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RotaTeq Found
Effective at
Expiration Date

BY ALICIA AULT
Contributing Writer

WASHINGTON — Merck’s experimental
RotaTeq vaccine was effective against mod-
erate and severe rotavirus at the end of its
shelf life, which appears to be 18 months,
lead investigator Umesh Parashar, M.D,,
reported at the National Immunization
Conference sponsored by the Centers for
Disease Control and Prevention.

A new vaccine is eagerly anticipated, be-
cause rotavirus causes 440,000 deaths and
leads to 2.1 million inpatient visits in chil-
dren under age 5 worldwide each year, said
Dr. Parashar of the National Center for In-
fectious Diseases at the Centers for Disease
Control and Prevention (CDC). Rotavirus
causes 5% of deaths in children under age 5
worldwide. In the United States, there are
few deaths—only 20-60 per year—but
there are 200,000-272,000 emergency de-
partment visits and 400,000 outpatient vis-
its because of rotavirus annually.

Stan Block, M.D., a pediatrician in pri-
vate practice in Bardstown, Ky, presented
the RotaTeq data on behalf of trial sites in
the United States and Finland.

RotaTeq is a pentavalent oral vaccine,
aiming to provide protection against the
G1, G2, G3, G4, and P1 strains.

From 2002 to 2004, 1,310 healthy infants
aged 6-12 weeks were assigned to receive
three doses of RotaTeq (at the end of
shelf life) or placebo. The doses were giv-
en 4-10 weeks apart. Children with a gas-
trointestinal disorder, recent surgery, or
acute fever or who had taken steroids
within 2 weeks of the trial were excluded.
RotaTeq could be given simultaneously
with other vaccines, said Dr. Block.

Children were monitored for acute gas-
troenteritis through one rotavirus season.

There were 69 cases of rotavirus, for an
overall efficacy of 72.5%. For severe acute
gastroenteritis, the vaccine was 100% ef-
fective, and for both moderate and severe
gastroenteritis, it was 76.3% effective.

The vaccine also appeared to be very
safe. There were five potential cases of in-
tussusception (all were in the placebo
group), but all were negatively adjudicat-
ed by an independent safety monitoring
board, Dr. Block said.

Children who received RotaTeq did have
a statistically significant increase in tem-
perature after the first dose, compared
with placebo—13.4% of RotaTeq vacci-
nees, compared with 8.8% of placebo re-
cipients. However, there was no increase
in rates of fever after the second or third
dose, he said. Only one child was docu-
mented to have a rotavirus vaccine strain
a few days after the first dose of vaccine.

Merck is continuing a larger, 70,000-pa-
tient safety study. Preliminary results were
presented at the CDC’s Advisory Com-
mittee on Immunization Practices meet-
ing in February, said Penny Heaton, di-
rector of clinical research at Merck.

So far, there have been 12 cases of in-
tussusception in the RotaTeq group and 15
in the placebo group, she said. [ |
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How to Stop a Pertussis Outbreak

BY ALICIA AULT
Contributing Writer

WASHINGTON — Wisconsin health au-
thorities were able to put a stop to a spi-
raling outbreak of pertussis by advocating
faster testing and use of antibiotics in all
suspect cases, a state health department of-
ficial reported at the National Immuniza-
tion Conference sponsored by the Centers
for Disease Control and Prevention.
Jeffrey Davis, M.D., of the Wisconsin

Division of Public Health, gave the details
of the epidemic, which lasted from May
2003 until February 2004 and occurred pri-
marily in Fond du Lac County. In the 5
years before the outbreak, there had only
been five cases of pertussis in Wisconsin.

Cases were defined using the Centers
for Disease Control and Prevention’s
(CDC) definition of pertussis: a cough
illness lasting more than 2 weeks with
paroxysms, whoop, or posttussive vom-
iting. Cases were confirmed through pa-

tient follow-up interviews and/or lab
confirmation by isolating Bordetella per-
tussis in culture, or through a positive
polymerase chain reaction (PCR) assay.
During the outbreak, there were 313
cases reported in the county (in a total
population of 97,296); 193 were con-
firmed in the lab, and 120 were con-
firmed by epidemiology. Just over half
the cases were in females, and the medi-
an age was 14 years. Of those with con-
firmed pertussis, 70% were aged 10-19

18,957 Cases

of Pertussis Reported in 2004—a 40-year high***

Prevent Them

Safety Information

There are risks associated with all vaccines. Local and systemic adverse reactions to DAPTACEL vaccine may include
redness, swelling, pain or tenderness at the injection site, fever, irritability, prolonged crying, drowsiness, vomiting,
and anorexia. Other local and systemic adverse reactions may occur.

DAPTACEL vaccine is contraindicated in persons with a hypersensitivity to any component of the vaccine. In addition,
it is contraindicated in persons with any immediate anaphylactic reaction or encephalopathy not attributable to
another identifiable cause.

