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closest to breast milk in all nutritional components

© 1985, Wyeth Laboratories

SMA has
the fat blend
closest to
breast milk

SMA has a balance of polyunsaturated and saturated fatty acids closest
to the balance contained in breast milk.

Breast milk, which is ideal in its nutritional components, has a
polyunsaturated to saturated fat ratio (P/S ratio) ofO.32. Only SMA has

a P/S ratio like that found in breast milk; the other infant formulas
have higher P/S ratios.

A clinical study,’ presented at a recent satellite videoconference2
in New York City, demonstrated that normolipemic infants fed a diet

with a P/S ratio like that found in breast milk had higher levels of
protective HDL cholesterol. In comparison, infants fed diets with a
P/S ratio higher than that found in breast milk had lower HDL levels.

1. Carlson SE, DeVoc PW, Barness LA: Effect of infant diets with different polyunsaturated to saturated fat
ratios on circulating high-density lipoproteins.Journal of Pediatric Gavtroenterolog�’ and Nutrition

1:303-309, 1982.

2. Primary Prevention of .4therosclerosis in cbildhood: The Role of Lipids. Symposium, and satellite
videoconference, March 28, 1985, New York City, Robert Levy, M.D., Chairman.

Breast milk is the preferred feeding for
newborns. 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 preparation and maintenance of
breast-feeding. Extensive or prolonged
use ofpartial bottle-feeding, before
breast-feeding has been well established,
could make breast-feeding difficult to
maintain. A decision not to breast-feed
could be difficult to reverse.

Professional advice should be followed
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.

INFANT FORMULA

Laboratories
Philadelphia, PA 19101

[,44Pioneers in infant Nutrition
i’M

Wyeth has the Lipid Modification Action Plan;
ask your Wyeth representative for details.
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An adequate supply of DIP Vaccine IS essential to
help protect the health of children. For this reason,
Connaught Laboratories is pleased to announce
that it has resumed full-scale distribution of its DIP
Vaccine, and that the product is available in suffi-

cient supply.

FROM CONNAUGHT LABORATORIES, INCC

DIP VACCINE
(Diphtheria and Tetanus Toxoids
and Pertussis Vaccine, Adsorbed, USP)

TED-TIME SPECIAL OFFER
#{149}15% discount-Initial order only
#{149}Offer expires July 31, 1985

#{149}To order, call toll free 1-800-5-DTP-678
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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 (8’/2 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 r#{233}sum#{233}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-
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ments for Manuscripts Submitted to Biomedical Journals”)
will appear in the journal effective with volume 71 (January
1983 issue):
Journal (list first three authors then et a!):

1. Starzl TE, Klintmalm GBG, Porter KA, et a!: Liver transplantation
with use of eye!osporin A and prednisone. N Engi J Med 1981;

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-
merals, and routine symbols must be furnished. Do not send
original artwork or printed forms. A reasonable number of
black-and-white illustrations will be printed from black-and-
white glossies or film without charge.

Each illustration should be identified on its back, 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 a!: 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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LURIDE DROPS let you titratedosageto
O.125(�)mg.F.
One study showed that fluoride supplements such as Luride drops and
tablets, used daily, prevented cariesaseffective�yasfluoridated water� Luride
Drops and Lozi-Tabs have been shown to reduce caries up to 80% when
used on a daily basis in non-fluoridated areas? (Luride DMFS = 1.57,
Control = Z93)

Lurkie Drops are sugar-free and saccharin-free, unlike many fluoride-
vitamin combinations. And you can titrate dosage to the nearest 0.125 mg.
F-to a single lb mg.drop. -

LURIDE#{174}LOZI-TABS5 TABLETS: 3 fluoride
strengths, 7 child-pleasing flavors.
For children old enough to chew a tablet or let � dissok’e in the mouth,
Luride tablets are the logical choice. A variety of delicious fru� flavors (in-
cluding our unique 4-flavor assorted package) encourages the hab� of
consistent, continuous use.Three strengths available-1.O mg. F, 0.5 mg. F,
and 025 mg. F.

LURIDE BRAND OF SOU�UM FLUORIDE DENTAL CARIES PREVENTWE
DESCRIPTiON and HOW SUPPUED:
All LURIDE systemic fluoride products are free ofsugar and saccharin.

Product
Strength
(F ION)

Package
Size Flavor

DROPS 0.125 mg.
per drop

30 ml peach

0.25 F TABLETS 0.25 nip.
per tablet

(Quarter-Strength)

120 vanilla

0.5 F TABLETS 0.5 ma.
pertablet

(hall-Strength)

120
1200’

grape
grape

1.0 F TABLETS 1.0 mg.
per tablet

(full-strength)

120

1000’
5000’

cherry S asSorted
cherrp orange, lemon, lime)
cherry & assorted
cherry

SF 1.0 F
TABLETS

1.0 mg.
per tablet

(full-strength)

120 �pecial Eormu(a, no
artificial flavor or c�or

‘For dispensing only in quantties containing 120 mg. F or less.
CAUTION: Federal (USA) law prohibds dispensing without prescription.

ADMINISTRATION AND DOSAGE FLEXIBILifY:
Adjustable dose LURIDE gives �u the fiexibildy to prescribe optima) D�JLY dosage
(based on age and fluoride content of water).

F�Content Daily Dosage (Fluoride Ion)’
of Drinking Water Birth to Age 2 Age 2-3 Age 3-13

less than 0.3 pete 025 mg. tab 0 5 mg. tab 1 0 op tab
or 2 drops or 4 drops or 8 drops

0.3 to 0.7 ppm one-traIl above dosage
over 0.7 ppm Fluoride dietary suppeememscontraindicated

$270.00

$200.00
$330.00

‘Amencan Dental Assooatkn, AcCepted Dental Therapeut� EdItIon 39 1982, page
349. American Academy of F�dIathc� Commdtee on NUtrdKXi, Fkionde supp�men-
tation: revised dosage schedi�e. F�c�alrics 63:1�0-152, 1979.

PRECAUTiONS: Recommended dosage shouki not be exceeded unce prolonged
overdosage may resuft in dental fluorosis.

REFERENCES:
(1) Arnoid FA Jr., McClure, F.J., and White, C.L Sodium fluoride tablets for children.
D. Progress 1:8-12,1960.
(2) Aas#{235}nden)R., and F�ebtes, IC. Effects of fluoride supplementation from birth on
human deeidjious and permanent teeth. Arch. Oral BlOt 19:321-326, 1974; 23:111-
115, 1978.
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Advancesin
PediatricsII

December
6-i, 1985
WIIIiamsburg
Inn
WiIIiamsburg,
Virginia

Register now and join your colleagues in
Williamsburg, December 6-8, 1985, for

Advances in Pediatrics sponsored by the
American Academy of Pediatrics . Lectures and

workshop topics will provide the practicing

pediatrician with increased knowledge in:

. Allergy

. Adolescence

I Learning Disabilities

. Nephrology

I Newborns

COURSEFACULTY
William Howard, M.D., FAAP

Allergy
Paul H. Dworkin, M.D., FAAP

Learning Disorders

Robert Blum, M.D. , Ph.D. , FAAP

Adolescence
Stanley Hellerstein, M.D. , FAAP

Nephrology

George Peckham, M.D. , FAAP

Newborns

COURSEMONITOR
SanfordCohen, M.D., FAAP

AMA CATEGORY I CREDIT 16 hours

PREP CREDIT 10 hours

. Tuition Fees:

AAP Fellow

AAP Junior Fellow or

Allied Health Professional
Non-Member Physician

I 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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first choice for fever and painLMcN�t�]
McNeilConsumer Products Company
Fot Washington. � 19034

The Hansens know the
importance of safety...

In every aspect of their lives, the
Hansens are safety-conscious. And
thanks to their pediatrician, they
know the importance of safety in fever
and pain medication. That’s why the
Hansen children are always given
TYLENOL#{174}acetaminophen for fever
and pain relief.

The Hansens’ pediatrician

explained that aspirin can cause a wide
variety of adverse reactions� while
TYLENOL has a low incidence of side
effects.

PoN��c�
at�#{149}commindsddosss AciIamino�

AdvsrsiGl#{149}ffscts /

��thns

M� -�-_S

�m S-
Additionally, clinical studies have

proven that, milligram for milligram,
TYLENOL is as effective as aspirin in
relieving both fever and pain.’3

With a family motto of “safety
first’ it’s no wonder the Hansens
accept the recommendation to always
use TYLENOL for fever and pain relief.
Recommend TYLENOL for the safety
of all patients in your practice.

Avai1ab�e in aicoholfree Drops and Elixir, as well as
Chewable or Swallowat�eTablets

F�fsIaflcIL� 1. Aspifln orparacetamol’ Lancet 1287, 1981.
2. T#{228}rhnL, et al Am J Os Cfald 124.880, 1972 3. Cooper SA
A,ch Intern Med 141282. 1981
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Please send me copies of
Handbook of Common Poisonings in Children
at $20 each.

Please print:

Name

Address

City State ZIp

E AAP Member ID Number_________ E Non-member
required for processing

t: Check/money order payable to El Visa fl MasterCard
American Academy of Pediatrics enclosed.

MasterCard only:
Expiration 4 digit bank ti over

Credit Card Number Date your name.
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Signature Phone Number
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are one ofthe leading causes of morbidity

�thMe�t�tin young children. And, many poisonings

� are caused by common products in the home.

� American Academy ofPediatrics’ Handbook

of#g�tiiio�g�Poi�onings in Children, second edition,

j�t�j� current information on care and treatment

, ofcommon poisoning experiences. There are

es�dijt�nsofmore than 50 common poisons,

� ingredients, toxicity, symptoms,

� and treatment.

‘ This book is designed as a quick reference for
� other primary care physicians, nurses,

��rg�iit�room personnel, and pharmacists.

� your copy, complete the coupon and return it to:

� ofPediatrics, Publications
� Box 927,

��4i�v:ie� Village, IL 60007.
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Professional placement for pediatricians . .

Pediatrician Reterral service
Sponsored by the American Academy of Pediatrics, the Pediatrician Referral Serviceis a

program designed to aid Academy members and third-year pediatric residents in

seeking professional placement or in hiring practice partners.

The referral service program:

. Codes all application forms to provide confidentiality

. Publicizes all listings during American Academy of Pediatrics Annual & Spring Meetings

#{149}Publishescomposites of positions and pediatricians available on a quarterly basis

#{149}Isprovided free of charge to all eligible participants

To receive a Pediatrician Referral Service Application Form, please contact:

Pediatrician Referral Service

American Academy of Pediatrics, Div. of Member Services

American 141 Northwest Point Rd./Box 927
-

-�I : �

�/�f�y.\v�

Academy of Elk Grove Village, Illinois 60007

Pediatrics 800/433-9016 (in Illinois 800/421-0589)

THE TOPICALS IS QTC.
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� . . . .

. Proven effiCaCy for minor cuts,
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MEDICAL HYPE

The way to become famous right now is not through the social columns, but
through the medical annals, and not as a performer but as a patient.

My colleague at the Boston Globe, Otile McManus, calls this the era of

celebrity medicine, and I think she is right. We take our hi-tech medicine
personalized now. We prefer our innovations with a shot of hype. The latest in
medical technology comes attached to a name and a story. It makes it much

more interesting.
I confess to being uncomfortable with all this. It not only makes celebrities

out of patients. It turns medical researchers into publicity hounds.

Submitted by Student

From Goodman E: The age of high-tech, celebrity medicine. Boston Globe, Dec 22, 1984.

BENDECTIN-LEGAL BONANZA

The case of the morning sickness drug Bendectin shows how the American

legal system has twisted itself into a contradiction on cases involving science
and health. There are more and bigger such cases ahead and unless something
is done, there will be more contortions.

A Federal jury in Cincinnati decided last week that Bendectin is not the cause
of birth defects. That accords with the best available scientific evidence. But

consider how narrowly, and at what cost, the legal system cranked out the same
verdict.

From more than 20 epidemiological studies, the Food and Drug Administra-

tion believes Bendectin is safe. There’s no evidence that it increases the natural
rate of birth defects. But personal injury lawyers have another calculus to work

with: a jury’s heart will go out to individual suffering, particularly a deformed
child and its parents.

The first Bendectin case brought against the drug’s maker, Merrell-Dow,
perfectly reflected the jurors’ torment. They ruled that the child’s injuries were
not caused by the drug, but awarded the parents $20,000 for medical expenses
anyway. The company won on retrial. In the second case, a jury awarded
$750,000 but was reversed by the judge.

