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State of Louigiana
Department of Health and Hospitals

Office of Management and Finance

September 16, 2010

Dear Prescribing Practitioner:
Re: Criteria for Reimbursement of Palivizumab (Synagis®) for the 2010-2011 RSV Season

The Louisiana Medicaid Pharmacy Benefits Management (LMPBM) Program has met with its Drug
Utilization Review (DUR) Board and representatives from the Louisiana Chapter of the American
Academy of Pediatrics (AAP) to update criteria for Medicaid reimbursement of palivizumab used for
Respiratory Syncytial Virus (RSV) prophylaxis.

The LMPBM Program is reminding prescribing practitioners of the following edits and limitations
implemented by the LMPBM Program for palivizumab:

> Appropriate RSV Season

> Maximum number of doses allowed
» Appropriate age of recipient

» Appropriate diagnosis

The LMPBM Program will review pharmacy claims for adherence to program policy. Medicaid may
request prescribing practitioners’ records for patients receiving palivizumab and/or prescription copies for
palivizumab to assure compliance with LMPBM Program policy.

We are pleased to enclose correspondence from the AAP authored by Dr. Stewart T, Gordon, President,
Louisiana Chapter American Academy of Pediatrics and Dr. Joseph Bocchini, Jr., Chairman, Department
of Pediatrics at LSU Health Sciences Center-Shreveport. Dr. Bocchini is the immediate past chairman of
the AAP Committee on Infectious Diseases. In addition, we are including the Policy Statement from the
AAP regarding recommendations for palivizumab use for prevention of RSV.

If you have any concerns or comments regarding this correspondence, you may contact Melwyn B.
Wendt, PharmD, at 225-342-9768 or send a fax to 225-342-1980. Your continued cooperation and
suppoit of the LMPBM Program are greatly appreciated.

Sidgerely, (M
8 iS{,ﬂ‘—p

Rodney W se, MD
Medicaid Medical Director
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September 6, 2010

Rodney B, Wise, MD

Medicaid Medical Director

Louisiana Department of Health and Hospitals
628 N. 4" Street

P.O. Box 91030

Baton Rouge, LA 70821-9030

Dear Dr. Wise:

At the request of the DUR Board, the Loutstana Chapter of the American Academy of Pediatrics
reviewed utilization considerations for palivizumab (Synagis®) at a recent DUR Board meeting. The
data from the Centers for Disease Control and Prevention on the epidemiology of Respiratory
Syncytial Virus (R8V) infections in Louisiana was also examined.

Payment parameters for Synagis® prescriptions established for the 2009-10 RSV season were based
on the recommendations published by the American Academy of Pediatrics in 2009 (Pediarrics
2009;124:1694-1701). The full policy statement is available at: http://pediatrics.aappublications.org/
cgifreprint/ 124/6/1694.

We believe that the available evidence indicates that the guidelines developed last year resulted in
improved identification of children who would most likely benefit from palivizumab administration
while reducing use outside of the season when palivizumab would offer no significant benefit.

As we approach the 2010-2011 RSV season, the Louisiana Chapter of the AAP believes that
prescribers should be aware of the following key points:

Synagis® prophylaxis is recommended from November through March for Louisiana.

Rationale:

Synagis® prophylaxis is recommended 1o protect at-risk infants during the annual seasonal RSV
epidemic which occurs in Louisiana from November through March. There is some variability in the
time of onset of the RSV season from year to year and within areas the state. Epidemiologic data
collected over a number of years from monitoring sites within Lonisiana and reported by the Centers
for Disease Control and Prevention (CDC) indicate that although the onset each year may vary by a
number of weeks, peak RSV activity is seen between December and March. Thus, based on the most
data, the appropriate time for initiating Synagis® prophylaxis throughout Louisiana is at the 1% of
November.

Sporadic cases of RSV will occur outside of the usual RSV season and are not an indication to
initiate prophylaxis before November 1*. In addition, at the beginning of the season, when only a few
RSV screening tests are being done, there is an increased likelihood that a positive test is a false
positive. Also, when only a few tests are being performed, the percentage of positive tests is not an
accurate indication of whether an RSV outbreak has begun. Therefore, decisions on altering the start
date of prophylaxis should not be made based on only a few test resulis or results from a single local
or regional laboratory. Any recommendation for change in onset or offset of RSV season will be
based on CDC epidemiologic data and should come from State public heaith authorities.



The maximum number of Synagis® doses any recipient should receive is five (5). If a diagnosis code of 765.27 (33-34
completed weeks of gestation) is billed as the only indication for Synagis®, then a maximum of three (3) doses of

Synagis® will be reimbursed.

Rationale:

Five doses of Synagis® provide protective serum concentrations of antibody for more than 20 weeks. Thirty days following
administration of the 5™ dose, many infants continue to have protective levels of antibody. The median duration of the RSV season

has been 17 weeks or less according to CDC epidemtological data.

