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Lansoprazole Found Safe for Infants With GERD
B Y  J A N E  S A L O D O F  M A C N E I L

Southwest  Bureau

S A N F R A N C I S C O —  An investigational
formulation of lansoprazole can safely treat
gastroesophageal reflux disease in neonates
and infants as old as 1 year of age, accord-
ing to the results of a pair of phase I trials
presented in a poster at the annual meeting
of the Pediatric Academic Societies.

Dr. Margaret Ann Springer reported
that the new formulation of lansoprazole

(Prevacid), a proton pump inhibitor, re-
lieved symptoms for most babies in the
two studies. At the end of 5 days, the in-
vestigators saw improvement in 79% of 24
neonates and in 88% of 24 older infants.

Gastroesophageal reflux disease (GERD)
did not worsen in any of the babies. Al-
though four neonates and one older infant
had adverse events related to the treat-
ment, no baby had to be withdrawn from
the trial because of side effects. 

All the babies met judicious criteria for

clinically evident GERD before being en-
rolled, said Dr. Springer, of Louisiana State
University in Shreveport, in an interview at
the meeting. These included feeding in-
tolerance and refusing to eat; vomiting af-
ter feeding; irritability and/or crying while
being fed; an arching back; impaired
growth; and respiratory symptoms. “Ba-
bies can die of these pneumonias. Babies
can slow their heart down enough to stop
breathing. Babies don’t gain weight and
grow because every time they eat it hurts.” 

Lansoprazole is approved for short-term
treatment of GERD in children aged 1-17
years. Dr. Springer said the Food and Drug
Administration agreed to test it in infants
and newborns because GERD is highly
symptomatic in this population. She esti-
mated a third to half of babies present with
some GERD symptoms, and about 10%
have serious cases requiring special care.

TAP Pharmaceutical Products Inc. of
Lake Forest, Ill., maker of lansoprazole,
sponsored the two open-label trials, which
enrolled babies in the United States and
Poland. The phase I neonate trial enrolled
24 term or postterm newborns. The aver-
age age was 3.7 weeks; mean weight, 3,015
g. The second phase I trial enrolled 24 in-
fants aged 4 weeks to 1 year. Their average
age was 24.1 weeks; mean weight, 6,379 g.

Clinicians reconstituted a prepackaged
granular powder of lansoprazole in ster-
ile water. For the neonates, they used a

concentration of 1 mg/mL, which was de-
livered once daily in a 0.5-mg/kg or 1.0-
mg/kg dose. The older infants were giv-
en a 2-mg/mL concentration in a daily 1.0-
mg/kg or 2.0-mg/kg dose. 

Lansoprazole could be administered by
syringe, intraorally, or via a gastronomy
tube. An analysis of pharmacokinetics
found infants 10 weeks or younger had
“substantially higher exposures” to lanso-
prazole compared with the older infants.

Each trial included 24-hour pH profiles
of six babies to determine changes in in-
tragastric levels. Investigators used a pH
level of 4 or greater as a goal to demon-
strate the drug was indeed reducing stom-
ach acid. The average percentage of time
that pH levels were greater than 4 in-
creased from 77% on day 1 to 97% by day
5 for neonates on 0.5 mg/kg per day of
drug, and from 59% to 99% for those on
the 1.0-mg/kg daily dose.

The older infants substantially increased
the percentage of time their pH profiles
reached the target, but the result was not
as great. Their proportions went from 50%
to 85% on the 1.0-mg/kg daily dose and
from 52% to 84% on 2.0 mg/kg per day.

The treatment-related adverse events
included two cases of flushing, one of
anemia, and one increase in transaminase
in the neonates plus one increase in he-
patic enzyme in an older infant. Two se-
rious adverse events, respiratory distress
syndrome and viral pneumonia, occurred
after the last day on lansoprazole, but nei-
ther was deemed study related. 

Dr. Springer said the pharmaceutical
company has initiated a longer safety and
efficacy trial based on the results. The
meeting was sponsored by the American
Pediatric Society, Society for Pediatric Re-
search, Ambulatory Pediatric Association,
and American Academy of Pediatrics. ■

‘Babies can die of
these pneumonias.
... [They] don’t
gain weight and
grow because
every time they
eat it hurts.’