Despite these results, each trial stimulated a flood of new claims. The
company offered to set up a $120 million fund to pay all present and future

claimants. To settle after or in anticipation of losses is reasonable. But the

costs ofjustice have become absurdly excessive when defendants feel compelled
to settle after they have won.

Some of the plaintiff’s lawyers wanted even more than $120 million. They
got the settlement overturned and went back to court. Now District Judge Carl

Rubin in Cincinnati took the unusual step of separating the issues. First, the
jury was to decide if Bendectin was a cause of birth defects, and only if so, what
the liability and damages should be. He also ruled that the damaged children
be kept out of the jury’s sight. The jury concluded Bendectin was not a cause
of birth defects.

From The New York Times, March 24, 1985.

A22



I,.

Copyright © 1985 by Hoffmann-La Roche Inc. All rights reserved.

In pediatric meningitis5..
Allyou need inan extended-
spectrum cephalosporin plus
an optimal dosage regimen

Excellent CSF penetration

Coverage of major
meningeal pathogens

Efficacy comparable to

the standard

: � �: Wide utility in pediatric
� infections

II. �.i�uII
� :� � , Established safety

Long plasma half-life
� enables BID. administration



Excellent concentration in CSF
in patients with inflamed
meninges. . .high bactericidal
levels

ROCEPHIN achieved
average CSF concentrations
significantly above the
minimum bactericidal
concentration (MBC,) of
common meningeal isolates”2

ROCEPHIN#{174}(ceftriaxone sodium) achieves cerebrospinal fluid
(CSF) levels that provide high bactericidal concentrations against the
meningeal pathogens most frequently implicated in pediatric menin-.
gitis. Cerebrospinal fluid penetration is regarded as important to
therapeutic efficacy, but specific levels may not necessarily correlate
with therapeutic results.

1000 �� � �. �
100 ROCEPHIN in cerebrospinal

fluid 3.3 hr after 75

10 mg/kg dose

6.4 p.g/ml

S. pneumoniae 0.1

H. influenzae 0.05

N. meningitidis 0.003

Bacteriologic outcome with ROCEPHIN in CNS infections’
Coverage of major meningeal
pathogens

Excellent clinical and
bacteriologic cures comparable
to ampidihin and
chloramphenicol3’4

ROCEPHIN provides excellent single-agent therapy against pediatric

bacterial meningitis infections caused by susceptible organisms-a

response comparable to the standard combination therapy of ampicil-

un and chioramphenicol, with less concern for potential toxicity.

ROCEPHIN

55/59

30 40 50 60 70 80 90 100%

. . � ,�:e1ha�osporin
I � thr�. qeiierations

Bacteriologic cure
Eradication of the causative
microorganism(s) identified in the

pretreatment cultures.

1
E
85

�o.1
0
0

1�
0
Si

0

� 0.001

Organism

H. influenzae*

N. meningitidis

S. pneumoniae

Total no. isolates No. (%) eradicated

40 40 (100)

12 12(100)

9 9(100)
*1 patient had ventriculitis and 1 patient had shunt infection.

Single-agent efficacy versus combination therapy in treating meningitis due to
H. influenzae, N. meningitidis and S. �

Bacteriologic cure
ROCEPHIN 59/59

Clinical cure

ampicillin and
chloramphenicol 60/60

Note: Clinical improvement was observed in

8% of patients treated with ROCEPHIN and ampicillin and
5% of patients treated with ampicillin and chioramphenicol

chloramphenicol. 0 10 20

53/59



Wide utifity in pediatric ROCEPHIN#{174} (ceftriaxone sodium) has been extensively studied and
infections due to susceptible has demonstrated wide clinical utility in neonates, infants and chil-
organisms3 then. In a multicenter trial of 92 evaluable, hospitalized patients with

serious miscellaneous bacterial infections, ROCEPHIN was highly

and consistently effective. Patients ranged in age from 1 day to

16.5 years.

Clinical outcome �

Diagnosis No. ofdiagnoses �k Cured � Improved

Skin and skin
structure infections 37 95 5

Bacterial septicemia 22 100

Clinical cure Bone and joint infections 17 94 6
Elimination of the clinical signs and symp- . .

toms ofthe disease, with no recurrence at the Urinary tract infections 9 100
time the drug was discontinued or during
follow-up. Intra-abdominal
Clinical improvement infections 3 100
A significant lessening of the clinical signs

and symptoms ofthe disease. Lower respiratory tract
infections 4 100

*please see complete product information for indicated susceptible organisms.

A highly desirable safety profile With the patient tolerance expected of a cephalosporin, new
for neonates, infants and ROCEPHIN helps you avoid the significant risk of toxicity
children associated with combination therapies using aminoglycosides or

chloramphenicol.35 ROCEPHIN also eliminates the need for routine
monitoring of plasma concentrations during therapy.

In 355 pediatric patients, the most common reactions possibly or
probably related to ROCEPHIN therapy were hypersensitivity
(3.4%), gastrointestinal (5.6%) and local reactions (0.9%). As with
any cephalosporin , there exists the possibility of hypersensitivity
reactions, especially in individuals with a history of sensitivity.

Long plasma half-life enables The long plasma half-life in children (4.0-6.5 hours) is unique among

b.i.d. administration beta-lactams and enables convenient b.i.d. administration of

ROCEPHIN.
In pediatric meningitis. give a daily dose of 100 mg/kg (not to exceed

4 gm), in divided doses every 12 hours with or without a loading dose

of75 mg/kg.
In serious miscellaneous bacterial infections in children, other than
meningitis, give a total daily dose of 50 to 75 mg/kg (not to exceed

2gm), in divided doses every 12 hours.

Please see last pages ofthis advertisement forcomplete product information.



2 Broad and practical spectrum3
24-hr activity-against a wide range of susceptible strains of
gram-positiw and gram-negative organisms

3 Wide utility3
Highly effective in a broad range of infections

References:
1 . Patel lH. Kaplan SA: Am J Med 77:17-25. Oct 19. 1984.

2. Cleeland R, Squires E: A,�i J Med 77:3- 1 1 , Oct 19, 1984.
3. Data on file. Hoffmann-La Roche Inc.
4. Del Rio MA, et a!: Lancet /:1241-1244, Jun 4, 1983.

5. Steele RW: Arni Med 77.50-53. Oct 19. 1984.

Roche Laboratories
Division of l-loffmann-La Roche Inc.
Nutley. New Jersey 07110

Please see next pages forcomplete product information.
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Pediatric meningitis-and more
An extended-spectrum cephalosporin
with the benefits of three generations
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Rocephirf
ceftriaxone sodium / Roche
DESCRIPTION: Rocephin’ (ceftnaxone sodium/Roche) is a sterile, semisynthetic, broad-spectrum cephalo-
sponn antibiotic for intravenous or intramuscular administration. Ceftnaxone sodium is 5-Thia-1-azabi -
clo�4.2.0Joct-2-ene-2-carboxyfIc acid, 7-�[(2-amino-4-thiazoIyI)(methoxyimino)acetyI amino]-8-oxo- -
(l(1,2,5,6-tetrahs’dro-2-meth�f-5,6-dioxo-1,2,4-triazin-3-�)thiolmeth�I-, disodium salt, I6R16a,7�(Z)II-
The chemical formula of ceftriaxone sodium is C,, H,6 N8 Na2 07 53 3.5 H�O It has a calculated molecular
weight of 661.59 and the following structural formula:

S�N � CH, N ONa

C-CO-NH : . -� N

�OCH, ��CH � -3 5 HO

COO Na

A27

Rocephin is a white to yeltowish.orange crystalline powder which is readily soluble in water, sparingly soluble
in methanol and very slightly soluble in ethanol, The pH of a 1% aqueous solution is approximately 6.7. The
color of Rocephin solutions ranges from light yellow to amber, depending on the length of storage, concenfra�
hon arid diluenf used.
Rocephin contains approximately 83 mg (3.6 mEq) of sodium per gram of ceftnaxone activity.
�UNICAL PHARMACOLOGY: Average plasma concentrations of ceffnaxone following a single 30-minute infra�
venous (IV.) infusion of a 0.5. 1 or 2 gm dose and intramuscular (f.M.) administration of a single 0 5 or 1 gm
�se in healthy subjects are presented in Table 1.

TABLE 1
Ceftnaxone Pfasma Concentrations After Sii�le Dose Administration

Dose/Route Average Plasma Concentrations (mcg/ml)-- - 4hr 6hr 8hr l2hr l6hr

37 29 23 15 10 5
39 31 25 16 NOt ND

67 53 43 28 18 9
68 56 44 29 ND ND

117 89 74 46 31 15

O.5hr lhr 2ftr

O.5gmf.V 82 59 48
O.5gmt.M. 30 41 43

lgmf.V’ 151 111 88
lgmt.M. 40 68 76
2gmf.V 257 192 154
.l.v. doses were infused at a constant rate over 30 minutes.

tND = Not determined.
Ceftnaxone was comptetely absorbed following f.M. administration with mean maximum plasma concentra�
hons occumng between two and three hours postdosing. Muttiple IV. � t.M doses ranging from 0 5 to 2 gm
at 12 to 24-hour intervats resutted in 15 to 36’!. accumulation of cettnaxone above single dose values
Ceftriaxone concentrations in unne are high, as shown in Table 2.

TABLE 2
Urinary Concentrations of Ceftriaxone After Single Dose Administration

Dose/Route Average Unitary Concentrations (mcgIml)

O�2 hr 24 hr 48 hr 8-12 hr 12-24 hr 24�48 hr

O.5gml.V. 526 366 142 87 70 15
O.Sgmt.M. 115 425 308 127 96 28

1 gm tV. 995 855 293 147 132 32
lgml.M. 504 628 418 237 ND ND

2 gm IV. 2692 1976 757 274 198 40

ND = Not determined.
Thirty-three to 67% of a ceftdaxone dose was excreted in the unne as unchanged drug and the remainder was
secreted in the bite and ultimately found in the feces as microbiologically inactive compounds After a 1 gm tV.
dose, average concentrations of ceftnaxone, determined from one to three hours after dosing, were 581 mcg
ml in the gatlbtadder bile, 788 mcg/ml in the common duct bde, 898 mcg/ml in the cystic duct bile, 78 2 mcg
gm in the gattbladder watl and 62.1 mcglml in the concurrent plasma.
Over a 0.15 to 3 gm dose range in heatthy aduft subjects, the values of elimination half-life ranged from 5 8 to
8.7 hours; apparent volume of distribution from 5.78 to 13.5 L; plasma clearance from 0.58 to 1.45 L’t,our,
and renal clearance from 0.32 to 0.73 L’hour. Ceftriaxone is reversibly bound to human plasma proteins, and
the binding decreased from a value of 95#{176}!.bound at plasma concentrations of <25 mcglml to a value of 85%
bound at 300 mcg/ml.
The average values of maximum plasma concentration, elimination half-life, plasma clearance and volume of
distribution after a 50 mg/kg IV. dose and after a 75 mg/kg IV. dose in pediatnc patients suflenng from bac-
terial meningitis are shown in Table 3. Ceftnaxone penetrated the inflamed meninges of infants and children:
CSF ixtncentrations after a 50 mg/kg IV. dose and after a 75 mgikg IV. dose are also shown in Table 3

TABLE 3
Average Pharmacokinetic Parameters of Ceftnaxone

in Pediatnc Patients with Meningitis
50 mg/kg IV. 75 mg/kg I V

216 275
4.6 4.3

49 60
338 373

Maumum Plasma Concentrations (mcg/ml)
Elimination Half-life (hi)
Pfasma Oearance (mI/hr/kg)
�kttume of Distribution (mI/kg)
CSF Concentration - inflamed

meninges (mcg/mI) 5.6 6.4
Range(mcglml) 1.3-18.5 1.3-44
Timeafterdose(hr) 3.7(±1.6) 3.3(±1.4)

Compared to that in healthy adult subjects, the pharmacokinetics of ceftnaxone were only minimally altered in
elderfy subjects and in patients with renal impairment or hepatic dysfunction (Table 4), therefore, dosage ad-
justments are not necessary for these pahents with ceftdaxone dosages up to 2 gre per day. Ceftnaxone was
not removed to any significant extent from the plasma by hemodialysis. tn 6 of 26 dialysis patents. the elim-
inatton rate of ceftnaxone was markedly reduced, suggesttng that �fasma concentrations of ceftnaxone should
be monitored in these patients to determine if dosage adjustments are necessary.

