Proton Pump Inhibitors: U.S. Food and Drug Administration-Approved Indications and Dosages for Use in @S‘E“V"’Es-o
Pediatric Patients

The U.S. Food and Drug Administration (FDA)-approved indications and dosages for the use of proton pump inhibitors (PPIs) in pediatric
patients are provided in this table. You can find information on the generic availability of PPIs by searching the Electronic Orange Book at

https://www.accessdata.fda.gov/scripts/cder/ob/default.cfm on the FDA website.

Medication

esomeprazole[1]

Indication

1 month to
less than
1 year old

3to5kg

2.5 mg once a day
for up to 6 weeks
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Other Information

Doses over 1.33 per mg per kg per day
have not been studied.
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Generic
Availability

esomeprazole

1 month to
less than
1 year old

More than
5kgto 7.5kg

5 mg once a day
for up to 6 weeks

Doses over 1.33 per mg per kg per day
have not been studied.

esomeprazole

1 month to
less than
1 year old

More than
7.5 kg to 12 kg

10 mg once a day
for up to 6 weeks

Doses over 1.33 per mg per kg per day
have not been studied.

esomeprazole

1to 11
years old*

Less than 20 kg

10 mg once a day
for 8 weeks

Doses over 1 per mg per kg per day have
not been studied.

esomeprazole

1to 11
years old*

20 kg or more

10 mg or 20 mg once
a day for 8 weeks

Doses over 1 per mg per kg per day have
not been studied.

esomeprazole

12 to 17
years old

All weights

20 mg or 40 mg once

a day for 4 to 8 weeks.

No additional information.

esomeprazole

1to 11
years old*

All weights

10 mg once a day
for up to 8 weeks

Doses over 1 per mg per kg per day have
not been studied.

esomeprazole

12 to 17
years old

All weights

20 mg once a day
for up to 8 weeks

No additional information.

lansoprazole[2]

1to 11
years old

30 kg or less

15 mg once a day
for up to 12 weeks*

The PREVACID® dose was increased

(up to 30 mg twice daily) in some pediatric
patients after 2 or more weeks of treatment
if they remained symptomatic.
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https://www.accessdata.fda.gov/scripts/cder/ob/default.cfm

Medication

lansoprazole

Indication

1to 11
years old

More than 30 kg

30 mg once a day
for up to 12 weeks*

Other Information

The PREVACID dose was increased

(up to 30 mg twice daily) in some pediatric
patients after 2 or more weeks of treatment
if they remained symptomatic.

Generic
Availability

lansoprazole

12 to 17
years old

All weights

30 mg once a day
for up to 8 weeks

No additional information.

lansoprazole

1to 11
years old

30 kg or less

15 mg once a day
for up to 12 weeks*

The PREVACID dose was increased

(up to 30 mg twice daily) in some pediatric
patients after 2 or more weeks of treatment
if they remained symptomatic.

lansoprazole

1to 11
years old

More than 30 kg

30 mg once a day
for up to 12 weeks*

The PREVACID dose was increased

(up to 30 mg twice daily) in some pediatric
patients after 2 or more weeks of treatment
if they remained symptomatic.

lansoprazole

12 t0 17
years old

All weights

15 mg once a day
for up to 8 weeks

No additional information.

omeprazole[3]

1to 16
years old

5 kg to less than 10 kg

5 mg once a day

Pellets in capsule may be emptied into one
tablespoon of applesauce, mixed together,
and eaten, followed immediately by a glass
of water.

omeprazole

1to 16
years old

10 kg to less than 20 kg

10 mg once a day

Pellets in capsule may be emptied into one
tablespoon of applesauce, mixed together,
and eaten, followed immediately by a glass
of water.

omeprazole

1t0 16
years old

20 kg or more

20 mg once a day

Pellets in capsule may be emptied into one
tablespoon of applesauce, mixed together,
and eaten, followed immediately by a glass
of water.

20of4



Medication

omeprazole

Indication

1to 16
years old

5 kg to less than 10 kg

5 mg once a day

Other Information

Pellets in capsule may be emptied into one
tablespoon of applesauce, mixed together,
and eaten, followed immediately by a glass
of water.

Generic
Availability

omeprazole

1t0 16
years old

10 kg to less than 20 kg

10 mg once a day

Pellets in capsule may be emptied into one
tablespoon of applesauce, mixed together,
and eaten, followed immediately by a glass
of water.

omeprazole

1to 16
years old

20 kg or more

20 mg once a day

Pellets in capsule may be emptied into one
tablespoon of applesauce, mixed together,
and eaten, followed immediately by a glass
of water.

pantoprazolei[4]

5 years old
and older

15 kg up to 40 kg

20 mg once a day
for up to 8 weeks§

Pantoprazole is FDA-approved for the
treatment of EE associated with GERD.

pantoprazolei

5 years old
and older

40 kg or more

40 mg once a day
for up to 8 weeks§

Pantoprazole is FDA-approved for the
treatment of EE associated with GERD.

rabeprazole[5]

1to 11
years old

Less than 15 kg

5 mg once a day for
up to 12 weeks (option
to increase to 10 mg if
inadequate response)

No additional information.

rabeprazole

1to 11
years old

15 kg or more

10 mg once a day
for up to 12 weeks

No additional information.

rabeprazole

EE = erosive esophagitis

12 years old
and older

GERD = gastroesophageal reflux disease

All weights

20 mg once a day
for up to 8 weeks

No additional information.

* The PREVACID dose was increased (up to 30 mg twice daily) in some pediatric patients after 2 weeks or more of treatment if they remained symptomatic.

T Prilosec® (omeprazole) for delayed-release oral suspension is not available in a generic formulation.

1 Pantoprazole is FDA-approved for the treatment of EE associated with GERD.

§ Safety of treatment beyond 8 weeks in pediatric patients has not been established.
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To see the electronic version of this dosing table and the other products included in the “Proton Pump Inhibitors” Toolkit, visit the Medicaid Program Integrity Education page at
https://www.cms.gov/Medicare-Medicaid-Coordination/Fraud-Prevention/Medicaid-Integrity-Education/Pharmacy-Education-Materials/pharmacy-ed-materials.html on the Centers for Medicare &

Medicaid Services (CMS) website.

Follow us on Twitter y #Medicaidlntegrity
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Disclaimer

This dosing table was current at the time it was published or uploaded onto the web. Medicaid and Medicare This dosing table was prepared by the Education Medicaid Integrity
policies change frequently so links to the source documents have been provided within the document for Contractor for the CMS Medicaid Program Integrity Education
your reference. (MPIE). For more information on the MPIE, visit https://www.cms.
gov/Medicare-Medicaid-Coordination/Fraud-Prevention/Medicaid-
Integrity-Education/Pharmacy-Education-Materials/pharmacy-ed-
materials.html on the CMS website or scan the Quick Response (QR)
code on the right with your mobile device.

This dosing table was prepared as a service to the public and is not intended to grant rights or impose
obligations. This dosing table may contain references or links to statutes, regulations, or other policy
materials. The information provided is only intended to be a general summary. Use of this material is
voluntary. Inclusion of a link does not constitute CMS endorsement of the material. We encourage readers
to review the specific statutes, regulations, and other interpretive materials for a full and accurate statement
of their contents.
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