
MF“EIC!S
1. Centers for Dissase Control, Vaiproate. A New Cause of Buth Defects — Report trom Raly and Follow-up from France. Mortwdity and
Woetly Report 32(33) mm NETZS 1983
2. Wilder, B.J. et al, Gastrointest ‘Sodium, Meurnlogy 33:808-811. June, 1383

3. Wilder, BJ_ et al, YmMDnu\ngmtm()mbrm Ciin Pharmacol Ther 34(4)- 501-504. 1983
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Introducing...

Anedgein
diarrhea management

For replacemen ; ai
F II‘LDLJ.LLHI{.[II and maintenance
of water and electrolytes in diarrhea with
mild to moderate dehydration

Ready to Use

DO NOT ADD WATER

ik,

32 FL.OZ (1QT) convenience

o meets AAP recommendations for maintenance of hydration’ W%«ﬁﬁm yet familiar, lightweight package

Axp RESOU
dabon

SODIUM

(mEQL) 4010 60 50
POTASSIUM

(mEgL) 2 20
GLUCOSE (%) 20125 20

RESOL" also contains 50 mEg/L Chioride,

34 mEq/L Citrate, 4 mEq/L Magnesium, 4 mEg/L
Calcium and 5 mEq/L Phasphate/(HPO, ).
Calories: BO/L. Osmolality: 269 mOsmvkg H,0.
» responds to a need for 50-60 mEq/L of sodium called for by
leading authorities ?

e 3s effective as stronger concentrations—with less potential for
hypernatremia

« RESOL*: easy to use, no mixing required

© RESOL": easy to keep on hand, ready to feed for diarrhea
management

References: 1. Committee on Nutrition, American Academy of Pediatrics: Oral fluid therapy
and postireatment feeding following enteritis, chap 31 in Forbes GB. ed. and Woodruif CW,
assoc ed: Pediatric Nutrition Handbook

2nd ed, American Academy of Pediatrics, A

Elk Grove Village, llinois 1985, pp 274-280 Wyeth Laboratories
2. Seminar on Oral Rehydration for Philadeiphia PA 19101
Diarrheal Disease, Johns Hopkins School

of Medicine, March 15-17, 1982

™

©1986, Wyeth Laboratones.
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GAMMAGARD

Immune Globulin
Intravenous (Human)

Efficacy: a product of
high titer count and
full antibody activity.

Immunoglobulin G deficiency: Bothersome
at best, often deadly. Without fully functioning
defenses, a patient is prey to a legion of pathogens:
Pseudomonas aeruginosa, Group B Strepto-
coccus, Streptococcus pneumoniae, and Hemo-
philus influenzae, to name just a few of the

most common—and virulent.

Studies in mice have shown that a broad
spectrum of problematic pathogens are
countered by the high titers of antibody in
GAMMAGARD® IGIV. Peak levels of 1gG are
reached as soon as an infusion is complete. So
GAMMAGARD® IGIV offers immunocompromised
patients the immediate protection they need.

Native immunoglobulin G antibody activities

are retained, as well as the normal distribu-

tion of IgG subclasses. Our state-of-the-art ion
eC nn]n;.,\ assures tlmt

In addition to titer counts and animal protec-
tion capability, to be safe an IGIV must also
have a high degree of purity. For example,
IGIV preparations with a significant amount of IgA
have caused life-threatening anaphylactic reac-
tions. The IgA content in GAMMAGARD® IGIV is
very low—not more than 10 micrograms/ml.
Result: today GAMMAGARD®™ IGIV is the only
IGIV product not contraindicated in selective

deficiency. GAMMAGARD" IGIV should still

en with caution to IgA-deficient patients.

When your immunocompromised patients
require protection, think of GAMMAGARD
IGIV—the IGIV with remarkably high titers for an
impressive variety of pathogens, very low levels of
IgA, and high levels of purified IgG monomer—in
short, the IGIV with the characteristics your
patients must have.

TRAVENOL LABORATORIES, INC.
HYLAND THERAPEUTICS DIVISION
For further information call 80C 3-2090;
from California, 800/232-2200.
See the reverse for full prescribing information.




DIRECTION INSERT

Immune Globulin Intravenous (Human)
GAMMAG

ARD®
DESCRIPTION
Immune Globulin Intravenous (Human),
GAMMAGARD® * is a sterile, dried, highly purified

preparation of immunoglobulin which is derived from
the cold ethanol fractionation process and is fur-
ther purified using ultrafiltration and ion exchange
adsorption. When reconstituted with the appropriate
volume of diluent, this preparation contains approx-
imately 50 mg of protein per mL, of which at least
90% is gamma globulin. The reconstituted product
contains approximately 1% sodium chloride, not
more than 20 mg/mL glucose, not more than
0.2 g/dL PEG, and 0.3M glycine as a stabilizing
agent. It has a pH of 68+04.

The manufacturing process for Immune Globulin
Intravenous (Human), GAMMAGARD, isolates
gamma globulin without additional chemical or
enzymatic modification and the Fc portion is main-
tained intact. Immune Globulin Intravenous (Human),
GAMMAGARD contains all the immunoglobulin G
antibody activities which are present in the donor
population. On the average, the distribution of IgG
subclasses present in this product is the same as
is present in normal plasma.! Immune Globulin Intra-
venous (Human), GAMMAGARD contains only trace
amounts of IgM and IgA.

Immune Globulin Intravenous (Human),
GAMMAGARD contains no preservative.

This product has been prepared from large pools
of human plasma which was taken only from plasma
units found to have normal levels of alanine amino-
transferase (ALT). Each unit of plasma used in the
manufacture of this product has been found to be
nonreactive for HBsAg and HTLV-IlI antibody by
FDA approved tests.

CLINICAL PHARMACOLOGY

Immune Globulin Intravenous (Human),
GAMMAGARD contains a broad spectrum of igG
antibodies against bacterial and viral agents that
are capable of opsonization and neutralization of
microbes and toxins.