TABLE 4
Average Pharmacokinetic Parameters of Ceftriaxone in Humans

Subject Elimination Plasma Volume of
Group Hat�Life Clearance Distnbution

(hr) (L’hr) (L)

Healthy Subjects 5.8-8.7 0.58-1 .45 5 8-13 5
Elderly Subtects (mean age, 70.5 yr) 8.9 0.83 10 7
Patients with renal impairment

Hemodiatysis patients
(0.5ml/min) 14.7 0.65 13.7

Severe(5-l5ml/min) 15.7 0.56 12.5
Moderate (16-30 mI/rein) 11 .4 0.72 11 8
Mild (3160 mI/mm) 12.4 0.70 13 3

Patients with liver disease 8.8 1 . 1 13 6

Creatinine clearance

ROt�EPHIN� � sodium/Hocks)

MICROBIOLOGY: The bactericidal activity of ceftnaxone results from inhibition of cell wall synthesis. Ceftn�
axone has a high degree of stability in the presence of beta-lactamases, both penicillinases and cephalospo-
rinases, of gram-negative and gram-positive bacteria. Ceftriaxone is usually active against the following
microorganisms in vitro and in clinical infections (see Indications and Usage):
GRAM-NEGATIVE AEROBES: Enterr�t�acter aerogenes, Entercibacter c�acae. Escherichia co/i. Haemophilus in-
fiLerIzae(including ampicitlin-resistant strains), H. parainfluerzzae. KIebs�IIa species (including K. pneumo-
niae), Neisseria gonoi-rhoeae (including penicillinase and nonpenicillinase producing strains), Neisseria
(n8lingihois. Proteus mirabilis, Proteus vulgatis, Mtiganella rnrxganii and Serratia marcescens.
Note: Many strains of the above organisms that are multiply resistant to other antibiotics, e.g. . penicillins,
cephalospreins and aminoglycosides, are susceptible to ceftnaxone sodium.
Ceftriaxone is also active against many strains of Pseudomonas aeruginosa.
GRAM-POSITIVE AEROBES: Staphylococcus aureos (including penicillinase-producing strains) and Sta,ohy-
hxoccus er,kNmikiis (Note: meth�llin-resistant StaphykcOccl are resistant to cepttetosponns, including cel-
fnaxone), Streptococcus pyogenes (Group A beta-hemofytic sfreptococa), Streptococcus agalactiae (Group B
streptococa) and Streptococcus pneiJm�tiae. (Note: Most strains of enterococci, Streptococcus taecalis and
Group D streptococci are resistant.)
Ceftnaxone also demonstrates in vitro activity against the following microorganisms, although the clinical sig-
nificance is unknown:
GRAM-NEGATIVE AEROBES: Citrobacter f,eundii, Citrobacter diversus, Providencia species (including Prnvi-
cNncia mttgen), Salmonella species (including S. typhij. Shigella species and Acine(obacter calcoaceticus.
ANAEROBES: &ctemk��s species, Clostrkiium species (Note: most strains of C. difficile are resistant).
SUSCEPTIBILITY TESTING: Standard susceptibility disk method. Quantitative methods that require mea-
surement of zone diameters give the most precise estimate of antibiotic susceptibility One such a-ocedure
(Batter AW, Kirby WMM, SherrisJC, TunIcM: Antibiotic Susceptibility Testing by a Standardized Single Disk
MethOd, Am J CIin PathoI45:493-496, 1966; Standardized Disk Susceptibility Test, Federal Register 39:19182-
19184, 1974: National Committee for Clinical Laboratory Standards, Approved Standard: ASM-2. Pedormance
Standards for Antimicrobial Disk Susceptibility Tests, July 1975.) has been recommended for use with disks to
test susceptibility to ceftriaxone.
Laboratory results of the standardized single-disk susceptibility test using a 30-mcg ceftnaxone disk should be
interpreted according to the following three criteria:
1. Susceptible organisms produce zones of 18 mm or greatec indicating that the tested organism is likely to

respond to therapy.
2. Organisms that produce zones of 14 to 17 mm are expected to be susceptible if a high dosage (not to esceed

4 gre per day) is used or if the infection is confined to tissues and fluids (e.g. . urine). in which high antibiotic
levels are attained

3. Resistant organisms produce zones of 13 mm or less, indicating that other therapy should be selected.
Organisms should be tested with the ceftriasone disk, since ceftnaxone has been shown by in vitro tests to be
active against certain strains found resistant to cephalosporin class disks.
Organisms having zones of less than 18 mm around the cephalothin disk are not necessanly of intermediate
susceptibility or resistanfto ceftriaxone.
Standard�ed procedures require use of contrel organisms The 30-mcg ceftnaxone disk should give zone di-
ameters between 29 and 35 mm, 22 and 28 mm and 17 and 23 mm for the reference strains E. coil ATCC
25922, S. aureus ATCC 25923 and P aeruginosa ATCC 27853. respectively.
DILuTION TEO-INIOUES: Based on the pharmacokinetic profile of ceftnaxone, a bactenal isolate may be con-
sidered susceptible if the MIC value for ceftnaxone is not more than 16 mcg/ml. Organisms are considered
resistant to ceftriaxone if the MIC is equal to or greater than 64 mcg/mI. Organisms having an MIC value of
less than 64 mcg/ml, but 9reater than 16 mcg/ml, are expected to be susceptible 4 a high dosage (not to exceed
4 gm per day) is used or 4 the infection is confined to tissues and fluids (e.g.,unne). in which high antibiotic
levels are attained.
E. colt ATCC 25922, S. aureus ATCC 25923 and P aen�inosa ATCC 27853 are also the recommended reference
strains for controlling ceftnaxone dilution tests. Greater than 95’/. of MtCs for the E. colt strain should fall wtthin
the range of 0.016 to 0.5 mcg/ml. The range for the S. aurais strain should be 1 to 2 mcg/ml, while for the
p aeruginosa strain the range should be 8 to 64 mcg/ml.
INDICATIONS AND USAGE: Rocephin is indicated for the treatment of the following infections when caused by
susceptible organisms:
LOWER RESPIRATORY TRACT INFECTIONS caused by St,�.,. pneumoniae, Streptococcus species (excluding
enterococci), Staph. aureus, H. inllt�izae, H. patainfiimnzae, KNbS�Ia species (including K. ptwumonioe),
E. cdi, E. aetogenes. Proteus mirabihs and Sermha marcescens.
SKIN AND SKIN STRUCTURE INFECTIONS caused by 518011.aureus, Stop/i. �ie�rmidis, Str�tococcus spa-
cies (excluding enterococci), E. cloacae, KIetISielIa species (including K. pneumoniae), Proteus mirabilis and
Pseudornonas aertiginosa.
URINARY TRACT INFECTIONS (complicated and uncomplicated) caused by E. co/i, Pmteus mirabilis, Proteus
vulgans, M. morganii and Klebsiella species (including K. pneumoniae).
UNCOMPUCATED GONORRHEA (cervical/urethral and rectal) caused by Neissena gonorrhoeae, including both
penicillinase and nonpenicillinase producing strains.
PELVIC INFLAMMATORY DISEASE caused by N. gonorrhoeae.
BACTERIAL SEPTICEMIA caused by Staph. aureus, Strep. pneumoniae. E. coli, H. inlluenzae and
K. pneumoniae.
BONE AND JOINT INFECTIGWS caused by Staph. auteus, Str�. pneumoishe, Streptococcus species (exclud-
ing enterococci), E. coil, P mirabilis, K. pneumoniae and Enterobacter species.
INTRA-ABDOMINAL INFECTIONS caused by E. coil and K. pneumoniae.
MENINGITIS caused by H. intluenzae, N. meningitidis and Str�. prwumoniae. Ceftnaxone has also been used
successfully in a limited number of cases of meningitis and shunt infections caused by Staph. epiderrnkiis and
E. coui.
PROPHYLAXIS: The administration of a single dose of ceftnaxone preoperattvefy may reduce the incidence of
postoperative infections in patents undergoing coronary artery bypass surgery. Although ceftnaxone has been
shown to have been as eflecfive as cefazolin in the prevention of infection followmg coronary artery bypass
surgery, no placebo-controlled trials have been conducted to evaluate any cephalosponn antibiotic in the pm-
vention of infection following coronary artery bypass surgery.
SUSCEPTIBIU7Y TESTING: Before instituting treatment with Rocephin, appropnate specimens should be oh-
famed for isolation of the causative organism and for determination of its susceptibility to the drug. Therapy
may be instituted prior to obtaining results of susceptibility testing.
l�ONTRMNDICA11ONS: Rocephin is contraindicated in patents with known allergy to the cephaiosponn class
of antibiotics.
WARNINGS: BEFORE THERAPY WITH ROCEPHIN 5 INSTtTUTED, CAREFUL INQUIRY SHOULD BE MADE TO
DETERMINE WHETHER THE PATIENT HAS HAD PREVIOUS HYPERSENSITtVITY REACTIONS TO CEPHALO-
SPORINS, PENICILLINS OR OTHER DRUGS. THIS PRODUCT SHOULD BE GIVEN CAUTIOUSLY TO PENICIL-
LIN-SENSITIVE PATIENTS. ANTIBIOTICS SHOULD BE ADMINISTERED WITH CAUTION TO ANY PATIENT
WHO HAS DEMONSTRATED SOME FORM OF ALLERGY, PARTiCULARLY TO DRUGS. SERIOUS ACUTE HY-
PERSENSITIVI1Y REACTIONS MAY REQUIRE ThE USE OF SUBCUTANEOUSEPINEPHRINE AND OTHER
EMERGENCY MEASURES.
Pseudomembranous coINs has been reported with the use of cephalosponns (and other broad-spectrum anti-
biotics): therefore, 4 is important to consider its diagnosis in patients who develop diarrhea in association with
antibiotic use.
Treatment with broad-spectrum antibiotics alters the normal flora of the colon and may permit overgrowth of
clostridia. Studies indicate a toxin produced by Clostridium difficile is one primary cause of antibiotic-associ-
ated colitis. Cholestyramine and colestipol resins have been shown to bind to the toxin in vitro.
Mid cases of colitis respond to drug discontinuance alone. Moderate to severe cases should be managed with
fluid, electrolyte and protein supplementation as indicated.
When the colitis is not reheved by drug discontinuance or when it is severe, oral vancomyon is the treatment
et choice for antibiotic-associated pseudomembranous colitis produced by C. difficile. Other causes of colitis
should also be considered.
PRECAUTiONS: GENERAL: Although transient elevations of BUN and serum creatinine have been deserved, at
the recommended dosages, the nephrotoxic potential of Rocephin is similar to thaf of other cephalosponns



A28

ROI�EPfflN’ (ceftrlaxons sodium/Hocks)

Ceftriaxone is excreted via both biliary and renal excretion (see Clinical Pharmacoiogy). Therefore. patients with
renal helure normally require no adjustment in dosage when usuet deses of Rocephin are administered, but
eencentrations of drug in the serum should be monitored PeriOdicafiy. It evklence of accumulation exists, doe-
age shoiud be decreased accordingly.
Dosage adjustments shoutd not be necessary in patients well hepatic dysfunction; bownve� in patients with
both hepatic dysfunction and significant renal disease, Rocephin dosage should not exceed 2 gre daily without
close monftonng of serum concentrations.
Alterations in prothromlan times have occurred rarely in patients treated wfih Rocephin. Patlents with impaired
vfflamin K synthests or �w vitamin K stores (e.g. . chronic hepatic disease and malnutrition) may require man-
ftodng of prothr�bin tirne during Rocephin treatment. Vitamin K administration (10 mg weekly) may be nec-
essary 4 the prothrombin time is prolonged before or during therapy.
Prolonged use of Rocephin may resut in overgrowth of nonsusceptible organisms. Careful observation of the
patient is essential. If supednfecfion occurs during therapy, appropriate measures should be taken.
Rocephin shouW be pmscnbed with caution in indndduals with a history of gastrelntestinal disease, especially
cobtis.
CARCINOGENESIS, MUTAGENESIS, IMPAIRMENT �FFERTIU7Y:
Carcmogenesis: Considering the maximum duration of treatment and the class of the compound, carcinogen-
icily studius with ceftriaxone in animels have not been pedormed. The maximum duration of animal toxicity
studies was six months.
Mutagenesis: Genetic: toxicology tests included the Ames test, a micronucleus test and a test for chromosomal
aberrations in human lyiiiphocytes cuftured in vitro with ceftriaxone. Ceftriaxone showed no potential for mu-
tagenic acthety in these stuthes.
Impaviment of Fertility: Coftriaxone preduced no impairment offertility when given intravenously to rats at daily
doses upto 586 mgikg/day. approetmately 20 times the recommended clinical dose of 2 gm/day.
PREGNNJCY: Teratogenic Effects: Pregnancy Category B. Reproductive sfuthes have been pedormed in mice
ants rats at doses up to 20 times the us�I human dose and have no eiadenee of embryotoxicity. fetotoxicity or
tetatogenicity In primates, no embryotoxksty orteratogenicity was demonstrated at a dose approximately three
timesthehuman dose.
There are, however. no adequate and well-controlled studies in pregnant women. Because animal reproductive
studies are not always predictive of human response, this drug should be used during pregnancy only if cleariy
nsoded.