For infants 32 weeks 0 days through 34 weeks 6 days, born within 3 months before the start of the RSV season or during the RSV
season, prophylaxis is recommended only if at least 1 of the following 2 risk factors is present: the infant attends child care {a home
or facility in which care is provided for any number of infants or toddlers) or 1 or more siblings or other children younger than 5
years live permanently in the same household. These infants should receive a maximum of 3 monthly doses (up to 90 days of age).

Included in this packet is a copy of the 2009 AAP Policy Statement — Modified Recommendations for Use of Palivizumab for
Prevention of Respiratory Syncytial Virus Infections. We would like to highlight two tables shown on pages 1697 and 1698 in the
policy statement which can be helpful to providers when considering potential candidates for prophylaxis and for determining the

number of doses indicated:

TABLE 2: Recommendations for the maximum number of doses of Synagis® based on indication

TABLE 3: A guide for determining the maximum number of doses for preterm infants without chronic lung disease of
prematurity (formally: BPD)) based on birth date, gestational age, and presence of risk factors with a prophylaxis starting
date of November 1*.

Claims for Synagis® will only be reimbursed for recipients who are twenty-four (24) months of age and younger as of
November 1°.

Rationale:

The two studies which led to FDA licensure of Synagis® were conducted in children 24 months of age or younger. Synagis® reduces
the rate of lower respiratory tract disease associated with RSV infection which occurs primarily in children <2 years old. Once a
child qualifies for Synagis®, administration should continue throughout that RSV season and not stop when the child reaches 24

months of age.

There are ICD-9-CM diagnosis code requirements for reimbursement.

Rationale:

The decision 10 use Synagis® is based on gestational age, age at start of the RSV season and/or the presence of specific diagnoses.
The decision to use Synagis® for certain diagnoses is subject to clinician assessment of risk factors and severity of underlying
disease. For example, immunoprophylaxis with Synagis® for infants 32 weeks 0 days through 34 weeks 6 days depends on the
presence of a risk factor (day care attendance or child < 5 years old in the household); for patients with congenital heart disease the
decisicn is based on the degree of physiologic cardiovascular compromise; and for infants with neuromuscular conditions, on the
degree to which the condition compromises the handling of respiratory secretions. The 2009 Red Book and the attached 2009 AAP

Policy Statement provide detailed information regarding Synagis® use.

The Louisiana Chapter of the AAP appreciates this opportunity to work together to improve the care of the children of Louisiana. By
basing palivizumab utilization considerations on evidence-based criteria we will provide more cost-effective care to our patients. We

are also happy to be of assistance to you in updating physician knowledge of the recently published AAP recommendations.
If we can aid you in any other way, please contact us.

Sincerely,

Aﬁ 77 Sad, DD, 9’%14 W
Stewart Gordon, MD 0seph A. Bocchini, Jr., MD

President Immediate Past Chairman
Louisiana Chapter American Academy of Pediatrics AAP Committee on Infectious Diseases
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Policy Statement—Modified Recommendations for
Use of Palivizumab for Prevention of Respiratory

Syncytial Virus Infections

apstract

Palivizumab was licensed in June 1998 by the US Food and Drug Admin-
istratiocn for prevention of sericus lower respiratory tract disease
caused by respiratory syncytial virus (RSY) in pediatric patients who
are at increased risk of severe disease. Safety and efficacy have been
established for infants barn at or before 35 weeks' gestation with or
without chronic lung disease of prematurity and for infants and chil-
dren with hemodynamically significant heart disease. The American
Academy of Pediatrics (AAP) published a policy statement on the use of
palivizumab in November 1898 (American Academy of Pediatrics, Com-
mittee on Infectious Diseases and Committee on Fetus and Newborn.
Pediatrics. 1988:102[31:1211-1216) and revised it in December 2003
{(American Academy of Pediatrics, Committee on Infectious Diseases
and Committee on Fetus and Newborn. Pedigfrics. 2003;112[6 pt
11:1442-1446), and an AAP technical report on palivizumab was pub-
lished in 2003 {Meissner HC, Lang 35; American Academy of Pediatrics,
Committee on Infectious Diseases and GCommittee on Fefus and New-
born. Pediatrics. 2003;112(6 pt 1]:1447-1452}. On the basis of the avail-
ability of additional data regarding seasonality of RSV disease as well
as the limitations in available data on risk factors for identifying chil-
dren who are at increased risk of serious RSV lower respiratory tract
disease, AAP recommendations for immunoprophylaxis have been up-
dated in an effort to ensure optimal balance of benefit and cost from
this expensive intervention. This statement updates and replaces the
2003 AAP statement and the 2006 Red Book and is consistent with the
2009 Red Book recommendations. Pediatrics 2009;124:1694-1701

SUMMARY

1. Recommendations for initiation and termination of prophylaxis are
modified to reflect current descriptions from the Centers for Dis-
ease Control and Prevention (CDC) of respiratory syncytial virus
(RSV) seasonality in different geographic locations within the
United States.