Peak levels of IgG are reached immediately after
infusion of Immune Globulin Intravenous (Human),
GAMMAGARD. It has been shown that IgG is
distributed relatively rapidly between plasma and
extravascular fluid until approximately half of the
total body pool is partitioned in the extravascular
space. A rapid initial drop in serum lewels is,
therefore, to be expected.2

As a class, IgG survives longer in vivo than other
serum proteins.2.3 Studies show that the half-life of
Immune  Globulin Intravenous  (Human),
GAMMAGARD is approximately 24 days. These find-
ings are consistent with reports of a 21 to 25 day
half-life for 19G.2,3,4 The half-life of IgG can vary
considerably from person to person, however. In
particular, high concentrations of IgG and hyper-
metabolism associated with fever and infection have
begn seen to coincide with a shortened half-life of
1gG.2:3,4,5

INDICATIONS AND USAGE

Antibody Deficiency

Immune Globulin Intravenous (Human),
GAMMAGARD is efficacious in the treatment of
primary immunodeficient states in which severe
impairment of antibody forming capacity has

been shown, such as: congenital agammaglobu-
linemias, common variable immunodeficiency,
Wiskott-Aldrich syndrome, and severe combined
immunodeficiencies.45

Immune Globulin Intravenous (Human),
GAMMAGARD is especially useful when high levels
or rapid elevation of circulating gamma globulins
are desired or when intramuscular injections are
contraindicated.

CONTRAINDICATIONS
None known.

WARNINGS

Immune Globulin Intravenous (Human),
GAMMAGARD should only be administered intra-
venously. Other routes of administration have not
been evaluated.

Immune Globulin Intravenous (Human),
GAMMAGARD contains very low quantities of IgA
(not more than 10 wg/mL) and afthough no instances
of anaphylaxis associated with the use of this pro-
duct have been observed during the clinical trials,
such reactions have been observed with other im-
munoglobulin products.5:6 Immune Globulin
Intravenous (Human), GAMMAGARD should be given
with caution to patients with antibodies to IgA or
selective IgA deficiencies.

PRECAUTIONS

Drug Interaction

Admixtures of Immune Globulin Intravenous
(Human), GAMMAGARD with other drugs have not
been evaluated. It is recommended that Immune
Globulin Intravenous (Human), GAMMAGARD be ad-
ministered separately from other drugs or medica-
tion which the patient may be receiving.

Pregnancy Category C

Animal reproduction studies have not been con-
ducted with Immune Globulin Intravenous (Human),
GAMMAGARD. It is also not known whether Immune
Globulin Intravenous (Human), GAMMAGARD can
cause fetal harm when administered to a pregnant
woman or can affect reproduction capacity. Immune
Globulin Intravenous (Human), GAMMAGARD should
be given to a pregnant woman only if clearly needed.

ADVERSE REACTIONS

The incidence of untoward reactions to Immune
Globulin Intravenous (Human), GAMMAGARD is low,
although various minor reactions, such as head-
ache, fatigue, chills, backache, lightheadedness, fever
and nausea may occasionally occur. The incidence
of these reactions during the clinical trials was less
than 6%. Slowing or stopping the infusion usually
allows the symptoms to disappear promptly.

Immediate anaphylactic and hypersensitivity re-
actions due to previous sensitization, although they
have not been observed during the clinical trials, are
a possibility. Epinephrine should be available for treat-
ment of any acute anaphylactoid reaction. (See
WARNINGS.)

DOSAGE AND ADMINISTRATION

Antibody Deficiency

For patients with primary immunodeficiencies,
monthly doses of at least 100 mg/kg are recom-
mended. Initially, patients may receive 200-400
mg/kg. As there are significant differences in the
half-life of IgG among patients with primary im-
munodeficiencies, the frequency and amount of im-
munoglobulin therapy may vary from patient to
patient. The proper amount can be determined by
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monitoring clinical response and/or the serum IgG
levels before each dose, to insure that they do not
drop below 500 mg/dL.

Rate of Administration

Itis recommended that initially a rate of 0.5 mL/kg
per Hr be used. If infusion at this rate causes the
patient no distress, the administration rate may be
gradually increased but should not exceed 4 mL/kg
per Hr.

A rate of administration which is too rapid may
cause flushing and changes in pulse rate and blood
pressure. Slowing or stopping the infusion usually
allows the symptoms to disappear promptly.

Administration

Immune Globulin Intravenous (Human),
GAMMAGARD should be administered as soon after
reconstitution as possible. Administration should not
begin more than 2 hours after reconstitution.

The reconstituted material should be at room
temperature during administration.

Parenteral drug products should be inspected
visually for particulate matter and discoloration prior
to administration, whenever solution and container
permit.

Follow directions for use which accompany the ad-
ministration set. If a Hyland set is not used, make
sure the administration set contains an adequate filter

How Supplied

Immune Globulin Intravenous (Human),
GAMMAGARD is supplied in either 25 g or 50 g
single use vials. Each vial of Immune Globulin Intra-
venous (Human), GAMMAGARD is furnished with
a suitable volume of Sterile Water for Injection, USP,
a transfer device and an administration set which
contains an integral airway and a 15 micron filter.
Storage

Immune Globulin Intravenous (Human),
GAMMAGARD should be stored under ordinary
refrigeration, (2 to 8 °C, 36 to 46 °F). Freezing should
be avoided to prevent the diluent bottie from breaking.
REFERENCES
1. Unpublished data in the files of Travenol Labora-
tories, Inc.
2. Waldmann TA, Storber W: Metabolism of
immunoglobulins. Prog Allergy 13: 1-110, 1969
3. Morell A, Riesen W: Structure, function and cata-
bolism of immunoglobulins in Immunohemotherapy.
Nydegger UE (ed), London, Academic Press, 1981,
pp 17-26
4. Stiehm ER: Standard and special human immune
serum globulins as therapeutic agents. Pediatrics
63:301-319, 1979
5. Buckley RH: Immunoglobulin replacement therapy:
indications and contraindications for use and variable
IgG levels achieved in Immunoglobulins: Character-
istics and Use of Intravenous Preparations. Alving
BM, Flnlayson JS (eds), Washington, DC, U.S. De-
partment of Health and Human Services, 1979, pp3-8
6. Burks AW, Sampson HA, Buckiey RH: Anaphylactic
reactions following gammaglobulin administration
in patients with hypogammaglobulinemia: detection
of IgE antibodies to IgA. Submitted for publication.
Inquiries:
From CA: (800) 232-2200
All other states: (800) 423-2090

*Manufactured under U.S. Patent No. 4,439,421
©1986 Travenol Laboratories, Inc. All rights reserved.