Nontetatogenic Effects: In rats, in the Segment I (fertility and gener� reproduction) and Segment III (perinatal
arsi postnat�) studius with intravenOusly administered ceftriaxone, no adverse effects were noted on various
raproductlee parameters during gestation and lactation, including postnatal growth, functional behavior and
reproductive abilfty of the offs�xing, at doses of 586 mg/kg/day or less.
NURSING MOTHERS: Low concentrations of ceftriaxone are excreted in human milk. Caution should be ex-
erased when Rocephin is administered to a nursing woman.
PEDIATRIC USE: Safety and effectiveness of Rocephin in neonates, infants and chddren have been established
for the dosages described in the Dosage and Administration section.
ADVERSE REACTIONS: Rocephin is generally well tolerated. In clinical trials, the following adverse reactions,
which were coniadered to be related to Rocephin therapy or of uncertain etiology, were observed:
LOCAL REACTIIY’IS - pain, induration or tenderness at the site of injection (1%). Less frequently reported
(iuss than 1%) was phiubdis after IV. administration.
HYPERSENSITIVITY - rash (1.7%). Less frequently reported (less then 1%) were pruritus, fever or chills.
HEMATOLOGIC- eoianophiba (6%), thrombocytosts (5.1%) and leukopema (2.1%). Less frequently reported
(less than 1%) �re anemia, neutropenia, lymphopenia, thrombocytopenia and prelongation of the prothrom-
bintime.
GASTROINTESTINAL - diarrhea (2.7%). Less frequently reported (less than 1%) were nausea or vomiting,
and�a.

HEPATIC - elevations of SGOT (31%) or SGPT (3.3%). Less frequently reported (less than 1%) were elena-
buns of ateahne phosphatase and bilirubin.
RENAL - elevations of the BUN (1.2%). Less frequently reported (less than 1%) were elevations of creatinine
and the presence of casts in the urine.
c�ENTRAL NERVOUS SYSTEM - headache or dizziness were reported occasionally (less than 1%).
GENifOURINARY- moniliasis or vaginitis were reported occasionally (less than 1%).
MIXELLANEWS - diaphorests and flushing were reported occasionally (less than 1%).
Other rarely observed adverse reactions Qess than 0.1%) include leukocytosis, lymphocytosis, monocytosts,
basophiha, a decrease in the prothrornbin time, aunthce, glycosuna, hematuria, bronchospasm, serum sick-
ness, abdominal pain, colitis, flatulence, dyspepsia, palpitations and epistaxis.
DOSAGE AND ADMINISTRATION: Rocephin may be administered intravenously or intramuscularly. The usual
aduft da� doseis 1 to 2 gre given once a day (or in equally divided doses twice a day) depending on the type
and severity of tt�e infection. The totet deity doseshoeldnot exceed 4 grams.
For thetmatintent of serious miscellaneous infections in chddren, other than meningtes, the recommended total
daily dose is 50 to 75 mg/kg (not to exceed 2 grams), given in divided doses every 12 hours.

GeneraIf� Rocephin therapy should be continued forat least two days after the signs apd symptoms of infection
have disappeared. The usual duration is 4 to 14 days; in complicated infections Iongertherapy may be required.
fn the treatment of meningitis, a deitydoseof 100 mg/kg (not to exceed 4 grams), given in divkied doses every
12 hours, should be administered with or wfihout a ioading dose of 75 mgitg.
For the treatment of uncomplicated gonococcal infections, a single intramuscular dose of 250 mg is
recommended.

For preoperative use(surgical prophylaxis), a single dose of 1 gre administered 1/2 to 2 hours before surgery
is recommended.
When treating intections caused byStreptococcuspyogenes, therapy should be continuedforat least ten days.
No dosage adjustment is necessaryfor patients with impaviment of met or hepatic function; however, blood
keels should be monfiored in patients with severe renal impairment (e.g. , dialysis patients) and in patients with
both renel and hepatic dysfunctions.
DIRECTIONS FOR USE. INTRAMUSCULAR ADMINISTRATION: Reconstitute Rocephin powder with the appro-
plate diluent (see Compatibility-Stability section).

Viet Dosage Sice Amount of Diluent to be Added
250mg 0.9 ml
500mg 1.8mI

1gm 3.6ml
2gm 7.2m1

Roche Laboratories

ROCHE Division of Hoffmann-La Roche Inc.
a Nutley, New Jersey 07110

ROCEPHIN� (ceftilaxons sodium/Roche)

Alter reconstitution, each 1 ml of sohibon contains approxuntatefy 250 req equivalent ofceftnaxone. If required,
more dilute sobitions couki be utthzed. As with all intramuscular preparations, Rocephin should be in�cted well
within the body of a relatively large muscle; aspiration helps to avoid unintentional injection into a blood vessel.
WTRAVENOUS ADMINISTRATION: Rocephin should be administered intravenously by intermittent infusion.
Concentrations between 10 mg/mI and 40 mg/mI are recommended; however. iower concentrations may be
used it desired. Reconstitute v�s or “piggyback” bottles with anappropriateIV. diluent (see Compatibikty-
Stability section).

Vial Dosage Size Amount of Diluent to be Added

250mg 2.4 ml
500mg 4.8 ml

1gm 9.6m1
2gm 19.2ml

After reconstitution, each 1 ml of solution contains approximately 100 mg equwalent of ceftnaxone. Withdraw
entire contents and dilute to the desired concentration with the appropnate IV. diluent.

Piggyback Bottle DosageSize Amount of Diluent to be Added
1gm lOmI
2gm 20m1

After reconstitution, further dilute to 50 ml or 100 ml volumes with the appropriate IV. diluent.
10 gre BulkPharmacy Container This dosage size isNOTFOR OIRECTAOMINISTRATICW. Reconstitute powder
with 95 ml of an appropriate IV. diluent. Before parenteral administrahon, withdraw the required amount, then
further dilute to the desired concentration.
COMPATIBIUTY AND STABILITY: Rocephin sterile powder should be stored at room temperature - 77�F
(25’C)- or below and protected from light. After reconstitution, protection from normal light is not necessary.
The color of sokitions ranges from light yellow to amber.dependingon the length of storage, concentration and
dituent used.
Rocephin inframuscularsolutions remain stable (loss of potency less than 10%)for thefollowing time penods:

Concentration Storage
Diluent mg/mI Room Temp. (25CC) Refrigerated (4CC)

Sterile Water for 100 3 days 10 days
Injection 250 24 hours 3 days

0.9% Sodium 100 3 days 10 days
Chloride Solution 250 24 hours 3 days

5% Dextrose 100 3 days 10 days
Solution 250 24 hours 3 days

Bacteriostatic Water + 100 24 hours 10 days
0.9% Benzyt Ncohol 250 24 hours 3 days

1% Udocaine Solution 100 24 hours 10 days
(without epinephrine) 250 24 hours 3 days

Rocepftin intrauenous solutions, at concentrations of 10, 20 and 40 mg/mI, remain stable (ioss of potency less
than 10%) for the folk�ng time periods stored in glass or PVC containers:

Storage
Dituent Room Temp. (25CC) Refngerated (4”C)

Sterile Water 3 days 10 days
0.9% Sodium Chkiride Sol�ition 3 days 10 days
5% Dextrose Solution 3 days 10 days
10% Dextrose Solution 3 days 10 days
5% Dextrose + 0.9% Sodium Chkidde 3 days Incompatible

Sola�’
5% Dextrose + 0.45% Sodium Chloride 3 days Incompatible

Solution

�Data available for 10-40 mg/mI concentrations in this diluent in PVC containers only.
Similarly, Rocephin intravenous solutions, at concentrationsof 100 mg/mI, remain stable in the IV. piggyback
glass contetners for the above specified time periods.
The followfrtg inda�ious Rocephin solutions arestable at mom temperature (25CC) for 24 hours, at concen-
trations between 10 mg/mI and 40 mg/mI: Sodium Lactate (PVC container), 10% Invert Sugar (glass con-
tamer), 5% Sodium Bicarbonate (glass container), Freamine Ill (glasscontainer).NormQscit-M in 5% Dextrose
(glass and PVC containers), tnosol-B in 5% Dextrose (glass container), 5% Mann/tot (glass container), 10%
Mannitol (glass container).
After the indicated stability time penods, unused portions of solutions shoiad be discarded.
Rocephin reconstituted with �% Dextroseor 0.9% Sodium CMonde solution at concentrations between 10 mgi
ml and 40 mg/mI, and then stored in frozen state (- 20”C) in PVC (Viaflex) or polyolefin containers, remains
stable for 26 weeks.
Frozen solutions should be thawed at roomtemperaturebefore use. After thawing, unused porhons should be
discarded. Do not refreeze.
Rocephinsolutions should not be physically mixed with other antimicrobial drugs due to possible
incompatibility.
ANIMAL PHARMACOLOGY: Concretions consisting of the precipitated calcium sat of ceftnaxone have been
found in the gallbladder bile of dogs and baboons treated with ceftriaxone.
These appeared as a gritty sediment in dogs that received 100 mg/kg/dayforfour weeks. A similarphenomenon
has been observed in baboons but onlyafter a protracted dosingpenod(6 months) at higher dose levels (335
mg/kg/day or more). The likelihood of this occurrence in humansis considered to be law. since ceftnaxone has
a greater plasma half-life in humans, the calcium salt of ceftriaxone is more soluble in human gallbladder bile
and the calcium content of human gallbladder bile is relatively low.
HOW SIJPPUED: Rocephin (ceftriaxone sodium/Roche) is supplied as a sterile crystalline powder in glass vials
and p�gyback bottles. The following packages areavailable:

Vials containing 250 mg equivalent of ceftriaxone sodium. Boxes of 10 (NDC 0004-1962-01).
Vials contxining 500 mg equ�alent of ceitriaxone sodium. Boxes of 10 (NDC 0004-1963-01).
Vials containing 1 gm equivalent of ceftriaxone sodium. Boxes of 10 (NDC 0004-1964-01).
Piggyback bottles containing 1 gre equivalent of ceftriaxone sodium. Boxes of 10 (NDC 0004-1964-03).
Vials containing 2 gm equivalent of ceftriaxone sodium. Boxes of 10 (NDC 0004-1965-01).
Aggyttack bottles containing 2 gm equivalent of ceftriaxone sodium. Boxes of 10 (NDC 0004-1965-03).
Bulk pharmacy contaioers, containing 10 gre equxialent of ceftnaxone sodium. Boxes of 1 (NDC 0004-1971-
01). NOT FOR DIRECT ADMINISTRATION.

This product information issued February 1985.
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Less waste than jarred
foods . . . mixed fresh
every time
Just the right amount of dehydrated,

flaked Heinz Instant Baby Foods for

each meal, mixed fresh every time,
eliminates feeding leftovers to baby.
There are no half-empty jars to refrig-
erate and sometimes throw away,
which means less waste and greater
value. And, by using more or less
water, parents can adjust the consis-

tency to suit baby’s needs.

Convenient to carry
and store
The lightweight, unbreakable canis-
ters each contain at least two to four

servings, are easy to carry, and are

convenient for traveling. Plastic lids
reseal the foil-lined canisters tightly to
keep Heinz Instant Baby Foods fresh

up to two weeks after opening when

stored in a cool, dry place.