2. The recommendations remain unchanged for infants with congeni-
tal heart disease (GHD), chronic lung disease of prematurity (CLD
[fermerly called bronchopulmenary dysplasial), and birth before 32
weeks’ 0 days’ gestation.

3. Regardless of the month in which the first dose is administered, the
recommendation for a maximal number of 5 doses for all geo-
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COMMITTEE CN INFECTIOUS DISEASES

KEY WDRDS
RSY bronchiolitis, palivizumab, immuncprophylaxis

ABBREVIATIBNS

CDC—TGenters for Disease Control and Prevention
RE¥—respiratory syncylial virus
CHO—congenital heart disease

GED—chronic lung disease of prematurity
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graphic locations is emphasized for
infants with hemodyramically sig-
nificant CHB, CLD, or birth before 32
weeks' 0 days’ gestation. A maximal
numhber of 3 doses is recom-
mended for infants with a gesta-
ticnal age of 32 weeks 0 days to 34
weeks B days without hemody-
namically significant CHD or CLD
who qualify for prophylaxis.

4. Because of incensistencies amaong
studies that attempted to define
risk factors identifying children at
greatest risk of serious RSV lower
respiratory tract disease, the new
recommendations were designad
totarget children at the highest risk
of severe disease with risk factors
that are most consistent and pre-
dictive. Risk factors for severe dis-
ease among infants born between
32 weeks' 0 days’ and 34 weeks’ §
days’ gestation have been modified
to include only:

a. infant attends child care; or

b. 1 or more siblings or other
children younger than § years
live permanently in the child's
household.

5. Infants with a gestational age of 32
weeks 0 days through 34 weeks 6
days born within 3 months before
the start of RSV season or at any
time throughout the R3V season
will quatify for prophylaxis under
the new recommendations if they
have at least 1 of these 2 risk fac-
tors. Previous recommendations
required 2 of 5 risk factors.

B. Infants born from 32 weeks' 0 days’
through 34 weeks' 6 days’ gestation
who qualify for prophylaxis under
the new recommendations should
receive prophylaxis only until they
reach 90 days of age or a maximum
of 3 doses {(whichever comes first).
This is a change from the previous
recommendation for 5 months of
prophylaxis.

PEDIATRICS Volume 124, Number 8, Decemnber 2009
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7. The American Academy of Pediat-
rics definition of gestational age is
used throughout this document. For
example, 32 to 35 weeks' gestation
is defined as 32 weeks 0 days
through 34 weeks B days. The previ-
ous definition was 32 weeks 1 day
through 35 weeks 0 days.

BACKGROUND

RSV is an enveloped, nonsegmented,
negative-strand RNA virus of the family
Paramyxoviridae. The virus uses at-
tachment (G} and fusion (F) surface
dlycoproteins that lack neuraminidase
and hemagglutinin activities to infect
cells. RSY causes acute upper respira-
tory tract infection in patients of all
ages and is one of the most comman
diseases of childhood. Most infants
are infected during their first year of
fife, with virtually all children having
heen infected at least once by their
second birthday. A minority of patients
experience lower respiratory tract dis-
ease, which occurs most commonly
during the first infection. Characteris-
tics that increase the risk of severe
RSV lower respiratory tract illness are
preterm birth; cyanotic or complicated
CHD, especially conditions that cause
pulmonary hypertension; and CGLD. RSV
bronchiolitis may be associated with
short-term or long-term complications
that include recurrent wheezing, reac-
tive airway disease, and abnormalities
in pulmonary function. Reinfection
with RSV throughout life is common. RSV
infection in older children and adults
usually manifests as upper respiratory
ract illness. More serious disease in-
volving the lower respiratory fract may
develop in older children and adults, es-
pecially immunocompromised patients
and the elderly, particularly those with
cardiopulmgnary disease. RSV causes
the hospitalization of approximately
57 500 children younger than 5 years
annually and is estimated to account
for 1 of every 334 hospitalizations in
this age group each year.

Prevention of RSY Infections

Palivizumab is the only licensed prod-
uct available for prevention of RSV
lower respiratory tract disease in in-
fants and children with CLD, with a his-
tory of preterm birth (=35 wesks’
gestation), or with hemodynamically
significant CHD. Palivizumab is a hu-
manized murine monoclanal anti-F gly-
coprotein immunoglobulin with neu-
tratizing and fusion inhibitory activity
against RSV.2 Palivizumab is adminis-
tered intramuscularly at a dose of 15
mg/kg once every 30 days. An attempt
shauld be made to maintain compli-
ance with monthly administration. In
some reports, palivizumab administra-
tion in a home-based program was
shown to improve compliance and re-
duce children’s risk of exposure to mi-
¢robial pathogens compared with ad-
ministraticn in office- or clinic-based
seftings.3 Additional doses of palivi-
zumab should not be given to any pa-
tient with a history of a severe allergic
reaction after a previous dose. Palivi-
zumab is not effective in the treatment
of RSV disease and is not approved or
recommended for this indication.