TRAVENOL LABORATORIES, INC.
HYLAND THERAPEUTICS DIVISION
GLENDALE, CA 91202 US.A.
US. License No. 140

30-35-01-300B  Revised February 1986

Printed in US.A.
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On your prescription only

RYNATAN (=2

PEDIATRIC SUSPENSION B.1.D.

Before prescribing, please refer to full product information,
a brief summary of which follows:

Indications and Usage: ‘Rynatan’ is indicated for
symptomatic relief of the coryza and nasal congestion
associated with the common cold, sinusitis, allergic rhinitis
and other upper respiratory tract conditions. Appropriate
therapy should be provided for the primary disease.

Contraindications: ‘Rynatan’ is contraindicated for
newborns, nursing mothers and patients sensitive to any
of the ingredients or related compounds.

Warnings: Use with caution in patients with hypertension,
cardiovascular disease, hyperthyroidism, diabetes, narrow
angle glaucoma or prostatic hypertrophy. Use with caution
or avoid use in patients taking monoamine oxidase (MAO)
inhibitors. This product contains antihistamines which may
cause drowsiness and may have additive central nervous
system (CNS) effects with aicohol or other CNS depressants
(e.g.. hypnotics, sedatives, tranquilizers).

Precautions: General: Antihistamines are more likely to
cause dizziness, sedation and hypotension in elderly
patients. Antihistamines may cause excitation, particularly in
children, but their combination with sympathomimetics may
cause either mild stimulation or mild sedation.

Information for Patients: Caution patients against drinking
alcoholic beverages or engaging in potentially hazardous
activities requiring alertness, such as driving a car or
operating machinery, while using this product.

Drug Interactions: MAQ inhibitors may prolong and intensify
the anticholinergic effects of antihistamines and the overall
effects of sympathomimetic agents.

Carcinogenesis, Mutagenesis, Impairment of Fertility: No
long term animal studies have been performed with ‘Rynatan’

Pregnancy: Teratogenic Effects: Pregnancy Category C.
Animal reproduction studies have not been conducted with
Rynatan. It is also not known whether ‘Rynatan’ can cause
fetal harm when administered to a pregnant woman or can
affect reproduction capacity. ‘Rynatan’ should be givento a
pregnant woman only if clearly needed.

Nursing Mothers: ‘Rynatan’ should not be administered to a
nursing woman.

Adverse Reactions: Adverse effects associated with
‘Rynatan’ at recommended doses have been minimal. The
most common have been drowsiness, sedation, dryness of
mucous membranes, and gastrointestinal effects. Serious
side effects with oral antihistamines or sympathomimetics
have beenrare.

Note: The following sections are optional and may be omitted.

Overdosage: Signs & Symptoms—may vary from CNS
depression to stimulation (restiessness to convulsions).
Antihistamine overdosage in young children may lead to
convulsions and death. Atropine-like signs and symptoms
may be prominent.

Treatment—Induce vomiting if it has not occurred
spontaneously. Precautions must be taken against aspiration
especially ininfants, children and comatose patients. If
gastric lavage is indicated, isotonic or half-isotonic saline
solution is preferred. Stimulants should not be used. If
hypotension is a problem, vasopressor agents may be
considered.

Dosage and Administration: Administer the recommended
dose every 12 hours.

‘Rynatan’ Tablets: Adults—1 or 2 tablets.

‘Rynatan’ Pediatric Suspension: Children over six years of
age—5to 10 mi(1 to 2 teaspoonfuls); Children two to six

years of age—2.5 to 5 mi (*2 to 1 teaspoonful), Children under
two years of age—Titrate dose individually.

How Supplied

‘Rynatan’ Tablets: buff, capsule-shaped. compressed tablets
inbottles of 100 (NDC 0037-0713-92) and bottles of 500
(NDC 0037-0713-96)

‘Rynatan’ Pediatric Suspension: dark-pink with strawberry-
currant flavor, in pint bottles (NDC-0037-0715-68)

Storage: ‘Rynatan’ Tablets—Store at room temperature;
avoid excessive heat—(above 40°C/104°F).

‘Rynatan’ Pediatric Suspension—Store at controlled room
temperature—between 15°C-30°C (59°F-86°F); protect from
freezing. Issued 1/82

WALLACE LABORATORIES
Division of Carter-Wallace. Inc.
\“i Cranbury. New Jersey 08512

Advances |
in Pediatrics il |

May 21-23, 1987
Mariner’s Inn
Hilton Head Island, South Carolina

|
|
An outstanding program in the five subspecialty ‘

. areas of gastroenterology, allergy/asthma,
infectious diseases, behavioral pediatrics,
and dermatology will be presented at the
annual “Hilton Head” CME. Register now and

. enjoy oceanfront accommodations and the

' many activities offered on beautiful Hilton
Head Island.

COURSE FACULTY
ALLERGY/ASTHMA
Philip Fireman, M.D., FAAP

BEHAVIORAL PEDIATRICS
Barton D. Schmitt, M.D., FAAP

DERMATOLOGY
Mary Spraker, M.D.

| GASTROENTEROLOGY
Richard J. Grand, M.D., FAAP

INFECTIOUS DISEASES
Neal A. Halsey, M.D., FAAP

COURSE MONITOR
Betsy Busch, M.D., FAAP

AMA CATEGORY 1 CREDIT
16 Hours

PREP CREDIT

10 Hours

To Register or for Program Information, contact:
Department of Education

American Academy

. of Pediatrics

; P.O. Box 927

i Elk Grove Village, IL 60007
Toll free 800/433-9016
In Illinois 800/421-0589
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First Foods. Fruits & Vegetables.