The nutrition babies need
Because they are just as nutritious as
jarred baby foods, Heinz Instant

Baby Foods provide the solid nutri-
lion growing babies need. Heinz

Instant Baby Foods come in 23 deli-
cious varieties. including fruits, vege-
tables, dinners. cereals with fruit, and
fruit combinations.



MEDICINE’S INFLATION

The two dominant trends behind the increase in medical costs are (1)

advancing technology with an increasing number of ever more highly reimbursed
procedures, and (2) a fee-for-service system where the purchasers have carte

blanche and the providers determine how many services will be provided. The
system has had virtual immunity from “market forces,” which is why it is the
fastest-growing segment of the economy; anybody can tap into it-witness the

growth of the for-profit health-care sector.
Until now, the answer has been regulation, of which D.R.G.’s are a part.

Because the system is so bloated at present, virtually any regulation will result
in transient reductions in outlays. However, the system will soon turn the rules
into just another shell game as costs are shifted from one sector to another, i.e.,

from inpatient to outpatient, from public to private or through D.R.G. “infla-

tion.”

Submitted by Student

From Egelman A: On medical care (letter). The New York Times, Dec 27, 1984.

PLAYING GOD IN THE NURSERY

One of the reasons biomedical progress in our time generates moral problems
and moral confusion is that it opens up choices where previously nature left
none. It confronts us with new choices about death in medical conditions in
which at least. the timing has become elective; new choices about the integrity

of the body now that some of its parts may be replaced and perhaps bought and
sold; and even new choices about the future of the human species as we learn

to alter our genetic makeup.
In the long run, of course, our society cannot escape the cost of our increased

ability to keep alive not only severely handicapped newborns but all those on

the margins of existence. Biomedical progress will continue expanding that
population as it brings us tragedies and benefits inextricably mixed and evokes
the kind of ambivalence expressed in Mr. Lyon’s book by a mother of twins. At

birth, each weighed less than 1,000 grams, and not long ago neither would have
lived. Now one of the twins is developing normally; the other child has no vision

or measurable I.Q., cannot move and must be fed entirely by tubes. This mother
says, as we all might, “I feel like saying, ‘Thank you, modern medicine, and

damn you, modern medicine.”

From P. Starr in The New York Times Book Review, March 24, 1985, p 28, in review of Playing God
in the Nursery by Jeff Lyon (New York, WW Norton & Co, 1985, $18.95, 366 pp).
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,.� � Syrup
(metaproterenol sulfate)

lOmg’5m1 :�*�

Indications: Bronchial asthma and
bronchospasm which may occur in

with bronchitis and emphysemd

Contraindications: Cardiac arrhytt�

sociated with tachycardia #{149}�

Precautions: Use extreme care wh�.
tering addttional sympathommetic Ct

. �:� � � cient time should e’apse before adi�

�: � . another sympathomimetic agent uc�
:�:; caution with metaprotereno; sulfate. �

�; sympathommetics n patients with�
sion. coronary artery d�sease con
failure, hyperthyroidism and diabe,

there s sensitivity to sympathomirr
Usage in Pregnancy Safety in pre
not been established Do not use

caution, weighing patient bene �
tial risk to fetus

Studies n mice, rabbits and rats I
no significant teratogenic effect�
up to 50 mg kg (310 times the re

daily human nhalational dose a
recommended daily human or�

bits, fetal loss and teratogenic
been observed at and above ci

and 100 mg kg respectively ,;

Adverse Reactions: Adverse�
as tachycardia. hypertension’.
nervousness. tremor nausea a
been reported These reactio#{231}i

those noted with other svmpab

Symptoms of Ove�” � #{149}

overdosage are those of e�c#{128}

adrenergic stimulation listen
Reactions � ; ..,
How Supplied: Cherr�-flavo

per teaspoonful (5 ml) .�

Also available as 1Q

bottles of 100 and as a
15 ml metered � �

: ‘ For complete details

: � ‘ scribing informat,o,
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E Yes, I’d like to receive more information on the AAP’s Name _______________________________________
Annual Meeting.
Mailto: Title ____________________________________
AAP Annual Meeting
P.O. Box 927 Address _________________________________

Elk Grove Village,IL 60007

City State Zip
PED

Since child health is
your business...
we’llmake business

a pleasure at The
American Academy
of Pediatrics -

The meeting for all professionals
concerned with the physical and
emotional health of children and
adolescents.

From Neonate to
Adolescent
To help you deal more successfully
with your patients, we’ve organized
a comprehensive program schedule
with

� 285 hours of seminars
�1 30 hours of workshops

� Hour for hour Category I CME credit

A Star Faculty
Meet and interact with many of the
nation’s leading specialists in vir-
tually every area of pediatric health
care.

1985 Annual Meeting,

San Antonio, Texas,

October 19-24, 1985

Take Time for Fun and

Relaxation
Extensive family program to help
you and your family enjoy all San
Antonio has to offer.

To Help You Help Children
Attend the American Academy of
Pediatrics Annual Meeting.

American
Academy of
Pediatrics
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SUNDOWN.

U S U and our scientists keep on inventing
new ways to protect the whole family
against the ravaging rays of the sun.

Rigorous, controlled testing helps assure that water-
proof SUNDOWN� sun-protection formulations will main-
tam their SPF ratings even after four 20-minute swims.

Since Johnson & Johnson research
introduced the first waterproof sunscreen
9 years ago, we’ve created the most complete
line of waterproof sun-protection agents you
can recommend-all twice as durable as
products that are merely water-resistant.

Waterproof SUNDOWN Sunblock
(SPF 15) combines the highest level of sun
protection from a chemical sunblock with the
highest recognized durability-in a noncome-
dogenic, nonsticky, ethanol-free formulation
for carefree, active periods of sunning, swim-
ming, and perspiring.

For patients who need different degrees
of protection, there are waterproof SUNDOWN

sunscreens with SPF’S of 8, 6 and 4. (Since no chemical
sunscreen provides absolute protection, all patients
should be warned against overexposure to the sun.)

Introducing a touch of added protection.

New SUNDOWN Stick SPF 15 and 5FF 8 are convenient
ways for patients to protect especially vulnerable or

sensitive areas all day, every day.

Waterproof

SUNDOWN#{174}
SUNBLOCK LOTION (SPF 15)

and new Waterproof

SUNDOWN#{174}
SUNBLOCK STICK (SPF 15)

The best sunblock you can
recommend is waterproof-to last.
�J&J 1985
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0 1985 Ross Laboratories

To meet
the nutritional needs

of individual infants. ..



rely on feedings
from the Ross

Hospital Formula System

Feathring
SIMILAC#{174}InfantFormulas

ISOMJL#{174}SoyProtein Formula
SIMILAC#{174}SPECIAL CARETMInfant Formula

SIMILAC#{174}NATURAL CARETMHuman Milk Fortifier
The NUK#{174}Orthodontic Nipple

Exclusively from the System of Performance
The Ross Hospital Formula System

I� � LABORATORIES
CDLUNIIBUS. OHIO 43216

ROSS Division of Abbott Laboratories. USA



A’ Silastic#{174} Chest Drainage Catheter

�, 1�..�:1Description:
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Description:
A Silastic#{174}Umbilical Vessel Catheter and Accessory

I � �
I �

I
�..

... .
. ‘... .‘

GESCO INTERNATIONAL, INC. #{149}P0. BOX 33788 #{149}SAN ANTONIO, TEXAS 78233
CALL TOLL-FREE 1-800-531-5814 #{149}Except in Texas, call 512/653-2255

SILASTIC is a registered trademark of Dow Corning Corporation.

Advantages:

S Materials �irt�jjw.�jare nonreactive to body tissues
and fluids, permitting faster healing and reducing
patient morbidity.

. Resiliency of this material and the soft tip reduces the
probability for bruising of the pleural wall and
damage to lungs.

I The nonwettability of silicone resists clotting and
encrustation, thereby improving drainage and
maintaining patency of the catheter.

. Compatability of Silastic#{174}reduces infection and
serum accumulation.

. The Trocar supplied with the THORA-CATH is
pointed, but protected, for better control when

penetrating the pleural wall and making final
placement. (Trocar utilization is at option
of physician.)

A comparison of wound site healing (right)
Silastic#{174}Thoracic Drain tube site (left), 10 days after
simultaneous removal of respective drains.

. Joe 0. Morris M.D., Clinical Professor of

. CLEARFLOW#{174}Stopcock
assembled to catheter.

. Insertion chart and sterile
ruler.

. Radiopaque Stripe beneath
exterior wall.

. Uniform inner lumen for
improved monitoring results.

. Clear Seamless Silastic#{174}
Tubing.

. Integral resilient silicone luer
locking hub with no
dead-space.

. Graduated with four 5-
centimeter markings.

. Soft Rounded Tip.

. Clear Hub for visualizatiQn�”

Advantages
. The Silicone Elastometer used is essentially nonreactive to

body tissue and fkttds Contains no plastisizers or additives
(Heparin) to leach out will not support bacterial growth

. Nonwetting Surface makes for easy insertion without
disrupting tt�e interna while assuring patency and excellent
flow characten�tlcS once the catheter �s tn place

. The physi�lprbperties and biocompatibility of this silicone
elastomer si9ntfic#{174}ntI� reduces tissue irritation normally
associated with long term catheterization

. The soft fip and �mooth Silastic#{174}surface practically
eliminates the possibility of false tracking, perforating or
damaging the vessel.

. Non adherence to tissue permits quick easy removal with
minimal site trauma.

. Furnished in two sizes-
9.6 French and 14 French.

. Clear Seamless Silastic#{174}
Tubing.

. Radiopaque Stripe
beneath exterior wall.

. Bevelled End Hole and
Two Side Holes-i
centimeter apart.

. Distal Side Hole interrupts
radiopaque stripe for easy
identification on X-ray.

. Two Centimeter
graduations on Catheter.

. Universal Hub adapts to
suction drainage systems.

I Furnished with or without
Stainless Steel Trocar

Photo (left) courtesy Joe D.
Morris, M.D. -



.. :

J ,( -

-�‘,

/�‘�‘�‘I �

\. �

\� 4Nr,?�

�;i,

�,/ ,,

/

___

Bhatia 3, Fomon S: Pediatrics 72:37-40,
1983.

2 Q..� Q Moyer L, Shim J, Hansen JW:
Ped Rca, April 18. 1984/Part 2:192A.

3 Oroas S: New England Journal of Medicine
308:237-241 February 3. 1983.

4 Based on reference standards of fetal
C � ‘ calcium retention reported by Ziegler EE,

,‘ fri ) /� r OThnnelI AM, Nelson SE, Fomon SJ:
� � Growth 40�.329-M1, 1976.
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What Does the Evidence Support?

� Extensive research studies and thorough clinical
� validation show that ENFAMIL Premature Formula
� (117 mg cakium/100 kcal):

-4 Delivers Calcium & Phosphorus More Reliably
A study of mineral delivery concludes that Enfamil Premature Formula is more stable with
respect to calcium and phosphorus suspension than a premature formula with higher mineral levels.’

The same study shows that, following infusion pumping, Enfamil Premature Formula delivered
higher average calcium and phosphorus levels than any other premature infant formula.

S Supports Appropriate Bone Density
Bone density studies prove that no advantage is gained by increasing the mineral content of Enfamil
Premature Formula.’ In these studies, one group of premature infants was fed Enfamil Premature
Formula and another group was fed Enfamil Premature Formula fortified with additional minerals.
After four weeks, the bone density of the infants fed the currently marketed Enfamil Premature Formula
was the same as the bone density of those infants fed the fortified product.

Also, both groups of infants had comparable serum alkaline phosphatase levels averaging
250-400 I.U. per liter.

[S Maintains Normal Serum Biochemistry
A study of serum biochemistry documents that Enfamil Premature Formula maintains serum calcium
and serum phosphorus at appropriate levels for the preterm infant.3

The study also shows that serum alkaline phosphatase levels are significantly lower in infants fed Enfamil

Premature Formula than those fed either preterm or mature human milk.

�. Provides Calcium Retention Similar to
In Utero Accretion
Metabolic balance studies demonstrate that calcium retention of infants fed Enfamil Premature

Formula is similar to that of normal in utero accretion rates.4

-. Proven in Millions of Feedings
Finally, the appropriateness of Enfamil Premature Formula mineral levels has been proven in
10 million feedings; there have been no reports of rickets among infants consuming appropriate
quantities of formula.

