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Pediatric Corner

Center IDs Top 10 Drugs Used Off-Label in Out-Patient Setting

By L. Mirlam Piaa, M.D.

After the Fiual Pedlatric Rule was published in December
1994, the Pediatric Use Survey Working Group of the Pediatric
Subcammitiee was formed. The group’s {urst charge was w
identify the drugs most widely used in pediatrics on an out-
patient basis for which there was inadequate uce information.

Results of the survcy disclosed that most drugs that are
indicared for discases occurring, in both adults and children have
very litde information about pediatric use in the labeling. Some
age groups have less information available to them than others.
The population of less than 2 years of age, for instance, has
virtually no pediatric use information on drug products in
scveral class catcgotics. In general, drugs used to treat diseases
like asthima, and seasonal and perennial rhinitis, so common in
children, present very little information about pedianic diug use.
For other therapeutic areas, such as infectious diseases, the
pediatric information is. in contract, quite good.

The working group analyzed survey data from IMS Amencz,
L., to provide estimates for pediatric use for 1994, The IMS
database is an ongoing pharmaceutical marketing research
survey describing drugs mentioned during patient contacts by a_
nationwide panel of office-based physicians randomly selected -
from thc American Medical Association and the American
Osteopathic Association (move than 2,940 physicians
representing 27 specialties).

Data collected from the panel are projecied nstionally by
multiplying the raw number of mentions in each stratum,
dcfined by region and specialty, by a corresponding projectinn
factor.

The table displays the drugs that were most widely used off-
label in the pediatric population in 1994, according to the IMS
database. Thedrugs are preseated in arderof frequency of
mentions per year and retlect neither the severity of the diseases
being treated nor the adverse events repioned. Also, for drugs
uscd to treat duutic conditions, the number ot meations may not
correlate well with the number of patients belng treated. In the
chronic use of the Schadule II drug Ritalin, for exwuple, the
physician is required to prescribe it with no refills under close
surveillance (the prescribing requirements vary from stae to
state). Thus, in this case, the number of appearances will be-
overestimated when coroparad with other drugs used chranicaily.
Nonetheless, in every case, the physician had to make a decision
to use the drug with inappropriate pediatric use information

Members of the Pediatric Use Survey Working Group are:

L. Miriam Pina, MLD., chaimperson, Division of Pulmonary
Daug Products, Kimnberty Struble, Division of Anti-Viral Drug
Products; Linda Hu, Division of Over the Counter Drug
Products; Jonea Bull, M.D, Division of Auti-InDammatory,
Analgesic and Ophthalmologic Drug Products; Cazimiro
Martin. Division af Over the Counter Drug Products; Frank
Rosa, recently retired from the Division of Pharmacovigilance
and Epidemiology; and Charles Maynard, Divition of
Pharmacovigilance and Epidemiology. The December Pike lists
represcnuatives from each of the Center's review divisions who
can assist you with Pediatric Rule issues. The working group
plans on publishing in-patient datx in a future issue.

L. Miriam Pina, M.D., is a visiiing scienust in the Division of
Pulmonary Drug Products.

Off-Label Prcscriber’s
Product Indication(s) Label Statement Prescribing Specialty
Frequency (percentuge)
Albuterol inhalfation * Prcvention and relief of ~ Salety and cifectiveness 1,626,000 to children Pediatricians (62%)
solution for bronchospasm, (S&E) have not been <12 years old. Family practitioners
nebulization (alhuterol csublished in children and allergists (20%)
sulfate, 0.083 mg/ml) below 12 years of age.
Phenergan Relicf of diverse Should not be used in 663,000 to children Pediatricians (82%)
(promechazine HCI) sllergic rcactions. clilldren below 2 ycars <2 years old.

of age.

S&F have not been
established in infants
and children under the
age of 12.

Infections due to
susceptible organisms.

Ampicillin sodium for
intravenous or

intramuscular
lnjecdions.

639,000 to children
<12 years old.

Pediatricians (88%)
Most common
indication: perinatal
infections
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Off-Label Prescriber’s
Product Indication(s) Label Statement Prescribing Specialty
Frequency (percentage)
Auralgan otic solution  Prompt relicf of pain of  No instructions for 600,000 to children Pediatricians (62%)
acute otitis media and pediawic use atany 3ge. <16 years ald Family practitionas
to facilitate the removal (23%)
of excessive or impacted
cerumen.
1% mememsann - e e N O —sia
| Lotrisone cream Topical treatment of S&E i children below 325,000 to children Pediatrictans (51%)
| (clotrimazol 1%, particular dermal, the age of 12 have not <12 years old. Family practitioncrs
| betamethasone fungal infections. been established. (24%)
i dipropiotiate 0.05%)
| Prozac (fluoxelin HCL.) Nepressian and S&E in children have 349,000 to children Psychiatrists (B1%)

1 pulvules and liquid obsessive compulsive

disorders.

not been eswablished.

<16 years old.

Note: was mentioned ra
3,000 iafants <1 year of
age were in 1994.

1 Intal (cromolyn
: sodium).

For inhalatlon
(aebulization) solution,
S&E below the age of 2
havc not been established.
For tnhalation acrosal
solution (MDI). S&E have
not been esiablished
bclow the ape of 3.

Prophylactic agent in
. the management of
bronchial asthma.

e —— —

Most common
indication: depressive
disorders

Intal inhalation solution
was prescribed 109,000
times to infants

<2 years of' age. Intal
inhalation aerosol
(MDI), 399,000 times
to children <5 ycars.’

Zolofi (sertraline HCl)  Depression. S&E have not been

cstablished in children.

Ritalin tablets and Trcetment of artcntion S&E Jwsve not been

248,000 for children
<16 years.

226,000 10 chlidren

Pediaticians (71%)

Psychiatrists (72%)

Pediatricians (47%)

sustained-release tablets deficit disorders and established in children <6 ycars old. Psychiatrists (26%)

tmethylphenidate HC1)  narcolepsy. <6 years of age. .

(Schedule ]! drug)

Alupent Syrup Brong:hodilator for Clinical trial experience 184,000 to children Pediauicians (59%)

tmctaproterenol Lionchisl asthma and in chlidren under the <6 years old. Family practitioners

sulfate). for reversible age of 6 is limited. (23%)
bronchozpasms.

occlomethasuie Relicf ul sympuwms of S&E in children below 174,000 to children Pediatricians (46%)

seasanal and pecennial
rhinitis and (or the
prevention of recurrence of

arpropionate nasal
sorays (includes
aeconase AQ and

the age of 6 have not
been cstablished.

<6 years old.

nasal palyps following

vancenase AQ nasai zurgical removal.

sorays).
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