RSY immunoglobulin intravenous
(RSV-IgIY), a hyperimmune, poly-
clonal globulin prepared from do-
nors s¢lected for high serum titers
of RSV-neutralizing antibody, is no
lenger available.

Clinical Studies of Efficacy of
Palivizumab

The efficacy of palivizumab has been
evaluated in 2 multicenter, placebo-
controlled, randemized clinical trials,
both of which used a primary end point
of reduction in hospitalization attribut-
ahle to RSV infection. The R3V-IMpact
trial evaluated children 24 months of
age or younger with CLD who required
continuing medical therapy (supple-
mental oxygen, bronchodilator, or di-
uretic or corticosteroid therapy within
the previous 6 months) and children
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born at 35 weeks' gestation or less
who were 6 months of age or younger
at the start of the RSV season.¢ Prophy-
laxis resulted in a 55% overall de-
crease in the rate of RSV-related
hospitalization (10.6% and 4.8% in re-
cipients of placebe versus palivi-
zumab, respectively [P << .001]). A sec-
ond study of infants and children with
hermodynamically significant CHD dem-
cnstrated a 45% decrease in the rate
of RSV-related hospitalization (9.7%
and 5.3% in recipients of placebo ver-
sus palivizumab, respectively [P =
.003]).5 Among different groups of in-
fants at high risk, hospitatization
rates attributable to R3V were re-
duced by 39% to 82%, relative to con-
trol groups.*s

Gost Considerations

Immunoprophylaxis with palivizumab
is an effective, although costly, inter-
vention. Optimal cost benefit from im-
muncprophylaxis is achieved during
the peak outbreak months, in which
most RSY hospitalizations ocour. i pro-
phylaxis is initiated after widespread
RSV circulation has begun, infants at
high risk may not receive the full ben-
efit of protection. Conversely, early ini-
tiation ¢or continuation of monthly im-
munoprophylaxis during months in
which RSV is not circulating widely is
not cost-effective and provides litile
benefit to the recipients.®

The primary benefit of immunoprophy-
laxis is a decrease in the rate of RSV-
associated hospitalization. No pro-
spective, randomized clinical trial has
demonstrated a significant decrease
in the rate of mortality attributable to
RSV or in the rate of recurrent wheez-
ing after RSV infection among infants
who receive prophylaxis.” Economic
analyses have failed to demanstrate
averall savings in health care dollars
because of the high cost if all infants
who are at risk receive prophylaxis.®*

1696 FROM THE AMERICAN ACADEMY OF PEDIATRICS

Initiation and Termination of
immunoprophylaxis

In the temperate climates of North
America, peak RSV activity typically oc-
curs hatween November and March,
whereas in equatortal cauntries, RSV
seasonality patterns vary and may o¢-
cur throughout the year. The inevitabil-
ity of the RSV season is predictable, but
the severity of the season, the time of
onset, the peak of activity, and end of
the season cannot be predicted pre-
cisely. Substantial variation in the tim-
ing of community cutbreaks of RSY dis-
ease from year to year exists within
and between communities inthe same
year, even in the same region. These
variations occur within the overall pat-
tern of RSV outbreaks, usually begin-
ning in November or December, peak-
ing in January or February, and ending
by the end of March or sometime in
April. Gommunities in the southern
United States, particularly some com-
munities in the state of Flerida, tend to
experience the earliest onset of RSV
activity. In recent years, the national
median duration of the RSV season has
been 17 weeks or less.™6 Results from
clinical trials indicate that palivizumab
trough serum concentrations greater
than 30 days after the fifth dose will be
well above the protective concentra-
tion for most infants, thus providing
more than 20 weeks of protective se-
rum antibody concentration. In the
continental United States, a total of 5
monthly doses for infants and young
children with CHD, CLD, or preterm
hirth before 32 weeks' gestation (31
weeks 6 days) will provide an optimal
balance of benefit and cost, even with
variation inthe season’s onset and end
(Al; see Appendix).

For infants who qualify for 5 doses, ini-
tiation of immunoprophylaxis in No-
vember and continuation for a total of
5 monthly doses will provide protec-
tion into April and is recommended far
most areas of the United States. [Tpro-

phylaxis is initiated in October, the fifth
and final dose should be administered
in February {Bl).

