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Mass. to Add a Recovery High School

This fall, the first high school designed to
meet the needs of Massachusetts students
recovering from addiction will open its
doors in Beverly, said Lt. Gov. Kerry Healy.
Such schools provide “an opportunity for
kids to continue their education in a place
that is free from the social pressures that of-
ten lead to relapse” of addiction, she said
in a statement. To avoid the pressure, stu-
dents often drop out of school entirely, she
added. The Beverly recovery high school
will be administered by the Northshore Ed-
ucation Consortium, an organization of
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17 school districts. The consortium was
awarded $1.5 million from the state over
the next 5 years, including $500,000 for
start-up costs in the first year and $250,000
in subsequent years. The school will be set
up similarly to a charter school, with par-
ticipating cities responsible for the per-
pupil costs. The recovery school move-
ment began in Minnesota in 1989, and
about 22 such high schools exist nation-
wide, according to Laura Nicoll, a spokes-
woman for Lt. Gov. Healy. School officials
will reach out to residential and outpatient
adolescent treatment providers, public

schools, and juvenile courts as well as the
Department of Youth Services and the De-
partment of Social Services. Plans are un-
derway for additional schools in western
Massachusetts and Boston.

Bill Junks Junk Food in Schools

Legislation wending its way through Con-
gress aims to keep junk foods out of U.S.
schools. “The bipartisan Child Nutrition
Promotion and School Lunch Protection
Act would update decades-old federal nu-
trition standards for snack foods sold in
school cafeterias alongside the regular
school meals, and would apply those stan-
dards everywhere on school grounds, in-
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CONTRAINDICATIONS: Hypersensitivity to any component of the vaccine, including yeast, neomycin, and

cation (see DESCRIPTION in complete prescribing information). Do not use PEDIARIX after a serious allergic reaction (e.g.,
is) temporally associated with a previous dose of this vaccine or with any components of this vaccine. Because of the uncertainty as
1o which component of the vaccine might be responsible, do not give further vaccination with any of these components; o, refer such
individuals to an allergist for evaluation. The following events are to

seizures) within 7 days of administration of a previous dose of a pertussis-contain-

coma, level of
ing vaccine that is not attributable to another identifiable cause; progressive neurologic disorder, including infantile spasms, uncon-
trolled epilepsy, or progressive encephalopathy. Do not vaccmate individuals with such conditions until a treatment regimen has been
established and the condition has stabilized. PEDIARIX is not contraindicated for use in individuals with HIV infection.

WARNINGS: Administration of PEDIARIX is associated with higher rates of fever relative to separately administered vaccines. In one
study that evaluated medically attended fever after the first dose of PEDIARIX or separately administered vaccines, infants who received
PEDIARIX had a higher rate of medical encounters for fever within the first 4 days following vaccination. In some infants, these encoun-
ters included the performance of diagnostic studies to evaluate other causes of fever (see ADVERSE REACTIONS). The vial stopper is
latex-free. The tip cap and the rubber plunger of the needleless prefilled syringes contain dry natural latex rubber that may cause aller-

gic reactions in latex sensitive individuals. If any of the following events occur in temporal relation to receipt of whole-cell DTP or a
vaccine containing an acellular pertussis component, consider carefully whether to give subsequent doses of PEDIARIX or any vaccine

a pertussis of 240.5°C (105°F) within 48 hours not due to another identifiable cause; collapse or
shock-like state (hypotonic-hyporesponsive episode) within 48 hours; persistent, inconsolable crying lasting =3 hours, occurring with-
in 48 hours; seizures with or without fever occurring within 3 days. If Guillain-Barré syndrome occurs within 6 weeks of receipt of prior
vaccine containing tetanus toxoid, the decision to give subsequent doses of PEDIARIX or any vaccine containing tetanus toxoid should
be based on careful consideration of the potential benefits and possible risks. A committee of the Institute of Medicine (I0M) has con-
cluded that evidence is consistent with a causal relationship between whole-cell TP vaccine and acute neurologic illness, and under
special circumstances, between whole-cell DTP vaccine and chronic neurologic disease in the context of the National Childhood
Encephalopathy Study (NCES) report; however, evidence was msufﬂcmm to indicate whether or not whole-cell DTP vaccine increased
the overall risk of chronic disease. Acute permanent
ly linked or in temporal association with administration of PEDIARIX but the experience with PEDIARIX is insufficient to rule this out.
Encephalopathy has been reported following INFANRIX® (Diphtheria and Tetanus Toxoids and Acellular Pertussis Vaccine Adsorbed) (see