Four fruits and five vegetables Single-ingredient foods facilitate Single serving size (22 o0z.) suits

complement the nutrients found in monitoring for food sensitivities. small appetites.
breast milk or formula and infant cereal. Completely natural...pure and
Colorful orange labels help parents  Extra-smooth texture is specially simple.
identify First Foodsw varieties. formulated for beginners.
A.Gerber
; Medical Services

Fremont, Michigan 49412

Call 1-800-4-GERBER for answers to questions on infant feeding and care.  ©1986 Gerber Products Company



You can be confident

with Childrens PANADOIL.

(acetaminophen)

— The first alcohol-free, sugar-free pediatric
acetaminophen

.Meets all of the recommendations set forth by the American
Academy of Pediatrics Committee on Drugs regarding alcohol content'
Compare and you’ll agree...

Not all brands of acetaminophen provide the same measure of
safety, innovation, and economy as

& dd?’(,’ﬂ 5 PANADOL Innovator of 1986
1. Pediatrics 73:405-407, 1984 Complete  alcohol-free, A
line of sugar-free, retail

ALCOHOL SUGAR pediatric pediatric of .5fl.oz.
FREE* FREE* formst  acetaminophen dropst

Children's v,

S Yes Yes Yes $3.61
PANADOLS
Tylenol" Yes No Yes No $3.91
Liquiprin® Yes No No No N/A#
Anacin-3* Yes No No No $3.83
St. Joseph*™  Yes Yes Yes No $3.59
Tempra't Yes Yes Yes No $3.92
* All Pediatric Forms # Trademark Whitehall Laboratories, Inc
t Chewable Tablets, Liquid, Drops, and Junior Caplets ~ ** Trademark Plough, Inc
+ Leading Audit Service Report 1 Tradernark Mead Johnson Nutritional Division
§ Trademark Glenbrook Laboratories # Price not comparable because of ditfering dosage
11 Trademark McNeil Consumer Products Co. requirements and product size
1 Trademark Morcliff Thayer, Inc.

The pleasant fruit flavor makes medication
time easier for both parent and child.

Alcobol free and

Sugar free

For Ages:6-14

i

]
5
g

¢

i
i

Eavy-Swailew Coutss Coplets Aspwrin Free
Fasl reisel ol bewer § pasn

mn—“b'

Glenbrook Laboratories, Division of Sterling Drug Inc., 90 Park Avenue, New York, NY 10016



The principles
we follow. ..




When I was achild
there was no Orimune

Poliovirus Vaccine Live, Oral Trivalent

Jackie DiLorenzo of
Hastings-on-Hudson,
New York, contracted
polio in 1950, before a
vaccine became available.
She spent ten years in
rehabilitation, during which
time she underwent nine
operations on her spine,
legs and feet. Jackie
currently lives in a house
adapted for wheelchair
living.

w». Lederle Biologicals Protecting Families Through Immunization”




Whenlwasa
child there was
no Orimune

Proven in Millions of US Patients
ORIMUNE was the first live, oral, trivalent polio
vaccine. No other oral polio vaccine has done
more to help eradicate wild poliovirus in the US.
Approximately 500 million doses have been
administered since [963.

Proven Safety Record*

Lederle takes every precaution during production
and testing to ensure the safety of ORIMUNE. This
dedication is evident by our 25-year safety record.

Uninterrupted Suf)ply

Lederle has consistently met the nation’s needs for
oral polio vaccine for alout 25 years. In fact, when
all other US manufacturers discontinued the pro-
duction of oral polio vaccine, Lederle has remained
committed to this essential product and to the
health of America’s children.

Available in Single-Doses

ORIMUNIE is available in convenient, unit-dose
DISPETTES® to help assure dosage accuracy anc
avoid the risk of contamination.

*See adverse reactions section of brief summary

(]

Poliovirus Vaccine Live, Oral Trivalent

ORIMUNE"
Poliovirus Vaccine, Live, Oral Trivalent

INDICATIONS

For prevention of poliomyelitis caused by Poliovirus Types |, 2. and 3. For complete

references and Indications and Usage statement, see package insert.

CONTRAINDICATIONS

Under no circumstances should this vaccine be administered parenterally.
Administration of the vaccine should be postponed or avoided in those experi-,

encing any acute illness and in those with any advanced debilitated condition or

persistent vomiting or diarrhea.

ORIMUNE must not be admini ed to pati with i deficiency
di such as combined i deficiency, hypog globuli
and lobuli ia. It would also be prudent to withhold

g g 3
ORIMUNE from siblings of a child known to have an immunodeficiency
syndrome. Further, ORIMUNE must not be administered to patients
with altered immune states such as those occurring in thymic abnormal-
ities, leukemia, lymphoma, or generalized malignancy or by lowered
resistance from therapy with corticosteroids, alkylating drugs, antime-
tabolites, or radiation. All persons with altered immune status should
avoid close household-type contact with recipients of the vaccine for at
least six to eight weeks. IPV is preferred for immunizing all persons in
this setting.
PRECAUTIONS
Other viruses (including poliovirus and other enterovirus) may interfere with the
desired response to this vaccine, since their presence in the intestinal tract may
interfere with the replication of the attenuated strains of poliovirus in the vaccine.

It would seem prudent not to administer TOPV shortly after iImmune Serum
Globulin (ISG) unless such a procedure is unavoidable, for example, with unex-
pected travel to or contact with epidemic areas or endemic areas. If TOPV is given
with or shortly after ISG, the dose probably should be repeated after three
months, if immunization is still indicated. However, ISG may not interfere with
immunization with TOPV.

The vaccine is not effective in modifying or preventing cases of existing and/or
incubating poliomyelitis.

Use in Pregnancy: Although there is no convincing evidence documenting adverse
effects of either TOPV or IPV on the developing fetus or pregnant woman, it is
prudent on theoretical grounds to avoid vaccinating pregnant women. However, if
immediate protection against poliomyelitis is ded, TOPV is rec ded
(See CONTRAINDICATIONS and ADVERSE REACTIONS.)