The Evidence Supports ENFAMIL Premature Formula

Moajflhi�x�YnNUTRITIONAL DIVISION



THE IDEAL
PEDIATRIC EXAM TABLE

QUIM2160
24” wide x 72” long x 36” high

SCHNEIDER CHILDREN’S
HOSPITAL

The L)epartment of Pediatrics of the Schneider Childrens
Hospital invites applicants for the following:

. CHIEF, GENERAL PEDIATRICS

Division includes pediatric fellowship program. 2 faculty
members and responsibility for general peds and pediatric
ER.

. CHIEF, CHILD DEVELOPMENT

Division has 60 faculty positions (including Ph.D. s, social
workers, LD specialists, special educators, occupational

and physical therapists. speech and language therapists)

and a fellowship program.

Requirements include Board certification in Pediatrics, dem-

onstrated administrative, clinical, teaching and research expe-

rience and eligibility for academic appointment at the Associate
Professor level at SUNY, Stony Broik. Excellent com�ensa-
tion package. Individuals will participate in the faculty practice
plan in the Department of Pediatrics. Forward CV to Philip
Danzkowsky, MD, Chief of Staff.

SCHNEIDER CHILDREN’S HOSPITAL

of

LONG ISLAND JEWISH

MEDICAL CENTER

New Hyde Park, N.Y. I 1042

An equal opportunity employer

t’ High enough
for pediatric
exams, long

enough for adoles-
cent exams, and

/economical enough for
mult�room facilities.

Includes center drawer,
utility shelfand paper

holder. Sturdy hardwood
construction in attractive
walnut finish. Vinyl uphol-

stery in 14 decorator col-
ors. Shipped assembled.

�II or write for brochure.

$485.00
FOB. Norwefi, MA

CUM�O�
QUINCY MEDICAL SUPPLY CO., INC.
84 Accord Park Dr.,Norwell, MA 02061

Call Toll Free:
Outside Mass. 1-800-343-2030

Inside Mass. 1-800-343-3444
Boston Line 617-479-4440

ANATOMY OF THE
INFANT HEAD
by James F. Bosma, M.D.

More than twenty years in preparation, comprehensively
illustrated with more than 400 precisely detailed halftones,
James F. Bosma’s Ar.woMv OF THE INFANT HEAD is the first
work to present, in illustration and text, the gross anatomy
of the head of the newborn human infant.

Writefor a full prospectus.

$115

THE EFFECTIVENESS OF
MEDICAL CARE
Validating Clinical Wisdom

Barbara Starfield, M.D., M.P.H., and Others

In assessing the evidence for the effectiveness of medical
care Starfield and her associates bring to bear both clinical
and epidemiologic studies that address the contribution
made by health services to the health of children and youth.
The principles employed, however, are applicable to mdi-
viduals of all ages.

$27.50

The Johns Hopkins Series in
Contemporary Medicine and Public Health

THE JOHNS HOPKINS
UNIVERSITY PRESS

701 West 40th Street, Baltimore, Maryland 21211

Leuken#{241}.
It� no longer

a death
sentence.

When you were young, no

form ofcancer terrified your

parents more than leukemia did.
Just fifteen years ago, a child

with leukemia could expect to

live only months.
But, thanks to research,

things have changed.
Children who once lived

months are now living years.

Many ofthem are growing up.

Some are already adults, living
normal lives.

Did you ever wonder what

the American Cancer Society did
with the money you gave us?

Well, some ofit went to leukemia

research. And, if we had more,
we could do more.

Give to the American

Cancer Society.

American Cancer Sodety�
This space ccwitrsbu,ed by 4w pubkslwr as a public wr�ce



Directory of Health Services for
Migrant Children, 1985
This directory provides listings of
private physicians and philanthropic
organizations, BCHDA migrant health
centers, as well as a variety of projects

that provide health services to migrant
children. Listings are arranged
alphabetically by state and town,
indicating physician and clinic names,
addresses, and phone numbers. Also
indicated are centers having Spanish-

Order Form

I Please send copies of Directory of Health Services: for Migrant Children 1985 at $5.00 per copy.

Total enclosed :

Ship to:

speaking resources.

Address

(�itv

Use the coupon to order your copy
today.

State Zio

Make checks payable to: American Academy of Pediatrics.
Send completed form to: American Academy of Pediatrics.
Publications Department, P.O. Box 927, Elk Grove Village,
1L60007. PEDS

American Academy of Pediatrics

No need for dosage calculations.1.

(mebendozde)
CHEWABLE

TABLETS

JANSSEN
c:�:J HARMA( E UT�R A
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Newly Published Order Now
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in vivo performance confirms....

Plasma amino acid* profile-
closest to mother’s milk.
New clinical evidence establishes that the plasma amino
acid profile of infants fed Similac is closest to that of
breast-fed i�

Foroptimal development, amino acid metabolism of the
formula-fed infant should be as close as possible to that
ofthe breast-fed infant, the nutritional norm.

Comparison of Plasma Amino
Acid* Profiles’ in Infants Fed...
- Human Milk

Threonine - Whey-Predominant Formula

- Similac Infant Formula

Lysine

Leucine

Isoleucine

Histidmne

1� � �‘*Essential �..�

References . . . .
I . Janas LM. Picciano MF Hatch TF Indices of protein 5 Jarven uences bite acid me weight
metabolism in term nfantsted human mitk, whe

Pedia np#{227}aA-L, etal: Milk proteinquantityandquatity Pediatrics76677683 1983.6. Okarnoto E, Ct at: Role ot taurine in feeding the tow-bethpredominant formuta or cow
the term infant. II Effects on acidic and neutrat amino acids 7. �autt GE, Rassin DK. Raiha NCR. Heinonen K� Milk

iii weicjht infant JPediatr 104:936-940, 1984
Pediatrics 70221 -230. 1982 . . protein quantity and quatity in tow’hirth’weight infants: Ill

Effects on sulfur amino acids in plasma and urine
3. Rassin DK � The function of taurine in the rontrat nervous
system, in DeFeudis FV. Mandel P(eds) Am;noAcsd JPediatr9O348-355, 1977
Neurotransrn,tters, New York. Raven Press. 1981 . p 184 8. Data on file. Medical � �. fl_� ��raTOries,
4. Geggel HS, of al. Human retinal dysfunction and taunne (‘.a�h� �J,
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Plasma taurine concentration-
equivalent to mother’s milk.
Recent research supports the fortification of Similac with taurine-
the second most abundant free amino acid in human milk.26

Infants fed Similac have plasma taurine concentrations
equ ivalent to hu man m ilk-fed i 7,8

er’s milk.



SUBSCRIPTION PROBLEMS?

To solve any subscription problems,
readers may call (312) 228-5005.
Sorry, but no collect calls, please.

For speedy service, refer to the 8-digit
number on your address label.

GENERAL INFORMATION

A46

P EDIATRICS publishes papers on original research or observations and special feature or review articles
in the field of pediatrics as broadly defined. Papers on material pertinent to pediatrics will also be

included from related fields such as nutrition, surgery, dentistry, public health, child health services,
human genetics, animal studies, psychology, psychiatry, education, sociology and nursing.

PEDIATRICS is the official publication of the American Academy of Pediatrics and serves as a medium

for expression to the general medical profession as well as pediatricians. The Executive Board and Officers
of the American Academy of Pediatrics have delegated to the Editor and the Editorial Board the selection
of the articles appearing in PEDIATRICS. Statements and opinions expressed in such articles are those of
the authors and not necessarily those of the American Academy of Pediatrics, its Committees, PEDIATRICS,

or the Editor or Editorial Board of PEDIATRICS.

Communications

Concerning editorial matters and manuscripts should be sent to PEDIATRICS, Dr. Jerold F. Lucey, Editor,

Mary Fletcher Hospital, Colchester Avenue, Burlington, Vermont 05401.
Concerning business matters, reprints, and advertising should be sent to PEDIATRICS, Business Office,

American Academy of Pediatrics, P.O. Box 927, Elk Grove Village, IL 60007.
Concerning the American Academy of Pediatrics should be sent to Dr. M. Harry Jennison, Executive

Director, P.O. Box 927, Elk Grove Village, IL 60007.
Concerning subscriptions, renewals, and address changes should be sent to PEDIATRICS, P.O. Box 927,

Elk Grove Village, IL 60007.
Please include the 8 digit number on your journal label for address changes.

Reprint Orders

Reprint order forms will be sent to the senior author with galley proofs. Upon receiving reprint order

forms, please read them carefully. All instructions thereon are final.
Please submit orders through the senior author. Reprints are available at any time after publication.

However, it is suggested that reprint orders be placed promptly so that they are not subject to any price

increases necessitated by paper and labor cost increases. Delivery of reprints is usually 4 to 6 weeks after
receipt of order.

All reprints are saddle-stitched and self-covered, unless covers are ordered. Any additional changes from
the standard pages are subject to additional charges. Orders for over 1,000 are, please note, subject to

special quotations.
Finally, prepayment must accompany reprint orders.

Information for Contributors

Papers are accepted on the condition that they have not been published elsewhere in whole or in part

and that they are contributed exclusively to this Journal, except by special consideration. Manuscripts
should be prepared according to the instructions for “Manuscript Preparation.”

Permission to reproduce material from PEDIATRICS must be requested and obtained in writing from the
author and the American Academy of Pediatrics.
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Beforeprescribing, please refertofuliproduct information,
a briefsummary ofwhich follows:

Indications and Usage: ‘Rynatan’ is indicated for
symptomatic relief ofthe coryza and nasalcongestion
associated with the common cold, sinusitis, allergic rhinitis
and other upper respiratory tract conditions. Approprute
therapy should be providedfor theprimary disease.

Contreindications: ‘Rynatan is contraindicated for
newborns, nursing mothers and patients sensitive to any
olthe ingredients or related compounds.

Warnings: Use wati caution in pabents with hypertension,
cardiovasculardisease, hyperthyroidism, diabetes, narrow
angle 9laucoma or prostatic hypertrophy. Use with caution
oravoid usein patients taking monoamine oxidase(MAO)
inhibitors. This product contains antihistamines which may
cause drowsiness and may have additive central nervous
system(CNS)effects with alcohol orother CNS depressants
(e.g., hypnotics, sedatives, tranquilizers).

Precautions: General: Antihistamines are morelikely to
causedizziness, sedation and hypotension in elderly
patients. Antihistamines may cause excitation, particularly in
cfsidren, but theircombination w5h sympathomimetics may
causeeither mild stimulation or mild sedation.

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

Druglnteractions: MAO inhibitors may prolong and intensify
theanticholinergic effectsof antihistamines and theoverall
effects of sympathomimetic agents.

Carcinogenesis, Mutagenesis, Impairment ofFertility: No
longtermanimalstudieshavebeen performedwith ‘Rynatan’.
Pregnancy: Teratogenic Effects: Pregnancy Category C.
Animalreproduction studies have not been conducted with
Rynatan. ft is also not known whether Rynatan’ can cause
fetalharm when administered to a pregnant woman orcan
affect reproduction capacity. ‘Rynatan should begiven to a
pregnant woman only ifclearly needed.

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

Adverse Reactions: Adverse effects associated with
Rynatan’ at recommended doses have been minimal The

mostcommon have been drowsiness, sedation, dryness of
mucous membranes, and 9astrointestinaleftects. Serious
sideeffects with oral antihistamines or sympathomimetics
have been rare.

. Tuition Fees:
AAPFellow $270.00
AAP Junior Fellow or
Allied Health Professional $200.00

; Non-Member Physician $330.00

� . To Register or for Program Information,
contact:
Department of Education American
American Academy of Pediatric Academy of
P.O. Box 927 Pediatrics
Elk Grove Village, IL 60007
Toll-free: (800) 433-9016 � �
In Illinois (800) 421-0589 �

rD�A1�’�,
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On your prescription only

RYNATAN#{174}�

PEDIATRIC SUSPENSION BID.

Note: Thefoliowing sect�nsareoptionaland maybeomitted.

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

Treatment-Induce vomiting fit has not occurred
spontaneously. Precautions must be taken against aspiration
especially in infants, children and comatose patients. If
gastriclavage is �dicated, isotonicor hatf.isotonic saline
solution is preferred. Stimulants should not be used. If
hypotension is a problem, vasopressoragents may be
consklered

Dosageand Administration: Administerthe recommended
doseevery 12 hours.
Rynatan Tablets: Adults-i or 2 tablets.
‘Rynatan’ Pediatric Suspension: Children oversixyears of
age-5to 10 ml(1 to 2teaspoonfuls); Children two to six
years ofage-2.5 to 5 ml(#{189}to 1 teaspoonful); Children under
twoyears ofage-Titratedose individually.