ADVERSE REACTIONS, Postmarketing Reports), but data are not sufficient to evaluate a causal relationship. The decision to administer
a pertussis-containing vaccine to children with stable central nervous system (CNS) disorders must be made by the physician on an
individual basis, with consideration of all relevant factors, and assessment of potential risks and benefits for that individual. Advise the
parent or guardian of the potential increased risk involved (see PRECAUTIONS). A family history of seizures or other CNS disorders is
not a contraindication to pertussis vaccine. For children at higher risk for seizures than the general population, an appropriate antipyret-
ic may be administered at the time of vaccination and for the ensuing 24 hours according to the respective prescribing information
recommended dosage to reduce the possibility of post-vaccination fever. Defer vaccination during the course of a moderate or severe
illness with or without fever and vaccinate patients as soon as they have recovered from the acute phase of the illness. Do not give
PEDIARIX to children on anticoagulant therapy or those with bleeding disorders unless the potential benefit clearly outweighs the risk
of administration (see PRECAUTIONS in complete prescribing information).

PRECAUTIONS: Before the injection of any biological, the physician should take all reasonable precautions to prevent allergic or other
adverse reactions. Epinephrine injection (1:1000) and other appropriate agents used for the control of immediate allergic reactions
must be immediately available should an acute reaction occur.
immunosuppressive therapy, may not develop the expected immune response. Drug Interactions: For information regarding concomi-
tant administration with other vaccines, refer to DOSAGE AND ADMINISTRATION in complete prescnblng information. Do not mix PEDI-
ARIX with any other vaccine in the same syringe or vial. i
been evaluated for carcil i ic potential, or for i of fertility. P
not indicated for women of child-] beanng age. Animal reproduction studies have not been conducted with PEDIARIX. It is not known
whether PEDIARIX can cause fetal harm when administered to a pregnant woman or if PEDIARIX can affect reproductive capacity.
Geriatric Use: PEDIARIX is not indicated for use in adult populations. Pediatric Use: Safety and effectiveness of PEDIARIX i infants
younger than 6 weeks of age have not been evaluated (see DOSAGE AND ADMINISTRATION in complete prescribing information). PEDI-
ARIX is not recommended for persons 7 years of age or older. Tetanus and Diphtheria Toxoids Adsorbed (Td) For Adult Use,

Percentage of US Infants With Solicited Local Reactions or Selected Systemic Adverse Events Within 4 Days of
ination* (ITT Cohort)
) o PEDIARIX & Hib