ADVERSE REACTIONS

Paralytic disease following the ingestion of live poliovirus vaccines has
been, on rare occasion, reported in individuals receiving the vaccine.
(See, for example, CONTRAINDICATIONS) and in persons who were in
close contact with vaccinees. The vaccine viruses are shed in the vacci-
nee’s stool for at least six to eight weeks as well as via the pharyngeal
route. Most reports of paralytic disease following ingestion of the vac-
cine or contact with a recent vaccinee are based on epidemiological
analysis and temporal association between vaccination or contact and
the onset of symptoms. Most authorities believe that a causal relation-
ship exists. The risk of vaccine-associated paralysis is extremely small
for vaccinees, ptible family s, and other close personal con-
tacts. However, prior to administration of the vaccine, the attending
physician should warn or specifically direct personnel acting under his
authority to convey the warnings to the vaccinee, parent, guardian, or
other responsible person of the possibility of vacci iated paraly-
sis. The Centers for Disease Control report that during the years 1969
through 1980 approximately 290 million doses of TOPYV were distributed
in the United States. In the same |2 years, 25 “vaccine-associated” and
55 “contact vaccine-associated” paralytic cases were reported. Twelve
other “vaccine-associated” cases have been reported in persons (recip-
ients or ts) with i deficiency conditions. These statistics do
not provide a satisfactory basis for estimating these risks on a per per-
son basis.

When the attenuated vaccine strains are to be introduced into a
household with adults who have not been adequately vaccinated or
whose immune status cannot be determined, the risk of vaccine-
associated paralysis can be minimized by giving these adults three doses
of IPV a month apart before the children receive ORIMUNE. The CDC
reports that no paralytic reactions to [PV are known to have occurred
since the 1955 cluster of poliomyelitis cases caused by vaccine that con-
tained live polioviruses that had escaped inactivation.

Thel ization Practices Advisory Committee of the US Public
Health Service states: “Because of the overriding importance of ensur-
ing prompt and i ization of the child and the extreme
rarity of OPV-associated disease in contacts, the Committee recom-

ds the administration of OPYV to a child regardless of the poliovirus-
vacci of adult h hold This is the usual practice in
the United S The responsible adult should be informed of the small
risk involved. An acceptable alternative, if there is strong assurance that
Iti , full i ization of the child will not be jeopardized or

dulv del q

y yed, is to

above before giving OPYV to the child”
The Immunization Practices Advisory Committee has concluded that “Oral

polio vaccine remains the vaccine of choice for primary immunization of Children.’

Rev. 6/86
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according to the schedule outlined

Lederle Biologicals
= Protecting Families Through Immunization™

Lederle Laboratories, A Division of American Cyanamid Company, Wayne,
New Jersey 07470 © 1986, Lederle Laboratories 927-6



Continuing Medical Education

Gurrent Concepts in
Pediatric Medicine

February 5-7, 1987
Co-sponsored with the

San Diego Children’s Hospital
Holiday Inn Embarcadero
San Diego, California

Join your colleagues in San Diego, February 5-7,
1987, for an update and review in general pediatrics.
Specific topics to be discussed include:

* Adolescence

* Endocrinology

* Infectious Diseases

* Dermatology

* Hematology

In addition to quality CME, you’ll enjoy sunny
San Diego and all it has to offer.

GUEST FACULTY

Marianne Felice, M.D., FAAP

Felix Conte, M.D., FAAP

Lloyd Olson, M.D., FAAP
William Weston, M.D., FAAP

COURSE MONITOR
Milton Arnold, M.D., FAAP

AMA CATEGORY 1 CREDIT
16 Hours

PREP CREDIT
10 Hours

To Register or for Program Information, contact:
Department of Education

American Academy

of Pediatrics

P.O. Box 927

Elk Grove Village, IL 60007
Toll free 800/433-9016

In Illinois 800/421-0589

)
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MEET US
BY THE BAY

Spring Session
May 9-14, 1987

The American
Academy of
Pediatrics’ 1987
Spring Session is a
focal point for
pediatricians
committed to
excellence. The
educational
programs offered will
expose participants
to new ideas and
developments in our
rapidly changing
profession.

Over 100 sessions presented
by distinguished faculty
provide a comprehensive
picture of the medical, social
and practice issues of
pediatrics in 1987.

Meeting highlights include:

Leonard L. Bailey on Infant
Heart Transplantation

Abigail English on Legal
Considerations in Adolescent
Health

Martha Bushore on
Pediatric Emergencies

Arthur J. Ammann and
Diane Wara on AIDS In
Children

James G. Garrick on Sports
Medicine 1987

Edward J. Saltzman on
Advanced Office
Management

What better place to attend
AAP’s 1987 Spring Session
than “America’s Favorite
City,” San Francisco. Known
for its cultural diversity,
climate and scenery, San
Francisco will provide the
perfect setting for this
important educational event.

The full meeting program
and registration materials
will be sent to all AAP
members in January. Non-
members can call or write
for a free program. Mark
your calendar now! Don’t
miss this important event.

American Academy of Pediatrics
Annual Meeting Information
141 Northwest Point Boulevard
Elk Grove Village, IL
60009-0927
(800) 433-9016
In Ilinois: (800) 421-0589

American Academy fagsy:
of Pediatrics




elp Your Patients
““Make Every Ride
A Safe Ride”

The Academy is offering you a new line of child passenger
safety literature to give to your patients. These attractive
brochures contain up-to-date and scientifically accurate in-
formation reviewed by experts from AAP technical commit-
tees. The presentations are practical and offer sound advice
to parents for the safe transportation of their children. For
example:

Children and Car Safety
How to make your child comfortable and happy in a safety
seat.

Child Safety Seat Checkup
Detailed instructions on how to use a child safety seat
correctly.

One-Minute Safety Seat Checkup
lllustrated checklist on the correct use of a child safety seat.

An Early Start: Getting the Jump on Teen Vehicle Safety
Ways to instill safety habits in children.

