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Pediatric Formulations:
Healthy Tomorrows For Children

Article Courtexy of Piramal Pharma So-
lutiony e,

Formulations developed specifically
for children with safe and effective
pharmacotherapy requires the timely
development of medicines and infor.
mution an their proper wse that suit the
age, physivlogical condition and hody
sizes of the child. Common routes of

ications was estimated at $83.6 billion
i 2014, rising by about 4 percent an-
nually to 2019 when it will reach
$100.7 billion,

Pharmaceutical companies lever-
uge the “Pediatric™ formulation exclu-
sivity as part of late life cycle
maunagement. Bvery dollar speat for pe-
diatric formulation reaps much more
benefit than any other extension strat-
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pharma on childhood disease. PREA,
m particular, provides a checkpoint for
every drug seeking FDA approval.

Over the same time period, 563 pe-
dintric label changes have been made in
response o BPCA and PREA — an aver-
uge of 37 label chunges per year,

fministration in pecd 7 in-
clude orul (especially liguids), par-
enteral, dermal, pulmonary, nasal,
rectul and ocular uses,

Luerative Market for Pediatric For-
mulutions

Pharmaceutical companies witness the
saying “Children are the future of the
nation.” Long ignored, the pediatric
population — which makes up 20 to 25
T of global population — is be-
ginning (o emerge as an opportunity
urea for ph ical i

egy. Voo ¥
respiratory conditions and viral infec~
tians are key thecapy areas, in addition
o central nervous system (CNS) treat.
ments and oncalogy.

The growth of specialty drugs
uncler the Orphan Drug Act has been a
boon for pedintric medicine, us mamy
of the orphan di being targeted

Chullenges in Developing Pediatrie
Formulutions

1. Diversity of Children

* Size'weight incresses 20-fokl from
birth o adulthood.

* Daose acjustments af fourfold ar greater
often needed.

* Ability to take medicines and dosage

todlay exp h fves in child

In addition, legislative action in this
century, notably the Best Practices for
Children Act (BPCA) and Pediatric

The global market for pediatric med-

R h Equity Act (PREA) provide a
carrot-and-stick h to focus

form prefi vary greally with age
2, Tuste Masking
* Tasle perception/preferences are differ.
ent in children than adulls; disease state

caun also impact taste/smel] perception.
1. Stahility
o Chemiral nhysical micrhial

ey

PIRAMAL PHARMA SOLUTIONS

(continued from page 8)

« Effervescent powders/tablets.

« Parenterals.

= Age appropriate tablets and capsules.
+ Design regulatory strategy, clinical ap-
plications, review of CMC and clinical

study reports.

Taste Masking Technologies

In addition to simplistic approaches for
pediatric formulations, Piramal R&D de-
velopment services can offer Taste Mask-
ing technologies to achieve desirable

formulations.

* Orral Hyuids present additional stability
challenges due (o additional excipieats
needed for palatability.

* Expiration period may be tvo short to
support commercial feasibility.

4. Low scceptability und palatsbility in
chilcren.

5. Concerns over off-ahel and unlicensed
use of medicines in children.

6. Achieving wlobal regulstory uccepeshil-

ity.
7. Providing rapid patient access (limita

Hon of di d chilkiren papul for
chimical trials) and 1l d develop-
ment timelines.

8. Risk af di

and manipulation of medicines for chil-
dren.

Pirumul Capabilities (Boeth #1703)

Piramal Pharma Solutions has scientific

cupability and expertise in pharmaceuti-

cal development, meeting the age-appeo-

printe and regulatary requirements of the

following pediatric f i

= Oral liquids (solutions/suspersions).

* Chewable tablets,

* Mouth dissolving (dispersible) tablets.

* Powder for reconstitution.
ocantinwed on page 16