Data fram the CDC have identified vari-
ations in the onset and offset of the
RSV seasan in the state of Florida that
should affect the timing of pafivi-
zumab administration (CDC, unpub-
lished data, 2008; and refs 16 and 17).
Northwest Florida has an onset in mid-
November, which is consistent with
other areas of the United States. In
north central and southwest Florida,
the onset of RSV season typically is late
September to early Ocioher. The RSV
season in southeast Florida (Miami-
Dade County) typically has its onset in
July. Despite varied onsets, the RSV
season is of equal duration in the dif-
ferent regions of Florida. Children who
qualify for palivizumab prophylaxis for
the entire RSV season (infants and
children with CLD, CHD, or preterm
birth born before 32 weeks’ gestation)
should receive palivizumab adminis-
tration only during the 5 months after
the onset of RSV season in their region
{maximum of 5 doses}, which should
provide coverage during the peak of
the season, when prophytaxis is mast
effective (Tahle 1) {BIIR).

Specific groups of American Indian/
Alaska Native children in certain geo-
graphic regions may experience more
severe RSY disease and a longer RSY
seasan. RSV hospitalizations for Na-
vajo and White Mountain Apache in-
fants and young children may he 2t0 3
times those of similarly aged children
in the general US population.'® How-

TABLE 1 Palivizumab Prophylaxis for Infants
and Young Children With GLD or CHD

Earliest Date for

Geographic Location

Initiation of 5
Monthiy Doses
Southeast Flarida Jul 1
Horth-central and Sep 15
southwest Florida
Mast other areas of United Nov 1

States
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TABLE 2 Maximum Number of Monthly Doses of Palivizumab for RSV Prophylaxis ease and hospitalization. Cerfain
factors (CGHD, prematurity, CLD} are
well-established risk factors for

hospitalization, because they con-

Infants Eligible for a Maximum of 5 Doses Infants Eligible for a Maximum of 3 Doses

Premature infants with a gestational age of 32 wk
0 d to 34 wk 6 d with at least 1 risk factor and
born 3 me before or during RSY season

Infants with CLD, <24 mo of age, and require
medigal therapy
Infants with CHD, <24 mo of age, and reguire

medical therapy

Premature infants born at <31 wk 6 d

Certain infants with neuromuscular disease or
congenital abnormalities of the airways

ever, the timing and duration of the
RSV season is similar to those in the
remainder of the United States (No-
vember through March), so standard
recommendations for infants and chil-
dren with CHD, GLD, or preterm birth
{before 32 weeks' gestation) still are
appropriate. Alaska Native infants in
southwestern Alaska experience not
only higher R3Y hospitalization rates
but also a fonger RSY season. Pediatri-
cians inthis area of Alaska may wish to
use CDC-generated RSY hospitalization
data to assist in determining the onset
and offset of the RSV season for the
appropriate timing of palivizumab ad-
ministration™ (Bil).

Infants and children with CHD, CLD, or
birth before 32 weeks’ 0 days’ gesta-
tion who initiate palivizumab prophy-
laxis after start of the RSV season
will not require all 5 doses (Table 2)
(Al}.

Eligibility €riteria for Prophylaxis

of Infants and Young Children at

High Risk

e Infants with CLD: Palivizumab pro-
phyiaxis may be considered for in-
fants and children younger than 24
manths with CLD who receive medi-
cal therapy (supplemental oxygen,
bronchodilator, diuretic or chronic
corticosteroid therapyy for GLD
within 6 manths before the start of
the RSV season. These infants and
young children should receive a
maximum of 5 doses. Patients with
the most severe CLD who continue
to require medical therapy may
benefit from prophylaxis during a
second RSV season. Data are limited

PEDIATRICS Wolume 124, Humber 6, December 2008

regarding the effectiveness of palivi-
zumab during the second year of life.
Individutal patients may benefit from
decisions made in consultation with
neanatologists, pediatric intensiv-
ists, pulmonologists, or infectious
disease specialists (A},

Infants born befare 32 weeks' gesta-
tion (=31 weseks 6 days): Infants in
this category may henefit from RSV
prophylaxis even if they do not have
CLD. For these infants, major risk
factors to consider include gesta-
tional age and chronologic age at
the start of the RSV season. Infants
born at 28 weeks’ gestation or ear-
lier may henefit from prophylaxis
during the RSV season whenever
that occurs during the first 12
months of life. infants born at 29 {o
32 weeks’ gestation {=31 weeks &
days} may benefit most from pro-
phylaxis up to 6 months of age. How-
ever, once an infant qualifies far ini-
tiation of prophylaxis at the start of
the RSV season, administration
should continue throughout the sea-
son and not stop when the infant
reaches either 6 or 12 maonths of
age. A maximum of 5 monthly doses
are recommended for infants in this
category (Al).