Teens Who Drink and Drive: Reducing the Death Toll
How parents can deal with this problem.

American Academy
of Pedlatrlcs

Send Completed Form To:

American Academy of Pediatrics
Publications Dept.

141 Northwest Point Bivd., P.O. Box 927
Elk Grove Village, IL 60007

Minimum Order: 1 pack (100 copies) per brochure.
Cost: $15.00/100 (Members), $20.00/100 {(Non-Members)

Description No. of Packs Price
Children and Car Safety $

Child Safety Seat Checkup $
One-Minute Safety Seat Checkup $

An Early Start: Getting the Jump on

Teen Vehicle Safety $

Teens Who Drink and Drive:

Reducing the Death Toll $
SUBTOTAL s
Handling Charge §_250
TOTAL ORDER H

Make check or money order payable to American Academy of Pediatrics.
Charge orders, call: 1-B00-433-9016. MasterCard/Visa accepted.

1 AAP Member  ID Number ["] Non-member
Please print:

Name

Address

City State Zip Code

PEDS

PHENERGAN

(promethazine HCI)
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Nightlight view of Academy’s national headquarters, from across the lagoon.




FREE INFORMATION REQUEST

Please send me the benefit information, rates
and applications on the following Academy
Insurance Benefit Plan(s):

[] Disability Income Protection/up to $7,500
[ Office Overhead Expense/up to $7,500
[ ! Group Term Life/up to $375,000

[' $1,000,000 Comprehensive Major Medical
[ | Daily Hospital Benefit/up to $200-a-day

= GI‘OUD I.R.A. e 2 ‘Read the prospectus before
_| Excess Personal Llablllty investing or forwarding funds

Name
Address

City State

Please call me/Phone No.: ( )

area code
NOT A MEMBER OF THE ACADEMY?
Check this box for AAP Membership Information
MAIL TO: Pediatrics Insurance Consultants, Inc.
141 Northwest Point Blvd. = Elk Grove Village, IL 60007
P-1286




THE CONSEQUENCES OF A PHYSICIAN DECEIVING A CHILD (1832)

The Reverend John S. C. Abbott of Worcester, Massachusetts was one of the
best known early nineteenth century authors of books written for the guidance
of American mothers in “the government of their children.”’ He warned mothers
about the consequences of deceiving children as follows:

A physician was once called to extract as tooth from a child. The little boy seeing the
formidable instruments, and anticipating the pain, was exceedingly frightened, and
refused to open his mouth. After much fruitless solicitation, the physician said, “Perhaps
there is no need of drawing it. Let me rub it a little with my handkerchief, and it may
be all that is necessary; it will not hurt you in the least.” The boy, trusting his word,
opened his mouth. The physician, concealing his instrument in his handkerchief, seized
hold of the tooth and wrenched it out. The parents highly applauded his artifice. But
the man cheated the child. He abused his confidence; and he inflicted an injury upon his
moral feelings not soon to be effaced. Will that physician get his handkerchief into the
mouth of the child again? And when told that it is wicked to say that which is not true,
will not the remembrance of the doctor’s falsehood be fresh in his mind? And while
conscious that his parents approved of the deception, will he not feel it be right for him
to deceive, that he may accomplish his desires? This practice is attended with the most
ruinous consequences. It unavoidably teaches the child to despise his parents. After he
has detected them in one falsehood, he will not believe them when they speak the truth.
It destroys his tenderness of conscience; and it teaches arts of deception.

Noted by T.E.C., Jr, MD

REFERENCE

1. Abbott JSC: The Mother at Home; or the Principles of Maternal Duty. Boston, Crocker &
Brewster, 1834, pp 97-98.

IS THIS WHAT HAS HAPPENED TO US?

I do not mean merely to accuse my profession of greediness, though greed
exists among doctors as among any other group. Rather, I would suggest that
we physicians have been seduced by money; we have been bound by it. Money
has become the measure of what we do, the yardstick of our work. Just as if we
were in any other business, we physicians have capitulated to the use of
economic worth as the determinant of value. In a consumer society such as
ours, we doctors are not alone in our idolatry, but our seduction is such a major
change from the roots of our profession that it should not go unnoticed.

Submitted by Student

From Hilfiker D: A doctor’s view of modern medicine. The New York Times Magazine, Feb 23,
1986.
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The efficient way to administer
pediatric erythromycin

ERYC 125 is simply sprinkled on a
spoonful of applesauce—an
enticement for children. It lacks the
taste or aftertaste of liquids, pro-
moting compliance. Unlike liquids
in cumbersome bottles, there's no
problem with spillage, staining,
dyes, refrigeration, or portability.

THE
SPRCI)N_KLE
CONVENIENCE

resulting in higher serum levels

i than other oral erythromycin
formulations*
e e e U Tt s 4 Ao~ = 1

Reduces the potential for
Gl side effects

MULES USP) The enteric coating ensures that
s e e e the erythro-pellets pass through
PED[ATR]C PELLETS the pylorus intact, minimizing

Gl side effects.

Delivers consistently

and reliably higher

serum concentrations*

The unique erythro-pellets
deliver erythromycin at full
potency to the small intestine—

UNIQUE ERYTHRO-PELLET DELIVERY SYSTEM

*Data on file. Medical Affairs Dept, Parke-Davis.
& 1986 Worner-Lombert Company

at Please see adjacent page for brief surhmary
PARKE-DAVIS of prescribing information




ERYC® 125 (Erythromycin Capsules. USP) Pediatric Pellets 125 mg

Before prescribing. please see full p 9 ion. A brief y follows.