HowSupplied
‘Rynatan’ l#{228}blets:buft, capsule-shaped, compressed tablets
In bottles 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 atroom temperature;
avoid excessive heat-(above40�C/104’F).

�ynatan Pediatric Suspension-Store atcontrolled room
temperature-between 15’C-3O�C(59�F-86F); protect from
freezing. Issued 1/82

�, WALLACE LABORATORIES
V V Division of Carter-Wallace, Inc.

#{174}Cranbury, New Jersey 08512

Advancesin
PediatricsI

October3-5,
1985
RoyalSonesta
NewOrleans,
Louisiana

Register now and join your colleagues in
New Orleans, October 3-5, 1985, for Advances

in Pediatrics sponsored by the American

Academy of Pediatrics. Lectures and workshop
topics will provide the practicing pediatrician
with increased knowledge in:

I Hematology

. Newborns

S Neurology

C Allergy

C Infectious Diseases

COURSEFACULTY
Daniel C. Plunket, M.D. , FAAP

Hematology
Robert T. Hall, M.D. , FAAP

Newborns
Peter H. Berman, M.D. , FAAP

Neurology
James Kemp, M.D., FAAP

Allergy
James Cherry, M.D. , FAAP

Infectious Diseases

COURSEMONITOR
David Van Gelder, M.D. , FAAP

AMA CATEGORY I CREDIT 16 hours
PREP CREDIT 10 hours
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Lederle Laboratories extensive line of
biologicals indude:

. ORIMUNE#{174}
Poliovirus Vaccine, live, Oral, Trivalent

#{149}Tuberculin,OId,TINE TEST#{174}

. Tuberculin, Purified Protein
Derivcitive TINE TEST#{174}PPD

. TRI-IMMUNOL#{174}
Diphtheria and Tetanus Toxoids
and Pertussis Vaccine, Adsorbed

. PNU-IMUNE#{174}23
Pneumococcal Vaccine, Polyvalent

. Tetanus Toxoid Fluid

. Tetcinus Toxoid Adsorbed

C 1985 Ledclc Loborotores c3�.5

The Lecierle
cornrnitrnent
continues

Go�s ore lull now, but there was a time before
modern immunization when they weren’t.

Thonks to the combined efforts of the medicol
profession ond phormoceuticol companies,
diseoses which once threatened all too many
children and adults are now seen more in

textbooks than daily practice.

(.ederle t.aboratories takes pride in the part it
has played-and is continuing to play-in this
dramatic improvement in health care.

lederle is proud that the company has
effectively supplied the U.S. with live, oral,
trivalent polio vaccine-ORIMUNE#{174}

t.ederle is also the only company which has
consistently supplied DIP vaccine for over 40
years.

While other companies are abandoning the
vaccine business, the �ederle commitment is to
make every effort to provide the vaccines needed
by the medical community to practice preventive
medicine in the best interest of our children.

For order placement, dial: 1-800-L-E-D-E-R-L-E

Lederle Biologicols Protecting Families Through Immunization

A Division ol American Cyanamid Company. Wayne. New Jersey 07470





New,� ‘a : �ally distinct
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Separating sedation from relief *

Merrell Dow announces a major
turning point in seasonal allergic rhinitis therapy

*The reported incidence of sedation with Seldane (9 0%) in controlled clinical studies did not differ significantly from that reported

in patients receiving placebo (8 1%)

Before prescribing Seldane. please see Prescribing Information which appears on the last page



Incidence of drowsiness

placebo

Seldane
(60 mg b.i.d.)

chlorpheniramine
(4 mg t.i.d.)

Data from all controlled clinical studies in which Seldane (60 mg b i d ) was compared to either placebo or positive control

(terfenadine) bC) mg tablets LiiU

v 1985, Merreil Dow Pharmaceuticals inc

Blood-brain barrier may
be the key to separating
sedation from relief *

R Sedation equivalent
to placebo

In double-blind, randomized,
placebo-controlled studies
involving more than 1 ,700
patients, the reported incidence
of sedation with Seldane in
therapeutic doses did not differ
significantly from that of
placebo, while chlorphenira-
mine in therapeutic doses
produced twice the incidence
(p <0.02). 1

Merrell Dow
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Unlike classical antihistamines,

. Incidence of dry mouth, nose, or throat
equivalent to placebo

Incidence of dry mouth, nose, or throat

placebo

Seldane
(60 mg b.i.d.)

chlorpheniramine
(4 mg t.i.d.)

Acts on H1-receptors
specifically

Double-blind, randomized,
placebo-controlled studies
involving over 1,400 patients
showed that therapeutic
doses of Seldane did not
cause significantly greater
incidence of dry mouth, nose,
or throat than placebo� None
of these studies showed a

difference between Seldane
and other antihistamines in
the frequency of antic holin-
ergic effects.

Consideration should be
given to potential anticholin-
ergic (drying) effects in
patients with lower airway
disease, including asthma.

. Low incidence of
undesired effects
In controlled clinical studies,
the incidence of reported
adverse effects in patients
receiving Seldane was similar
to that reported in patients
receiving placebo.t (See
Prescribing Information.)
In the first six million
patient-months of therapeutic
use of Seldane worldwide, the
total number of spontaneously
reported adverse events
confirmed the relatively low
incidence found in clinical
studies.
See Prescribing Information
for Contraindications,
Precautions, and Adverse
Reactions.

Merrell Dow



New, pharmacologically distinct

1� � � � (terfenadine) 60 mg t#{225}letsBID

�u�.1L�t I± Separating sedation from relief
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. Seldane chlorpheniramine
(60 mg b.i.d.)N -44 (8 mg b.i.d.)N -42

New, pharmacologically distinct

Merrell Dow

Efficacy equal to
classical therapy
In a multicenter, double-blind
study done in the United
Kingdom, of both nasal and
ocular symptoms in allergic
rhinitis, Seldane provided

similar efficacyto chlorphenir-
amine in all symptoms evalu-
ated3 Antihistaminic effect
in skin wheal studies begins
in 1-2 hours, reaching maxi-

mum at3-4 hours. A 60 mg
tablet of Seldane shows
antihistaminic action for
12 hours or more, enabling
convenient bid. dosage.
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The #1 single-entity allergy
product in Europe

U Sedation equivalent to placebo
. Low incidence of dry mouth,

nose, or throat

. Efficacy equal to classical �
therapy

U Rapid, effective relief with �M227�917

b.i.d. dosing I

Because Seldane is a newly introduced drug,
to eliminate any possible contusion with similar trademarks,
prescriptions should be written as shown above.

New, pharmacologically distinct

I -

(terfenadine) 60 mg tablets BID
The onlyperipheral, H1-specific
antagonist available in the 13.5.



and survival in rats given doses 63 times and 125 times the human daily dose throughout pregnancy
and lactalion. Effects on pups exposed to Seldane only dunng lactation are not known, and there are
no adequate and well-controlled studies in women during lactation.

Pediatric use
Safety and effectiveness of Seldane in children below the age of 12 years have not been established.

General
Consideration should be given to potential anticholinergic (drying) effects in patients with tower airway
disease, including asthma.

ADVERSE REACTiONS
Expenence from clinical studies, including both controlled and uncontrolled studies involving more
than 2,400 patients who received Seldane, provides information on adverse experience incidence for
periods of a few days up to six months. The usual dose in these studies was 60 mg twice daily, but in a
small number of patients, the dose was as low as 20 mg twice a day, or as high as 600 mg daily.

In controlled dirucal studies using the recommended dose of 60 mg bid., the incidence of reported
adverse effects in patients receiving Seldane was similar to that reported in patients receiving
placebo. (See Table below.)

ADVERSE EVENTS REPORTED IN CUNICAL TRIALS

References: 1. Data available upon request, MERRELL DOW PHARMACEUTICALS INC . Cincinnati. Ohio 45215 2. Cheng HC, Woodward JK Antihistaminic effect of terfenadine A new
piperidine-type antihistamine Drug Dev Res 2 181.196, 1982. 3. Backhouse Cl. Brewster BS. Lockhart JDF et ai Terfenadine in aliergic rhinitis A comparative trial of a new antihistamine
versus chlorpheniramine and placebo Practitioner 226 347-348. 351, 1982
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Seldane#{174}(terfenadine)

60 mg Tablets
CAUTION: Feder� law prohibds dispensing wdhout prescnphon.

DESCRIPTION
Seldane (terfenadine) is available as tablets for oral administration. Each tablet contains 60 mg
tertenadine. Tablets also contain, as inactive ingredients: corn starch, gelatin, lactose, magnesium
stearate, and sodium bicarbonate.

Terfenadine is a histamine H1-receptor antagonist with the chemscal name u.(14’(l,l’Dimethylethyt)
phenylf’4-(hydroxydiPhenylrnethyl)-1’Piperidinebutanol.

It has the fofIowu�g chemical structure:

O\/-\ OH

HO-C---( N-(CH2)3-CH-<’��)--C-CH3

/�/ \-J x�q I
igi CH3

Terfenadine occurs as a white to off-white crystalline powder. It is freely soluble in chloroform, soluble
in ethanol, and very slightly soluble in water.

CLINICAL PHARMACOLOGY
Terfenadine is chemically and pharmacologically distinct from other antihistamines.

Histamine skin whew skid�s have shown that Seldane in sing� and repeated doses of 60 mg in 64
sob�s has an antihistan�nic effect beginning at 1-2 hours, reaching its maximum at 3-4 hours, and
lasting in excess of 12 hours.

Clinical trials of Seldane involved about 2,600 patients, most receiving either Seldane, another anti-

histamine and/or placebo in double-blind, randomized controHed comparisons. The four best con-
trolled and largest trials each lasted 7 days and involved about 1 000 total patients in compadsons of

Seldane (60 mg bid.) with an active drug (chlorpheolramine, 4 mg lid.; dexcfilorpheniran*ie, 2 mg
t.i.d.; or clernastine 1 mg bid.). In the four trials, about 50-70% of Seldane or other antihistamine
recipients had moderate to complete rehofofsymptoms. compared with 30-50% of placebo recipients,
with a wgnihcant difference favorin9 the active drugs in each study. In these Studies, Seldane was
associated with less frequent drowsiness than the other anbl�istamines: the frequency of drowsiness
with Sefdane was similar to the frequency with placebo. None of these studies showed a difference
between Seldane and other antihistamines in the frequency ofantichohnergic effects. In studies which
��c$uded 52 subjects in whom EEG assessments were made, no depressant eflects have been
observed.

Animal studies have demonstrated that terfenadine is a peripheral specific histamine H -receptor
antagonist. In these animal studies, no sedative or anticholinergic eflects were observed at effective
antihistaminic doses. Radioactive disposition and autoradiographic studies in rats and radioligand
binding studies with guinea pig brain H,-receptors indicate that, at effective antihistamine doses,
neither terfenadine nor ifs mefabolites penetrate the blood brain barrier welt.

Pharmacokinetic studies in 27 male subjects, using 140-labeled terfenadine, demonstrated that an
oral dose of terfenathne is wed absorbed from the gastrointestinal tract and rapidly and extensively
biotransformed. Following administration of a single 60 mg Seldane tablet, detectable plasma levels
were observed wiIt*i one-half hour. Plasma levels peaked at about 2 hours after administrabon; a
distribution half-life of 3.4 hours was followed by an ekmination Mif-life of 2025 hours. Terfenadine is
extensively (97%) bound to human serum protein. Elimination studies ki 6 male volunteers showed that
fecel excretion accounted for 60% of the dose while 40% of the dose was ehmsiated via the urine.
Almost al of the dose was eliminated n the form of metabolic products.

Following admsnistration of single doses of 60 or 180 mg of Seldane, a linear response was observed
in maximum plasma concentration. Area under the curve (AUC) calculations, however, indicate a
nearly four-fold increase in response for a three-fold increase in dose.

INDICAT1ONSAND USAGE
Seldane is indicated for the relief of symptoms associated with seasonal allergic rhinitis such as
sneezing, rhinorrhea, pruntus, and lacsimat�on.

CONTRAINDICATIONS
Seldane is contraindicated in patients with a known hypersensitivity to terfenadine or any of its
�ents.