Infants horn at 32 to less than 35
weeks' gestation (defined as 32
weeks O days through 34 weeks 6
days): Numerous factors have been
proposed as increasing the risk of
acquiring RSV infection ameng in-
fants in this gestational-age group.
Other factors have been associated
with an increased risk of severe dis-

sistently are present in various
studies. In contrast, other reported
risk factors either are found incon-
sistently, even in studies by the
same authors, or increase the risk
of hospitalization by a relatively
small factor (fess than twofold to
threefold). A risk-scoring tool devel-
oped from a Canadian prospective
study of infants born at 33 through
35 weeks' gestation revealed that
multiple risk factors needed to be
present before a significant in-
crease in hospitalization risk was
seen.? In addition, availabie data do
not enable definition of a subgroup
of infants who are at risk of pro-
longed hospitalization and admis-
sion to the ICU. Therefore, aithough
current recommendations were de-
signed to be consistent with the US
Feod and Drug Administration ap-
proval for marketing of palivizumab
for the prevention of serious RSV
lower respiratory track disease,
they specifically target infants in
this group with consistently identi-
fied risk factors for RSV hospitaliza-
tion during the period of greatest
risk, which is the first 3 months of
life -8  Palivizumab prophylaxis
shouid be limited to infants in this
group at greatest risk of hospitaliza-
tion attributable to RSV, namely in-
fants younger than 3 manths of age
at the start of the RSY season and
infants barn during the RSV sea-
son who are likely to have an in-
creased risk of exposure to RSY.
Epidemiologic data suggest that
RSV infection is mere likely to oc-
cur and more likely to lead to hos-
pitalization for infanis in this
gestational-age group when at
least 1 of the following 2 risk fac-
tors is present:
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TABLE 3 Maximum Number of Pslivizumab Doses for RSY Prophylaxis of Preterm Infants Without
CLD, Based on Birth Date, Gestaticnal Age, and Presence of Risk Factors (Shown far Areas
Beginning Prophylaxis on November 1st)

Manth of Birth

specific protective effect of breast
feeding against RSV infection. Breast-
feeding should be encouraged for all
infants in accordance with recom-
mendations ofthe American Academy

Maximum No. of Doses for Season Beginning Nov 1
=28 wk 6 d Gestation 29 wk 0 d Through 31 wk 32 wk 0 d Thraugh 34 wk

and <12 mo of Age at 6 d Gestation ang <6 6 d and Vith Risk

Start of Season mo of Age at Start of Factors of Pediatrics® Infants at high risk

: Season should be kept away from crowds and

"0281;'::;‘;:‘ of previous 5 o o from situations in which exposure to
Apr 5 g gd infected people cannot be controlled.
May 5 5 o Participation in group child care
jﬁln : g g: should be restricted during the RSV
Aug 5 s e season for infants at high risk when-
Sep 5 5 2e ever feasible. Parents should be in-
Dot 5 ] 3* structed on the importance of careful
ggz 2 3 ;: hand hygiene. In addition, all infants
Jan 3 3 3 (beginning at 6 months of age) and
Feb 2 2 20 their contacts (beginning when the
Mar ! ! L child is born) shoutd receive influenza

If the infant rs discharged from the hospital during RSY season, fewer doses may be required.
A figk factors: infant sttends child care or has sibling younger than 5 years.
o Same ofthese infants may have received 1 or more doses of palivizumab in the previous ASY season if discharged from the

vaccine as well as other recom-
mended age-appropriate immuniza-

hospital during that season; if 5o, they stilt qualify for up to 5 doses during their secand RSY season. tions
e Zero doses because infant will be older than B months at the start of ASY season. )
97erg gdpses because infant will be oloer than 90 aays of age at start of RSY season. ® [pfants with congenital abnormalities

*Onthe basis of the age of patients at the time of disgharge from the hospital, fewer doses may be required, because thege

infants will recerve 1 dose every 30 days until the infant is 90 days of age. of the airway or neuromuscular dis-

ease: Immunoprophylaxis may he
considered for infants who have si-
ther significant congenitat abnormal-
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» the infant attends child care, de-
fined as a home or facility in
which care is provided for any
number of infants or toddlers in
the child care facility; er

= {ormore sthlings or other children
younger than 5 years live perma-
nently in the same household.

Prophylaxis may be considered for
infants from 32 through less than 35
weeks' gestation (defined as 32
weeks 0 days through 34 weeks 6
days) who are born less than 3
months hefore the onget or during
the RSV season and for whom at
least 1 of the 2 risk factors is
present. Infants in this gestational-
age category should receive prophy-
laxis only until they reach 3 months
of age and should receive a maxi-
mum of 3 monthly doses; many will
receive only 1 or 2 doses before they
reach 3 manths of age. Once an in-
fant has passed 80 days of age, the
risk of hospitalization attributable
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to R8Y lower respiratory tract dis-
ease is reduced. Administration of
palivizumab is not recommended
after 90 days of age (Tables 2 and 3)
(BIF),

Infants, especiallythose at high risk,
never should be exposed to tobacco
smoke. Tabacco smoke is a known
risk factor for many adverse health-
related outcomes?® However, in
published studies, passive house-
hold exposure to tobacco smoke
has not been associated with an in-
creased risk of RSV hospitalization
on a consistent basis. Exposure to
tobacco smoke must be controlled
by families with infants, especially
with infants who are at increased
risk of RSV disease. Such preventive
measures will be far less costly
than palivizumab prophylaxis.