B isa - Dose 1 Dose 2 Dose 3
Local® N =482 N =469 N = 466

Pain, any 30.5 254 23.0

of PEDIARIX: eg. Pain, grade 2 or 3 6.2 55 36

Pain, grade 3 12 0.6 0.6

Redness, any 253 326 35.6

Redness, >5 mm 93 104 86

Redness, >20 mm 0.6 15 1.3

Swelling, any 15.1 16.6 22.3

Swelling, >5 mm 6.8 6.2 6.4

Swelling, >20 mm 1.0 1.3 13
Systemic N =482 N =469 N = 467

any 28.8 30.3 285

Restlessness, grade 2 or 3 7.1 9.0 94

F grade 3 1.0 11 0.6

Fever', 2100.4°F 26.6 313 259

Fever', >101.3°F 29 6.2 4.7

Fever’, >103.1°F 0.0 0.2 0.6

Fussiness, any 61.8 63.8 57.0

Fussiness, grade 2 or 3 14.9 215 171

Fussiness, grade 3 27 34 17

N Loss of appetite, any 216 198 18.8

damage have not been reported causal Loss of appefite, grade 2 or 3 31 32 24

Loss of appetite, grade 3 0.2 0.4 0.0

Sleeping more than usual, any 46.7 318 28.1

Sleeping more than usual, grade 2 or 3 10.2 6.0 47

Sleeping more than usual, grade 3 1.7 0.4 0.6

N = number of infants in the intent-to-treat (ITT) cohort (infants who received the indicated vaccine and for whom at least one symptom
sheet was completed).

Grade 2 defined as sufficiently discomforting to interfere with daily activities.

Grade 3 defined as preventing normal daily activities.

* Within 4 days of vaccination defined as day of vaccination and the next 3 days.

" Local reactions at the injection site for PEDIARIX.

* Rectal temperatures.

In another US study, these were the rates for fever within 4 days following dose 1 (i.e., day of vaccination and the next 3 days) at 2 months of
age in infants who received PEDIARIX when administered concomitantly at separate sites with Hib and pneumococcal conjugate vaccines and

poliovirus vaccine (IPV), and Hepatitis B Vaccine (Recombinant) should be used in individuals 7 years of age or older.
ADVERSE REACTIONS: A total of 20,739 doses of PEDIARIX have been administered to 7,028 infants as a 3-dose primary series. The
most common adverse reactions observed in clinical trials were local injection site reactions (pain, redness, or swelling), fever, and

fussiness. In comparative studies, of PEDIARIX was with higher rates of fever relative to sep:
vaccines (see WARNINGS). The prevalence of fever was highest on the day of vaccination and the day following

98% of episodes of fever resolved within the 4-day period following vaccination (i.e., the period including the day of ination and

including those receiving e who received INFANRIX, ENGERIX-B® [Hepatitis B Vaccine (Recombinant), IPV, Hib vaccine, and pneumococcal conjugate vaccine:
F of US Infants With Fever Within 4 Days of Dose 1* (ITT Cohort)
of Fertility: PEDIARIX has not INFANRIX, ENGERIX-B, Separate
Pregnancy Category C: PEDIARIX is PEDIARIX, Hib, 1PV, Hib, & Vaccine Group
& Pneumococcal Pneumococcal Minus Combination
Conjugate Conjugate Vaccine Group
(N = 667) (N =333)
Fever" % % Difference (95% CI)
>1004°F 279 193 -8.07 (-13.54, -2.60)
>101.3°F 7.0 4.5 -2.54 (-5.50, 0.41)
1022 22 03 .95 (-3.22, 0.68)
>103.1°F 0.4 0.0 -0.45 (-0.96, 0.06)
More than VA 2 0.0 .20 (2,03, -037)