INDICATIONS AND USAGE: ERYC 12515 indicated in children and adults for the treatment of the following condi-
tions: Upper respiratory tract mlectvons of mild to moderate degree caused by Streptococcus pyogenes (group A
beta

(when used ith d of sulfy . since not all strains of H influenzae are susceph-
ble at the ery ycin conc y achieved) (See appropriate sulfonamide labeling for prescrib-
ing information )
ower y tract of mild to sevenly caused by Streptococcus pyogenes (group A

beta hemolytic sueplococc-) Streptococcus p

Respiratory tract dueto M (Ealon s agent)

Skinand skin of mild t seventy caused by Streptococcus pyogenes and Staph-

aureus hy may emerge dunng lveatmenl)

Pertussis (whooping cough) caused by B 1 15 effective in
orgamism from the nasopharynx of infected Some clinical studles
susgest that erythromycin may be helpful in the propnylaxls of perluss-s m exposed susceptible -ndlv-duals

lla pertussis. Ery y
mem

hthena—As an adjunct to n ue to Cory toprevent
ment ol carners and to eradicate the otgamsm n camevs
Ery of due to Cory
caused by £ lytica (oral ery y only) E
requires treatment with other agents
due to Listera yl0g
for of the 9 caused by Chlamy con;unc

nvms of the newbom pneumoma of infancy ano

during pregnancy. When
for the oft urethral, endocer
vical, or rectal mlecnons n aOuns due to L‘hlamydla Ilachomatls

or nof yein is for the of non-
gonococcal urethritis caused by Ureaplasma ulealyncum
Primary syphilis caused by ycin (oral forms only) ts an aiternative choice of
treatment for primary s\ phnlls in patients allergic to tl\e pemcﬂhns In treatment of primary syphilis, spinal flud
should be mmmed before lveatment and as part of the follow-up after therapy.
Although no ¢ | efficacy studies have
been conducted. m vitro and |mmed pvehmmary clinical data suggest that erythromycin may be effective in treat-
ing Legionnaires’ Disease.
Prevention of Initial Attacks of Rheumatic Fever—Penicillinis by the A HeartA to
be the drug of choice in the prevention of initial attacks of fever ( of group A beta: ly
of the upper ytract. e.g. or pharyngitis).
forthe of -allergic patients Atherapeutic dose should be admin-

|slmd for ten da.ys
Attacks of Rh Fever—Penicillin or sulfonamides are constdered by the Amen-
can Heart Assocuuon 10 be the drugs of choice in the pvcvennon of recurrent allacks of rheumatic fever
Inpatients who are allergic to bythe A
Heart Association in the long-term prophylaxis of streplococcal pnatyngms (lor the prevention of recurrent

anacks of rheumatic tevevg
of B: Aithough no conlrolled chnical efficacy trials have been conducted. oral
has been by the Heart forp of

m pemcnllm allergic patients with prosthetic cardiac valves. most I cardiac malf

constructed systemic-pulmonary shunts. rheumatic or other acquired valvular dysfunction. idiopathic nypemo
phic subaortic slenosw (IHSS) history of and mitra' vaive prolapse with insuffi-
cnen when me‘l and surgical p of the upper y tract.

ICATION: EﬁVC 125 is contraindicated in patients with known hypersensitivity to this antibiotic
mnms There have been a few reports of hepatic dysfunction, with or without jaundice. occurring in patients
recevin, &nvomycm ethylsuccinate, base, eslolale ana stearate products
Pn $: Caution should be when 1S to patients with impaired
hepatic function (see CLINICAL PHARMACOLOGY in lull g information and WARNING section above)

rolonged or repeated use of erythromycin may resultin an ovevgrowlh of nonsusceptible bacteria or fungi If
occurs, ery priate therapy Whenind
incision and drainage or other sulgucal procedures should be perlormed In conjunction with antibiotic therapy
Laboratory Tests: Erythromycin interferes with the fluorometric determination of f uninary catecholamines
Drug Interactions: Erythromycin use in patients who are g high doses of theophylline may be associ-
atedwithan inserum hylline levels and p toxicity. In case of theophylline toxic-
ity and/or elevated serum meopnyllm;elevels me dose of lheopnyllme should be reduced while the patient 1s
rapy.

Ery y in patients carbamazepme has been reported to cause increased blood
levels of f signs toxici

Pregnancy Category l Renvodumon studies have been perlormeo In rats, mice and rabbits using erythro-
mycin and its various salts and esters, at doses which were several imes the usual human dose No evidence of
impaired fertility or harm to me fetus that appeared related to erythromycin was reported in these studies. There
are, however. no studies in pregnant women Because animal reproduction studies are
not always predictive of human response, this drug should be used during pregnancy only if clearly needed

uu« d Dollvm—me effect of ERYC 125 on labor and delivery 1s unknown

m‘ —Erythromycin is excreted i milk (see CLINICAL PHARMACOLOGY)

Poli Use—See INDICATIONS AND USAGE and DOSAGE AND ADMINISTRATION
ADVERSE REACTIONS: The most frequent side effects of oral ery
are dose-related. They include nausea. vomiting, abdominal pam diarrhea and anorexia Symploms of nepanc
dystunction and/or abnormal liver function test results may occur (see WARNING).

Miid allergic reactions such as rashes with or without pruritus. urticana. bullous fixed eruptions. and eczema
have been reported with erythromycin. Serious allergic reactions, including anaphylaxis. have been reported

There have been isolated repons o! revemble heaning loss occurring chiefly in patients with renal insufficiency

and
Agi AND ADUINI!TI&TIM The enme contents of an ERYC 125 (erythromycin capsules. USP) Capsule
nou be sprinkied on a small amount of apple sauce immediately prior to ingestion. SUBDIVIDING THE CON-
TENTS OF A CAPSULE IS NOT RECOMMENDED If desired ERYC 125 Capsule mag be swallowed whole

Optimum and umiform serum levels of erythromycin are obtained when ERYC 125 1s administered in the fasting
slate at least 1 hour before meals)

ADULTS: The usual dose is 250 mg every 6 hours. If twice-a-day dosage is desired, the recommended dose IS
500 mg every 12 hours. Dosage may be increased up to 4 grams per day. according to the seventy of infection.
Twice-a- da dosing is not recommended when doses larger than 1 gram daily are administered

CHILDREN: Age. weight. and severity of the infection are important factors in determining the proper dosage
The usual dosage 1s 30-50 mg/kg/day in equally divided doses. For the treatment of more severe infections this
dosaoe may be doubled

Inthe of group A beta: of the upper resp
or ?mznoms) a dosage of er e ycin should be administered for ten days

he American Heart Association suggests adosage of 250 mg of erythromycin orally twice a day 1n long-term
frophylaxns of streptococcal upper respiratory tract infections for the prevention of recurrent attacks of rheumatic
ever n palmns allem-c lo pemclllm and sulfonamide

ytract (eg

83 ditis (see . the oral regimen for penicillin-allergic patients
is erym'omycm 1.0 g one hour belore the procedule followed by 500 mg six hours later
of the sed by C

Oral erythromycin syrup 50 mg/kg day in
touv divided doses for at least two weeks
Pneumonia of mancy caused

uast three weeks.