DR. SPRINGER

Pages 40a—40d�

Used Mac Distiller 4.0.x Job Options
This report was created automatically with help of the Adobe Acrobat Distiller addition "Distiller Secrets v1.0.5" from IMPRESSED GmbH.You can download this startup file for Distiller versions 4.0.5 and 5.0.x for free from http://www.impressed.de.GENERAL ----------------------------------------File Options:     Compatibility: PDF 1.2     Optimize For Fast Web View: Yes     Embed Thumbnails: No     Auto-Rotate Pages: Individually     Distill From Page: 1     Distill To Page: All Pages     Binding: Left     Resolution: [ 600 600 ] dpi     Paper Size: [ 855 1107 ] PointCOMPRESSION ----------------------------------------Color Images:     Downsampling: Yes     Downsample Type: Average Downsampling     Downsample Resolution: 150 dpi     Downsampling For Images Above: 225 dpi     Compression: Yes     Automatic Selection of Compression Type: Yes     JPEG Quality: << /Blend 1 /Colors 3 /Resync 11 /Columns 163 /HSamples [ 2 1 1 2 ] /Rows 216 /QFactor 1.2 /ColorTransform 1 /VSamples [ 2 1 1 2 ] >>     Bits Per Pixel: As Original BitGrayscale Images:     Downsampling: Yes     Downsample Type: Average Downsampling     Downsample Resolution: 150 dpi     Downsampling For Images Above: 225 dpi     Compression: Yes     Automatic Selection of Compression Type: Yes     JPEG Quality: Low     Bits Per Pixel: As Original BitMonochrome Images:     Downsampling: Yes     Downsample Type: Average Downsampling     Downsample Resolution: 300 dpi     Downsampling For Images Above: 450 dpi     Compression: Yes     Compression Type: CCITT     CCITT Group: << /Columns 134 /K -1 /Rows 34 >>     Anti-Alias To Gray: No     Compress Text and Line Art: YesFONTS ----------------------------------------     Embed All Fonts: Yes     Subset Embedded Fonts: Yes     Subset When Percent Of Characters Used is Less: 100 %     When Embedding Fails: Warn and ContinueEmbedding:     Always Embed: [ ]     Never Embed: [ /Symbol /Courier /Courier-BoldOblique /ZapfDingbats /Helvetica-BoldOblique /Helvetica-Bold /Times-Bold /Courier-Bold /Helvetica /Times-BoldItalic /Times-Roman /Times-Italic /Helvetica-Oblique /Courier-Oblique ]COLOR ----------------------------------------Color Management Policies:     Color Conversion Strategy: Convert All Colors to sRGB     Intent: DefaultWorking Spaces:     Grayscale ICC Profile: Adobe Gray - 20% Dot Gain     RGB ICC Profile: sRGB IEC61966-2.1     CMYK ICC Profile: U.S. Web Coated (SWOP) v2Device-Dependent Data:     Preserve Overprint Settings: No     Preserve Under Color Removal and Black Generation: No     Transfer Functions: Preserve     Preserve Halftone Information: YesADVANCED ----------------------------------------Options:     Use Prologue.ps and Epilogue.ps: Yes     Allow PostScript File To Override Job Options: Yes     Preserve Level 2 copypage Semantics: Yes     Save Portable Job Ticket Inside PDF File: No     Illustrator Overprint Mode: Yes     Convert Gradients To Smooth Shades: Yes     ASCII Format: NoDocument Structuring Conventions (DSC):     Process DSC Comments: Yes     Log DSC Warnings: No     Resize Page and Center Artwork for EPS Files: Yes     Preserve EPS Information From DSC: No     Preserve OPI Comments: No     Preserve Document Information From DSC: NoOTHERS ----------------------------------------     Distiller Core Version: 4050     Use ZIP Compression: Yes     Deactivate Optimization: No     Image Memory: 524288 Byte     Anti-Alias Color Images: No     Anti-Alias Grayscale Images: No     Convert Images (< 257 Colors) To Indexed Color Space: Yes     sRGB ICC Profile: sRGB IEC61966-2.1END OF REPORT ----------------------------------------IMPRESSED GmbHBahrenfelder Chaussee 4922761 Hamburg, GermanyTel. +49 40 897189-0Fax +49 40 897189-71Email: info@impressed.deWeb: www.impressed.de