the next 3 days). Rates of most other solicited adverse events following PEDIARIX were comparable to rates observed following sepa-
rately administered US-licensed vaccines. The adverse event information from clinical trials provides a basis for identifying adverse
events that appear to be related to vaccine use and for approximating rates. However, because clinical trials are conducted under wide-
ly varying conditions, adverse event rates observed in the clinical trials of a vaccine cannot be directly compared to rates in the clini-
cal trials of another vaccine, and may not reflect the rates observed in practice. A total of 5,472 infants were enrolled in a German safe-
ty study that was originally designed to compare the safety and reactogenicity of PEDIARIX administered concomitantly at separate
sites with 1 of 4 Haemophilus influenzae type b (Hib) vaccines at 3, 4, and 5 months of age. After enrollment of 1,569 infants, the study
was amended to include a control group that received INFANRIX, Hib vaccine, and oral poliovirus vaccine (OPW separately. Infants in
the separate administration group received one less antigen (hepatms B) ‘than the infants who received PEDIARIX, Safety data were
available for 4,666 infants who received PEDIARIX administered concomitantly at separate sites with 1 of 4 Hib vaccines and for 768
infants in the control group that received separate vaccines. The primary end-point of the study was the percentage of infants with any
grade 3 solicited symptom (redness or swelling >20 mm, fever >103.1°F, or crying, pain, vomiting, diarrhea, loss of appetite, or rest-
lessness that prevented normal daily activities) over the 3-dose primary series in infants who received PEDIARIX (4 groups that received
PEDIARIX and Hib vaccines pooled) compared to the group that received INFANRIX and Hib vaccine separately with OPV. Analysis for
the primary end-point was performed on the according-to-protocol (ATP) cohort that included only those infants who were enrolled
after the protocol amendment to include a control group. Of 3,773 infants in the ATP cohort for whom safety data were available, 16.2%
(95% Cl: 14.9% to 17.5%) of 3,029 infants who received PEDIARIX and Hib vaccine compared to 20.3% (95% CI: 17.5% to 23.4%) of
744 infants who received separate vaccines were reported to have had at least one grade 3 solicited symptom within 4 days of vac-
cination (i.e., day of vaccination and the next 3 days). The difference between groups in the rate of grade 3 symptoms was 4.1% (90%

= number of infants for whom at least one symptom sheet was completed, excluding 3 infants for whom temperature was not
measured and 3 infants whose temperature was measured by the tympanic method.
*Within 4 days of dose 1 defined as day of vaccination and the next 3 days.
" Rectal temperatures.
*The group that received PEDIARIX compared to separate vaccine group p value <0.05 (2-sided Fisher Exact test) or the
95% confidence interval on the difference between groups does not include 0.
M.A. = Medically attended (a visit to or from medical personnel).
In this study, medical attention (a visit to or from medical personnel) for fever within 4 days following vaccination was sought for 8
infants who received PEDIARIX (1.2%) and no infants who received separately administered vaccines. Four infants were seen by med-
ical personnel in an office setting; no diagnostic tests were performed in 2 of the infants and a complete blood count (CBC) was done
in the other 2 infants. Of 3 infants who were seen in an emergency room, all had a CBC and a blood and urine culture performed; chest
X-rays were done in 2 of the infants and a nasopharyngeal specimen was tested for Respiratory Syncytial Virus in one of the infants.
One infant was hospitalized for a work-up that included a CBC, blood and urine cultures, a lumbar puncture, and a chest X-ray. All
episodes of medically attended fever resolved within 4 days post-vaccination.
Limited data are available from a study conducted in Moldova in which infants received a dose of hepatitis B vaccine within 48 hours
of birth followed by 3 doses of PEDIARIX at 6, 10, and 14 weeks of age. No information was collected on the HBsAg status of mothers
of enrolled infants. These were the rates for local reactions and selected adverse events within 4 days of vaccination with PEDIARIX
administered comcomitantly with Hib vaccine following a birth dose of hepatitis B vaccine:

Cl:1.4%t0 7. 1%). These were the rates for selected solicited symptoms within 4 days following each dose in a 3-dose primary series Y
in infants who received PEDIARIX administered concomitantly with Hib vaccine and those who received separate admin- Percentage nf(ll_lv_llql(\:ig'\::;)lnfants With Solicited Local Reactions or Selected Systemic Adverss Events Within 4 Days of
istration of INFANRIX, Hib vaccine, and OPV for the intent-to-treat (ITT) cohort (includes all infants enrolled before and after the amend- -
ment who received the indicated vaccine and for whom at least one symptom sheet was completed): 5 PED'[;\NX & Hib 5
ose 1 ose 2 ose 3
Percentage of German Infants With Solicited Local or Selected Sy ic Adverse Events Within 4 Days of N 160 158 157
ination* (ITT Cohort) _
PEDIARIX & Hib INFANRIX, Hib, & OPV Local
Dose 1 Dose2 | Dose3 | Dosel Dose 2 Dose 3 ';::R S?ayde 3 22:? 18:3 1‘1‘:8
N__ 4,666 4619 4574 768 757 750 Redness, any 49 48 471
Local Redness, >20 mm 1.9 25 45
Pain, any 14.0 102 9.9 142 9.8 8.1 Swelling, any 206 184 28.0
Pain, grade 2 or 3 29 12 15 36 17 1.1 Swelling, >20 mm 4.4 25 7.0
Pain, grade 3 0.7 03 0.3 13 04 0.1 n
Redness, any 18.6 26.6 256 16.1 214 20.8 =
Redness, >5 mm 67 99 90 59 82 77 Restlossness, any o B 108 82
Redness, >20 mm 12 1.0 1.1 18 0.7 11 IFever‘ =100 4gnF 14'4 11'4 5'1
Swelling, any 127 18.5 184 96 129 136 ’ 103 10 ' ' '
Swelling, >5 mm 56 77 78 36 52 48 Fever', >103.1°F 0.0 06 00
Swelling, >20 mm 1.2 1.6 15 1.3 1.1 1.2 Fussiness, any 250 215 17.8
Systemic Fussiness, grade 3 25 06 0.6
Restlessness, any N4 320 26.7 6.4 35.0 276 N = number of infants in the intent-to-treat (ITT) cohort (infants who received the indicated vaccine and for whom at least one symptom sheet
Restlessness, grade 2 or 3 144 10.0 89 202 115 8.4 was completed).
F grade 3 3.0 15 16 57 3.0 17 Grade 3 defined as preventing normal daily activities.
Fover’, =100 4°F 551 793 97 32 31 T2 *Within 4 days of vaccination defined as day of vaccination and the next 3 days.
Fover” 2101 3 58 41 46 22 28 21 | cal reactions at e njection st for PEDIARX.
Fever', >103.1°F 03 05 07 03 03 05 emperalures. ! N " !
U ; 749 165 31 65 07 23 Although there was no comparator group who received PEDIARIX without a birth dose of hepatitis B vaccine, available data suggest that some
Uﬂﬂgﬂgl gx S?ay o203 137 23 27 s 100 s local adverse events may occur at a higher rate when PEDIARIX is administered after a birth dose of hepatitis B vaccine.
Unusual cry’, grade 3 39 17 14 6.8 21 11 As with any vaccine, there is the possibility that broad use of PEDIARIX could reveal adverse events not observed in clinical trials.

i F ing Reports: Worldwide voluntary reports of adverse events received for INFANRIX and ENGERIX-B in children younger than 7 years
D o 20r 3 e 133 128 b 162 13 of age since market ntroducton of these US-icensed vaccines re listed below, This lis includes adverse events for which 20 o more reports
Loss of appetite, grade 3 06 05 04 05 07 0.0 were received with the exception of idiopathic purpura, reaction, angioede-

episode, and alopecia for which fewer man 20 reports were received. These latter events are

N = number of infants in the intent-to-treat (ITT) cohort.
Grade 2 defined as sufficiently discomforting to interfere with daily activities.
Grade 3 defined as preventing normal daily activities.