PRECAUTIONS
Information it,, patients
Patients taking Seldane ahoold receive the following information and instructions. Mhoietamines are
prescribed to reduce allergic symptoms. Patients should be questioned about pregnancy or lactation
before starting Seldane therapy. since the drug should be used in pregnancy or lactation only if the
potential benefit justifies the pOtentiel risk to fetus or baby. Patients should be instructed to take
Seldane only as needed and not to exceed the prescribed dose. Patients shoed also be instructed to
store this medication in a tightly closed container in a cool, dry place, away from heal or direct sunlight,
and away from children.

Carcinogenesis, mutagene.sss. impairment of fenhlity
Oral doses of lerfenadine, corresponding to 63 times the recommended human daily dose, in mice for
18 months or in ratsfor 24 months. revealed no evidence oflumorigenicity. MicrObial and micronucleus
lest assays with terfenadine have revealed no evidence of mutagenesis.
Reproduction and fertility studies in rats showed no eflects on male or female fertility at oral doses of
up to 21 times the human daily dose. At 63 times the human daily dose there was a small but
significant reduction in implants and at 125 times the human daily dose reduced implants and
increased posl-implantation leases were observed, which were judged to be secondary to maternal
toxicity.

Pregnancy Cate9o(y C
There was no ev,dence of animal teralogenicity. Reproduction studies have been performed in rats at
doses 63 times and 125 times the human daily dose and have revealed decreased pup weight gain
and survival when lerfenadine was adminielered throughout pregnancy and lactation. There are no
adequate and well.controlled Studies in pregnant women. Seldane should be used during pregnancy
only if the potential benefit justifies the potential risk 10 the fetus.
Nonteratogenic effects
Seldane is not recommended for nursing women. The drug has caused decreasedpup weight gain

Adverse
Eveffi

Percent of Pansies Reooitl.

Seldaiis
N=781

Coitrelled Studies�
Placebo
N=665

Control
N=626 �

NI Cilelcil
Setdaae

N=2452

Sludlu
Placebo
N=147$

Central Nervous
System

Drowsiness
Headache
Fatigue
Dizziness
Nervousness
Weakness
Appetite Increase

Gastrointestinal System
Gastrointestinal Distress

lAbdominai distress,
Nausea, Vomiting,
Change in
Bowel habitsl

Eye, Ear, Nose,
and Throat

Dry Mouthi
Nose/throat
Cough
Sore Throat
Epistaxis

Skin
Eruption or itching

9.0
6 3
2 9
1.4
0.9
0.9
0 6

4 6

2.3
09
0.5
0.0

1 0

8 1
7 4
0.9
1 1
0.2
0.6
0.0

3.0

1.8
02
0.3
0 8

1 7

18 1
3 8
5 8
1 0
0 6
0 2
0 0

2 7

3.5
0.5
0.5
0 2

1 4

8 5
15 8
4 5
1.5
1 7
0.6
0 5

7 6

4 8
25
3 2
0 7

1 6

8 2
11 2
3.0
1 2
1 0
0.5
0 0

5 4

31
17
1.6
0 4

2 0

�Duration of treatment in “CONTROLLrU SI uuira was usuairy i-14 DAYS
. �Duration of treatment in “ALL CLINICAL STUDIES” was up to 6 months

. . CONTROL DRUGS: Chlorpheniramine 1291 patients), d-Chlorpheniramine 1189 patients), Clemastine 1146

patients)

In addilion to 11w more frequent side effects reported in clinical trials (See Table), adverse effects have
been reported at a lower incidence in clinical trials and/or spontaneously during marketing of Seldane
that warrant listing as possibly associated with drug administration. These include: atopecia, anaphy-
lasis, angioedema, bronchospasm, depression, galactorrhea, insomnia, menstrual dieorders (indud-
ing dysmenorrhea), musculoskeletal pain, nightmares, palpitatiOn, parenthesis, sweating, tachycardia,
tremor, urinary frequency, and visual disturbances. In clinical trials, several instances of mild, or in one
case, moderate transaminase elevations were seen in patienls receiving Seldane. Mild elevations
were also seen in placebo treated patients. Foreign marketing experiences include isolated reports of
jaundice, cholestalic hepatitis, and hepatitis: in most cases available information is incomplete. In
neither the clinical Irials nor foreign experience is a causal relationship of liver abnormalities to
Seldane use clear.

OVERDOSAGE
One case of overdosage has been reported in a 16-year-old female who look 25 tablets (1500 mg).
She was seen approximately one hour after ingestion and treated by gastric lavage. Her recovery was
complete and uneventful except for a decrease in BP from 1 10/60 to 90/50 mmHg two hours after
admission.
Treatment of overdosage would reasonably consist of emesis (ipecac syrup), excepl in patients with
impaired consciousness, followed by the adminislration of activated charcoal 10 absorb any remaining
drug. If vomiting is unsuccessful, or contraindicated, gastric lavage should be performed with normal
asline. Saline cathartics may also be of value for rapid dilution of the bowel contents. It is riot known if
terfenadine is dialyzable.

Treatment of the signs and symploms of overdosage should be symptomatic and supportive after the
acute stage.

Oral LDse V5kJ05 fortertenadine were greater than 5000 mg/kg in mature mice and rats. The oral LDse
was 438 mg/kg in newborn rats. SKtgIe doses as high as ten times (600 mg) the recommended
therapeutic dose us adults have been well tolerated.

DOSAGE AND ADMINISTRATiON
The usual dosage for adufts and children 12 years and older is 60 mg (1 tablet) twice daily.

HOW SUPPUED
NDC 0068-0723-61

60 mg tablets in bottlesof 100. Tablets are round, white, and debossed “SELDANE’. Store tablets
at controlled room temperature (59�-86”F) (15�.30*C). Protect from exposure to temperatures
above 104*F (40’C) and moisture.

Product Information as of May, 1985

MERRELL DOW PHARMACEUTICALS INC.
Subsidiary of The Dow Chemical Company
Cincinnati, Ohio 45242-9553, U.S.A.

Merrell Dow
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An Atherosclerosis Overview Brochure:
discusses the pathological process of
atherosclerosis and the importance of initiating
prevention in childhood. This important
component describes the program and
gives your staffsuggestions on how
to help implement the Lipid Modification
Action Plan in your practice.

l’�T�tttec

tl’�e
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THE
MODI FICATION

THE LIPID MODIFICATION ACTION PLAN.

Your Wyeth representative will be contacting you
soon about this important program and will
provide you with the initial components of this
new preventive plan.

The introductory kit contains:

A Monograph: highlights the proceedings of a
recent satellite videoconference* entitled,
Primary Prevention ofAtberoscierosis in

Childhood: The Role ofL4ic/,s. A group of leading
experts gathered in New York City to discuss
the latest clinical and research data on
atherosclerosis and strategies for prevention.

Patient Information Booklets: review the
importance of establishing healthy nutritional
habits in childhood. Information on dietary
modification is based on the recommendations
made by the American Heart Association and the
American Health Foundation for all children
2 years and older.

Pediatric Nutrition Highlights: is a newsletter
for your waiting and examining rooms which
focuses on the importance of preventing
atherosclerosis beginning early in life.

Nutrition Posters: colorful “heart-healthy”
food posters for your waiting and examining
rooms, and miniature copies for patients to take
home, list foods high in saturated fat, cholesterol
and salt-and suggest appetizing alternatives
in the same food categories.
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A PROGRAM OF PRIMARY PREVENTION
In view ofthc high prevalence of atherosclerosis
in this country mans’ authorities, including those
who participated iii a recent symposium* #{216}flits
prevention. agree: Primary prevention of
atherosclerosis in pediatric practice is an issue
deserving the highest priorits’-an approach
whose time has come. There is a compelling body

of cv idence md icati ng that the atherosclerotic
process has its roots in childhood.

Therefore, manipulati ng envi ronmental factors
early-at the time the disease process begins-

offers the greatest promise for reducing the
incidence of this widespread disease. One major
risk factor that can be modified early is dietary

lipids-a factor receiving more attention among
researchers today than ever before. There is
substantial agreement that balancing dietary fats
early and continuing to do so throughout life,
may play a role in preventing atherosclerosis. This
is particularly true for those ofyour patients

genetically predisposed to the disease.

A NEW PROGRAM FORYOUR PRACTICE TODAY
Many authorities believe that the pediatrician is
in a crucial position to inculcate healthy living
habits in childhood-helping to reduce the risk
for atherosclerosis later in life. For this reason, a
program ofprimarv prevention has been
developed for your young patients and their
families, based on the data presented at the recent
satellite videoconference* on the prevention of

atherosclerosis in childhood. This family
program-The Lipid Modification Action Plan-
has been designed to help promote sound
cardiovascular health through prudent dietary
modification. The Lipid Modification Action Plan
represents our continuing commitment to
improve adult health through proper infant and
childhood nutrition.

INSIGHTS FOR TOMORROW
Nutrition during the first year and its effects on
blood lipid levels are topics of increasing interest
among a great many researchers today A recent
clinical study’ suggests that infants mas’ require a
unique balance offats. Breast milk, ideal in
nut ritional components. provides this perfect
balance �containing a lou’ polyunsaturated to
saturated fat [P/SJ ratio). It was demonstrated that
normolipemic infants fed diets with a P/S ratio
like that found in breast milk had higher

concentrations ofthe protective HDL cholesterol.
But a diet with a P/S ratio different from breast
milk (a high P/S ratio) resulted in a lower level of
HDL cholesterol. Plasma levels of HDL were found

to be statistically similar in infants fed breast
milk and SMAwith comparable P/S ratios. Since
breast milk is the standard by which all infant
formulas should be judged, it seems reasonable to
provide the bottle-fed infant with a P/S ratio
closest to breast milk.

5Prfmary Prevention ofAtberoscierosis in Cbildhood: The Role of Lipids.

Symposium. and satellite s’ideoconfercnce. March 28. 1985, New York City Robert Levy M.D., Chairman.

I. Cartson SE. DeVoc PW Harness LA: Effect of infant diets with different polyunsaturated to saturated fat ratios
on circulating high-density lip()proteins.JPediatr GastroenterolNutr 1:303-309. 1982.



Breast Milk SMA#{174} Enfamil#{174} Similac#{174}

0.32 0.33 0.49 0.83

SMA has the fat blend
closest to breast milk
SMA has a balance of polyunsaturated and saturated fatty acids closest to the balance contained in
breast milk.

Breast milk, which is ideal in its nutritional components, has a polyunsaturated to saturated fat
ratio (P/S ratio) ofO.32. Only SMA has a P/S ratio like that found in breast milk; the other infant
formulas have higher P/S ratios.

A clinical study’ presented at a recent satellite videoconference in New York City demonstrated
that normolipemic infants fed a diet with a P/S ratio like that found in breast milk had higher levels
ofprotective HDLcholesterol. In comparison, infants fed diets with a P/S ratio higher than � I
that found in breast milk had lower HDL levels.

Compare the fat composition of the formula
you are now recommending with that of breast milk

Satu rated Polv u nsat urated \Ion( )f.1l1S�lt U rated

Fats Fati. Fati.

Breast Milk* .�.j . 2 1 -i . 2 �o 1 .6

� 442 145
Enfamil5 S�.2 28.2 1 t .6

SiI11ilac� .�5() 3�.t l�.6

(;��v\lilk 65.8 3.8 30.4

‘Based on the average values ofmature breast milk determined in 11 recent studies.

Compare the ratio of polyunsaturated to saturated fats
in breast milk with that in infant formulas

Breast milk is the preferred feeding for
newborns. Infant formula is intended to
replace or supplement breast milk when
hreast.feeding is not possible or is
insufficient, orwhen mothers elect not

to breast-feed.
C;O()d maternal nutrition is important

for the preparation and maintenance of
breast-feeding. Extensive or prolonged
use ofpartial hottle’feeding, before
breast-feeding has been well established.

could make breast-feeding difficult to
maintain. A decision nrtt to breast-feed
could be difficult to reverse.

Professional advice should he
followed on all matters of infant feeding.
Infant formula should always he
prepared and used as directed.
I nnecessarv or improper use of infant
fornsula could present a health hazard.
Social and financial implications should
he considered when selecting the
method of infant feeding.

. .� . ,., � : � INFANT
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�Pt�adiephstPAi91O1 closest to breast milk in all nutritional components
�a � in Infant Nutrition

TM

© 1985. Wyeth Laboratories.