: the optimal duration of therapy has not
ycin syrup 50 mgrkg/day in four divided doses for at

therapy is oral ery

y dueto Cl the optimal dose and duration
ol me lTberapy have not been established, the suqoested treatment s evythromyc-n 500 mg by mouth. four imes
goon anempty stomach for atleast seven ags Forwomen who cannot tolerate this regimen. a decreased dose
o! 2! . by mouth, four times a day should be used for at least fourteen days
Foraduﬂs with uncomplicated urethral, endocervical, or rectal used by Chi
whom y are or not 500 mg. by mouth. lour times a day lor at least seven

da!

gr patients with caused by L inwhom y arecon-
traindicated or not tolerated: 500 mg. by mouth four times a day for at least seven days

Primary syphilis: 30-40 grams given in divided doses over a period of ten to fifteen days

Intestinal amebiasis: 250 mg four times daily for ten to fourteen days for adults 30 to 50 mg/kg/day in divided
doses for ten to fourteen days for children.

Legronnaires’ Disease: Although optimal doses have not been eslabhsnea. doses utilized in reported chnical
data were those recommended above (1to 4 grams daily in divided doses)

Pertussis: Although optimum dosage and duration of therapy have not been estabhished. doses of erythromy-
cin utilized i reported clinical studies were 40-50 mg/kg/day. given in divided doses for five to fourteen days.
Caution—Federal law P g without pi ption. 06636111

Distributed by

PARKE-DAVIS

Division of Warner-Lambert Company

Morris Plains, New Jersey 07950 USA PD-70-JA-3978-P-1(9-86)
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atient
Literature
ror New Parents...
As Professional
As Your Practice

Educational literature from the American Academy of
Pediatrics gives new parents sound pediatric advice
that reflects well on you and your practice. These
attractive brochures contain up-to-date and scientifi-
cally accurate information reviewed by experts from
AAP technical committees.

A Gift of Love

This 24-page booklet gives tips on how to prepare for
breastfeeding and includes a food guide for breast-
feeding mothers.

Newborns: Care of the Uncircumcised Penis
This concise brochure offers practical advice on the
care of the uncircumcised penis.

These brochures are attractively designed with
space on the back for your name and address. Use
the coupon or call toll free 800-433-9016 to order. Pa-
tient brochures from the Academy offer the profes-
sional advice that's remembered for a long time.

American Academy ;
of Pediatrics

Send Completed Form To:

American Academy of Pediatrics
Publications Dept.

141 Northwest Point Bivd., P.O. Box 927
Elk Grove Village, IL 60007

Minimum Order: 1 pack (100 copies) per brochure

Description Price No. of Packs Price
Gift of Love $65 3

Care of the

Uncircumcised Penis $15 5

Handling charge

(per order) §._ 220
TOTAL ORDER -

Make check or money order payable to American Academy of Pediatrics
Charge orders, call: 1-800-433-9016. MasterCard Visa accepted

1 AAP Member ID Number
Please print:

! Non-member

Name

Address

City State Zip Code
PEDS



A~ HEALTHDYME

System Data Disk

Introducing. . .
the date, the time, the alarms, the events, the FACTS”

Today you need more documentation to manage infants on monitors. More
information than the parental log.

Only the FACTS™ Event Recording System gives you patient alarms and
equipment status using computer diskette technology. It allows you to selectively
evaluate each cardiac and respiratory event in trend or real time.

The E-GRAM™ Report, a hard copy record of alarms and monitor status, provides
easy-to-read patient waveforms and alphanumeric detail. The FACTS™ System also
records up to four channels of patient data when used with additional physiological
monitors.

Now you can obtain detailed home monitoring information. More information, added
detail, easier patient management. Contact Healthdyne today and find out how you
can get the FACTS™ Event Recording System.

FACTS and E-GRAM are trademarks of Healthdyne, Inc. ©1986. All rights reserved.

2250 Northwest Parkway, Marietta, Georgia 30067 = (800) 458-4396 = (404) 955-9555 (In Georgia)



Gary was worried about
the babys fever...

until the pediatrician recommended
liquids, rest and Children’s TYLENOL®
acetaminophen.

The family pediatrician believes
that TYLENOL is a superior product
for fever relief. That’s because,
milligram for milligram, it’s as effective
an antipyretic as aspirin.!

Double-blind study of 80 febrile episodes in children
] 10 8 yrs who took either
aged mu yrs ] acetaminophen or

Mean Temperature °F
g 8383 RE

| 1 patients
39 patients
1 1 1 1 1 | 1
0 5 15 225 335 445 555 665
Time in Hours

And, with TYLENOL, there are
few aspirin complications, such as
frequent GI upset or allergic reactions?

Next time a family in your practice
is worried, and it’s right to treat a fever,
recommend TYLENOL.

Available in alcohol-free Drops and Elixir, as well as
Chewable or Swallowabile Tablets.

References: 1. Tarlin L, et al: Am J Drs Chikd 124880, 1972.
2. Aspirin or paracetamol? Lancet It287, 1981.

©McN, 1985

Children’s and Junior Strength

2 TYLENOL

acetaminophen

s first choice for fever and pain




Tribute to the Reviewers of 1986

Our journal is heavily dependent upon the “unknown reviewers” for their generous donations of time,
expertise, effort, and patience. We take this opportunity each year to thank them publicly for their
efforts. We are grateful for their help and honored that they are willing to assist us in maintaining high

standards.
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