Indications and Usage

DAPTACEL vaccine is indicated for the active immunization of infants and children 6 weeks through 6 years of age
(prior to 7th birthday) for the prevention of diphtheria, tetanus, and pertussis (whooping cough). DAPTACEL vaccine
is recommended for administration as a 4-dose series at 2, 4, 6, and 17 to 20 months of age. The interval between
the 3rd and 4th dose should be at least 6 months. It is recommended that DAPTACEL vaccine be given for all doses
in the series because no data on the interchangeability of DAPTACEL vaccine with other DTaPt vaccines exist. As with
any vaccine, vaccination with DAPTACEL vaccine may not protect 100% of individuals. Please see brief summary of
Prescribing Information for DAPTACEL vaccine on adjacent page.
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years; 43% were aged 10-14 years. The in-
cidence rate exceeded 1,000 per 100,000 in
that younger cohort, said Dr. Davis.

After investigating, the health depart-
ment determined that the outbreak proba-
bly started with two unvaccinated adoles-
cents using a high school weight room. Of
the initial 53 cases, 55% were linked to that
weight room, said Dr. Davis.

During the epidemic’s initial peak in mid-
October, the health department alerted
physicians to keep a close eye on potential
cases. As the number of new cases continued
to rise into November, the department issued
another alert, suggesting more testing and
use of antibiotics in any suspect cases.

That alert led to a sharp decline in cas-
es, said Dr. Davis. During the first peak, it
took a median of 10.5 days between the
onset of cough and initiation of antibi-
otics. By the last peak, medication was
generally started within 4 days of cough
onset.

More than 5,000 courses of antibiotics
were dispensed; 90% of the prescriptions
were for azithromycin.

As physicians became more aware, they
stepped up reporting, also, said Dr. Davis.

And PCR testing by the health depart-
ment allowed for a rapid response—results
were generally back to physicians within
24-48 hours. [ ]
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PAIN RELIEVERS

“l don't appreciate your saying, if the sound of his screaming
was focused, it could shatter gallstones.”

sanofi pasteur
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Diphtheria and Tetanus Toxoids and
Acellular Pertussis Vaccine Adsorbed

Protects Against All

Count on a broad range of protection

e 77.9% efficacy against all severities of pertussis:

1 day of laboratory-confirmed cough**

e 84.9% efficacy against severe/WHOS-defined pertussis:
21 days of consecutive paroxysmal cough with culture or
serologic confirmation or contact with a confirmed case**

Severities of Pertussis

To order DAPTACEL vaccine,
log on to
www.vaccineshoppe.com
or call 1-800-VACCINE
(1-800-822-2463).

Please visit www.DAPTACEL.com

® Vaccines that are protective against mild pertussis may be
more effective at interrupting disease transmission*”

*Incidence data for reporting 2004 is provisional and cumulative (year-to-date)!; tDTaP = Diphtheria, tetanus,

and acellular pertussis; *CPT is a registered trademark of the American Medical Association; SWHO = World

Health Organization.

DAPTACEL vaccine is manufactured by Sanofi Pasteur Limited and distributed by Sanofi Pasteur Inc.

MKT9899

©2005 Sanofi Pasteur Inc.

3/05

Sanofi Pasteur Inc.
Discovery Drive « Swiftwater PA 18370
www.us.aventispasteur.com

Printed in USA


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 ] Point

COMPRESSION ----------------------------------------
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: Low
     Bits Per Pixel: As Original Bit
Grayscale 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 1 /Resync 36 /Columns 576 /HSamples [ 2 1 1 2 ] /Rows 357 /QFactor 1.2 /ColorTransform 1 /VSamples [ 2 1 1 2 ] >>
     Bits Per Pixel: As Original Bit
Monochrome 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 32 /K -1 /Rows 8 >>
     Anti-Alias To Gray: No

     Compress Text and Line Art: Yes

FONTS ----------------------------------------
     Embed All Fonts: Yes
     Subset Embedded Fonts: Yes
     Subset When Percent Of Characters Used is Less: 100 %
     When Embedding Fails: Warn and Continue
Embedding:
     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: Default
Working Spaces:
     Grayscale ICC Profile: Adobe Gray - 20% Dot Gain
     RGB ICC Profile: sRGB IEC61966-2.1
     CMYK ICC Profile: U.S. Web Coated (SWOP) v2
Device-Dependent Data:
     Preserve Overprint Settings: No
     Preserve Under Color Removal and Black Generation: No
     Transfer Functions: Preserve
     Preserve Halftone Information: Yes

ADVANCED ----------------------------------------
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: No
Document 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: No

OTHERS ----------------------------------------
     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 IEC61966-2.1

END OF REPORT ----------------------------------------

IMPRESSED GmbH
Bahrenfelder Chaussee 49
22761 Hamburg, Germany
Tel. +49 40 897189-0
Fax +49 40 897189-71
Email: info@impressed.de
Web: 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 32 /K -1 /Rows 8 >>
     /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 /Colors 1 /Resync 36 /Columns 576 /HSamples [ 2 1 1 2 ] /Rows 357 /QFactor 1.2 /ColorTransform 1 /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 /QFactor 1.2 /HSamples [ 2 1 1 2 ] /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