* Within 4 days of vaccination defined as day of vaccination and the next 3 days.
" Local reactions at the injection site for PEDIARIX or INFANRIX.
* Rectal temperatures.
 Unusual cry lasting >1 hour.
In this study, infants were also monitored for unsolicited adverse events that occurred within 30 days following vaccination. Over the
entire study period, 6 subjects in the group that received PEDIARIX reported seizures. Two of these subjects had a febrile seizure, 1 of
whom also developed afebrile seizures. The remaining 4 subjects had afebrile seizures, including 2 with infantile spasms. Two sub-
jects reported seizures within 7 days following vaccination (1 subject had both febrile and afebrile seizures, and 1 subject had afebrile
seizures), corresponding to a rate of 0.22 seizures per 1,000 doses (febrile seizures 0.07 per 1,000 doses, afebrile seizures 0.14 per
1,000 doses). No subject who received concomitant INFANRIX, Hib vaccine, and OPV reported seizures. In a separate German study
that evaluated the safety of INFANRIX in 22,505 infants who received 66,867 doses of INFANRIX administered as a 3-dose primary
series, the rate of seizures within 7 days of vaccmatwon wnh INFANRIX was 0.13 per 1,000 doses (febrlle seizures 0.0 per 1,000 doses,
afebrile seizures 0.13 per 1,000 doses). No cases of hy| i were reported in
the German study that evaluated the safety of PEDIARIX Rates of serious adverse events that are Iess common than those reported in
this safety study are not known at this time.
Additional safety data for PEDIARIX are available from a US study designed to evaluate lot-to-lot consistency and a bridge for a new
manufacturing step. These were the rates for local reactions and selected adverse events within 4 days of vaccination with PEDIARIX
administered concomitantly with a Hib vaccine at 2, 4, and 6 months of age:
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cluding in vending machines and school
stores,” according to a statement from
Sen. Tom Harkin’s (D-lowa) office. His bill
(S. 2592) had six cosponsors; its House of
Representatives counterpart (H.R. 5167)
was introduced by Rep. Lynn C. Woolsey
(D-Calif.). The bill would require the U.S.
Department of Agriculture to revise its de-
finition of “food of minimal nutritional
value.” The bill is supported by the Amer-
ican College of Preventive Medicine, the
American Public Health Association, the
American Cancer Society, and the Ameri-
can Diabetes Association, among other or-
ganizations.

Teen Lawn Mower Injuries Rev Up
Youth aged 15-19 years had the highest rate
of hospitalizations from lawn mower in-
juries, and injuries to those under age 15
years increased substantially from 1996
through 2003, according to a study pub-
lished in the Annals of Emergency Medi-
cine (2006;[d0i:10.1016/j.annemergmed.
2006.02.020]). Vanessa Costilla of Rice Uni-
versity, Houston, and Dr. David M. Bishai
of Johns Hopkins University, Baltimore,
looked at data from the National Elec-
tronic Injury Surveillance System and
found 663,393 lawn mower injuries treated
in U.S. emergency departments—an aver-
age of 74,000 visits per year. Debris from
under the mower hitting a bystander was
the most common mechanism for lawn
mower injury; in children aged 15 years and
younger, burns from hot surfaces and run-
ning over an extremity were also frequent
mechanisms for injury. Such injuries would
be “completely preventable if children
could be kept away from lawn mowers”
and out of yards when mowers are being
used, the authors wrote. “Health profes-
sionals and community educators can take
an active role in warning parents about the
dangers of lawn mowers.”

Children’s Health Study Funding Cut
A national study on children’s health that
would return “significant value to the tax-
payers” has been slashed from the Bush ad-
ministration’s budget proposal for the Na-
tional Institutes of Health, according to
Rep. Doris O. Matsui (D-Calif.). The Na-
tional Children’s Study, the largest long-
term study of human health and devel-
opment ever conducted in the United
States, aims to examine many aspects of
children’s lives, from family genetics to the
social and behavioral environment in
which children develop. The study is de-
signed to observe 100,000 children from
birth to their 21st birthdays. Pregnant
women, couples planning pregnancy, and
women of childbearing age not planning
pregnancy also are among the subjects.
Enrollment of 250 newborns each year for
5 years was set to start in 2007. Some fam-
ilies are already on waiting lists, according
to a spokeswoman for Rep. Matsui.
“Should the study’s research reduce the in-
cidence of childhood injuries, autism, asth-
ma, schizophrenia, and obesity by just
1%—an extremely conservative esti-
mate—the study would pay for itself
twofold within 1 year,” said the spokes-
woman. The Children’s Health Act of
2000 authorized the National Institute of
Child Health and Human Development
and a consortium of federal agencies to
conduct the study.

—Nancy Nickell
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