In contrast to the well-docurnented
beneficial effect of breastfeeding
against many viral illnesses, existing
data are conflicting regarding the

ities of the airway or a neuromuscu-
lar condition that compromises
handling of respiratory tract secre-
tions. Infants and young children in
this category should receive a maxi-
mum af § dases of palivizumab during
the first year of life {(Clll).

Infants and children with CHD: Chil-
dren who are 24 months of age or
younger with hemodynamically sig-
nificant cyanoctic or agyanotic CHD
may benefit from palivizumab pro-
phylaxis.® Decisions regarding pro-
phylaxis with palivizumab in ¢hil-
dren with CHD should be made an
the basis of the degree of physio-
logic cardiovascular compromise.
Children younger than 24 months of
age with GHD who are maost likely to
benefit from immunoprophylaxis
include:
» infants who are receiving medica-
tion to control congestive heart
failure;



» infants with moderate-to-severe
pulmonary hypertension; and

e infants with
disease.

cyanotic  heart

Because a mean decrease in palivi-
zumab serum gongentration of 58%
was observed after surgical proce-
dures that use cardiopulmonary by-
pass, for children who continue to
reguire prophylaxis, a postopera-
tive dose of palivizumad (15 mg/kg}
should be administered as soon as
the patient is medically stable (Al).

The following groups of infants with
GHD are not at increased risk of RSY
and generally should not receive
immunoprophylaxis:

e Infants and children with hemody-
namically insignificant heart disease
(eg, secundum atrial septal defect,
small ventricular septat defect, pul-
monic stenosis, uncomplicated aortic
stenosis, mild coarctation of the
aorta, and patent ductus arteriasus);

e |nfants with lesions adequately cor-
rected by surgery, unless they con-
tinue to require medication for con-
gestive heart failure; and

& |nfants with mild cardiomyopathy
who are not receiving medical ther-
apy for the condition.

Dates for initiation and termination
of prophylaxis shouild be based on
the same considerations as those
for high-risk infants with GLD.

e |mmunocompromised  chitdren:
Palivizumab prophylaxis has not
been evaluated in randomized trials
in immunocompromised children.
Although specific recommendations
for immunocompromised children
cannot be made, infants and young
children with severe immuncdefi-
ciency (eg, severe combined immu-
nodeficiency or advanced AIDS) may
benefit from prophylaxis (ClI).

» Patients with cystic fibrosis: Limited
studies suggest that some patients
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with cystic fibrosis may be at in-
creased risk of R8V infection.
Whether RSV infection exacerbates
the chronic lung disease of cystic
fibrosis is not known. In addition,
insufficient data exist to deter-
mine the effectiveness of palivi-
zumab use in this patient popula-
tion3' Therefore, a recornmendation
for routine prophylaxis in patients
with cystic fibrosis cannot be made
{Cllny.

Special situations

» [f an infant or child who is receiy-
ing palivizumab immunoprophy-
laxis experiences a breakthrough
RSV infection, monthly prophy-
laxis should continue until a max-
imum number of 3 doses have
been administered to infants in
the 32 weeks’ 0 days’ through 34
weeks' G days’ gestational-age
group or until 2 maximum of §
doses have been administered to
infants with CHD, CLD, or preterm
birth before 32 weeks’ gestation.
This recommendation is based
on the observation that infants
at high risk may be hospitalized
more than once inthe same sea-
son with RSY lower respiratory
tract disease and the fact that
more than 1 RSV strain often co-
circulates in a2 community (CHI).

o Hospitalized infants who qualify

for prephylaxis during the RSV
season should receive the first
dose of palivizumab 48 ta 72 hours
before discharge or praomptly after
discharge (CII).

o Infants who have begun palivi-
zumab prophylaxis earlier in the
season and are hospitalized on
the date when the next menthly
dose is due should receive that
dose as scheduled while they re-
main in the hospital (Al).