Adobe Acrobat Distiller 4.0.x Job Option File
<<     /ColorSettingsFile ()     /LockDistillerParams false     /DetectBlends true     /ParseDSCComments true     /DoThumbnails false     /AntiAliasMonoImages false     /MonoImageDownsampleType /Average     /MaxSubsetPct 100     /MonoImageFilter /CCITTFaxEncode     /GrayImageDownsampleType /Average     /GrayImageFilter /DCTEncode     /ColorImageDownsampleThreshold 1.5     /ColorConversionStrategy /sRGB     /CalGrayProfile (Adobe Gray - 20% Dot Gain)     /NeverEmbed [ /Symbol /Courier /Courier-BoldOblique /ZapfDingbats /Helvetica-BoldOblique /Helvetica-Bold /Times-Bold /Courier-Bold /Helvetica /Times-BoldItalic /Times-Roman /Times-Italic /Helvetica-Oblique /Courier-Oblique ]     /ColorImageResolution 150     /UsePrologue true     /ColorImageDepth -1     /sRGBProfile (sRGB IEC61966-2.1)     /PreserveOverprintSettings false     /CompatibilityLevel 1.2     /UCRandBGInfo /Remove     /EmitDSCWarnings false     /CreateJobTicket false     /DownsampleMonoImages true     /DownsampleColorImages true     /MonoImageDict << /Columns 134 /K -1 /Rows 34 >>     /ColorImageDownsampleType /Average     /GrayImageDict << /VSamples [ 2 1 1 2 ] /Blend 1 /HSamples [ 2 1 1 2 ] /QFactor 0.9 >>     /CalCMYKProfile (U.S. Web Coated (SWOP) v2)     /MonoImageDepth -1     /PreserveEPSInfo false     /AutoFilterGrayImages true     /GrayACSImageDict << /Blend 1 /QFactor 1.2 /HSamples [ 2 1 1 2 ] /VSamples [ 2 1 1 2 ] >>     /SubsetFonts true     /ColorImageFilter /DCTEncode     /AutoRotatePages /PageByPage     /ASCII85EncodePages false     /PreserveCopyPage true     /EncodeMonoImages true     /PreserveOPIComments false     /ColorImageDict << /VSamples [ 2 1 1 2 ] /Blend 1 /HSamples [ 2 1 1 2 ] /QFactor 0.9 >>     /AntiAliasGrayImages false     /GrayImageDepth -1     /CannotEmbedFontPolicy /Warning     /EndPage -1     /TransferFunctionInfo /Preserve     /CalRGBProfile (sRGB IEC61966-2.1)     /EncodeColorImages true     /EncodeGrayImages true     /ColorACSImageDict << /Blend 1 /Colors 3 /Resync 11 /Columns 163 /HSamples [ 2 1 1 2 ] /Rows 216 /QFactor 1.2 /ColorTransform 1 /VSamples [ 2 1 1 2 ] >>     /Optimize true     /ParseDSCCommentsForDocInfo false     /GrayImageDownsampleThreshold 1.5     /MonoImageDownsampleThreshold 1.5     /AutoPositionEPSFiles true     /MonoImageResolution 300     /GrayImageResolution 150     /AutoFilterColorImages true     /AlwaysEmbed [ ]     /ImageMemory 524288     /OPM 1     /DefaultRenderingIntent /Default     /EmbedAllFonts true     /StartPage 1     /DownsampleGrayImages true     /AntiAliasColorImages false     /ConvertImagesToIndexed true     /PreserveHalftoneInfo true     /CompressPages true     /Binding /Left>> setdistillerparams<<     /PageSize [ 576.0 792.0 ]     /HWResolution [ 600 600 ]>> setpagedevice