» RSVis known to be transmitted in

the hospital setting and to cause

serious disease in infants at high
risk. Ameng hospitalized infants,
the major means of reducing RSV
transmission is strict observance
of infection-control practices, in-
cluding prompt initiation of pre-
cautions for R8V-infected in-
fants.32 [f an RSV outbreak occurs
in a high-risk unit (eg, PICU or
NICU or stem cell transplantation
unit), primary emphasis should
be placed on proper infection-
control practices, especially hand
hygiene, Ne data exist to support
palivizumab use in controlling
outbireaks of health care—assogi-
ated disease, and palivizumab use
i3 not recommended for this pur-
pose {CIil).

e Palivizumab does not interfere
with response to vaccines.
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APPENDIX Infectious Diseases Society of America—US Public Health Service Grading System for
Ranking Recommendations in Clinical Guidelines

Category, Grade Definition
Strength of recommendation
A Good evidence to suppert & recommendation for use
B Moderate evidence to support a recommendation for use
G Poor evidence to suppart a recommendation

Quality of evidence

i Evidence from =1 properly randomized, contralted trial

Il Evidence from =1 well-designed clinical trial, without
randomizaticn; from cohort or case-controlled analytical studies
{preferably from =1 center); from multiple time series; or from
dramati¢ resufts from uncontrolled experiments

I} Evidence from opinions of respected autharities, based on clinical
experience, descriptive studies, or reports of expert committees

Adapted fram Ganadian Task Force on the Periodic Health Examination. Carn Mad Assec J 1975;121(9):1193-1254.
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Palivizumab (Synagis®) Reimbursement Criteria for the 2010-2011 RSV Season

Palivizumab is indicated for the prevention of serious lower respiratory tract infection caused by
respiratory syncytial virus (RSV) in selected infants and young children. The Louisiana Medicaid
Pharmacy Benefits Management (LMPBM) Program has established criteria for reimbursement of
palivizumab. The LMPBM Program criteria are based on the American Academy of Pediatrics (AAP)
Policy Statement—Modified Recommendations for Use of Palivizumab for Prevention of Respiratory
Syncytial Virus Infections. An electronic copy of the AAP policy statement is available at
htip://pediatrics.aappublications.org/cgifreprint/ 124/6/1694

Pharmacy claims for palivizumab will be reimbursed by Louisiana Medicaid when prescriptions imeet all
of the following criteria:

RSV Season

* Palivizumab claims will be reimbursed in accordance with an RSV Season of November 1, 2010
through March 31, 2011.

¢ Louisiana RSV activity may be followed during the RSV Season by accessing
http://www.cde. gov/surveillance/nre vss/rsv/state.html .

Maximum Number of Doses Allowed

» Based upon the diagnosis code submitted, a maximum of five (5) doses of palivizumab wil] be
reimbursed each RSV season.

+ If a diagnosis code of 765.27 (33-34 completed weeks of gestation) is submitted, then a
maximum of three (3) doses will be reimbursed each RSV Season.

Age Restriction

e Palivizumab claims will be reimbursed for recipients who are twenty-four (24) months of age and
younger as of November 1, 2010.

ICD-9-CM Diagnosis Code Requirement

¢ An ICD-9-CM diagnosis code to justify the reason for palivizumab use must be documented on
all palivizumab prescriptions.

¢ The ICD-9-CM diagnosis codes which are in accordance with the reimbursement criterta are
based on the AAP Policy Statement and DUR Board recornmendations regarding palivizumab

use.
¢ Tweo lists containing ICD-9-CM diagnosis codes which are in accordance with the reimbursement

criteria are provided:
= List 1 — Diagnoses Which Justify Palivizumab Use
* List 2 — Diagnoses Which May Justify Palivizumab Use Depending on Recipient-Specific
Factors

Earlv Refill

¢ Palivizumab claims wiil process for payment every twenty-eight (28) days.
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Palivizumab Use Qutside the Reimbursement Criteria

A palivizumab prescription which does not meet all the reimbursement criteria must be
handwritten and signed by the prescribing practitioner. Signature stamps and proxy signatures
are not acceptable.

Palivizumab use that does not meet all reimbursement criteria requires a handwritten hardcopy
prescription with (1) a justification for use outside the criteria and (2) an ICD-9-CM
diagnosis code handwritten by the prescribing practitioner. The justification provided should
also be documented in the recipient’s medical record. The handwritten prescription, justification,
and ICD-9-CM diagnosis code are necessary for the pharmacy to override the claim denial.

This prescription may be faxed to the pharmacy and must be retained by the pharmacy for audit
review.

Medical records may be requested for verification of palivizumab claims submitted outside the
reimbursement criteria.

In order to facilitate availability of palivizamab (0 home health providers for administration in
November, Medicaid will allow transmittal of palivizumab claims through the Point of Sale
system beginning October 18, 2010.

ICD-9-CM Diagnosis Codes in Accordance with Reimbursement Criteria

List 1: Diagnoses Which Justify Palivizumab Use

ICD-9-CM

Diagnosis Code Description

415.0 Acute cor pulmonale

416.0 Primary pulmonary hypertension

416.8 Pulmonary hypertension, secondary

745.0 Truncus arteriosus

745.10-745.11 Transposition of the great vessels

745.19 Other transposition of the great vessels

745.2 Tetralogy of Fallot

746.1 Tricuspid atresia and stenosis, congenital

7462 Ebstein’s anomaly

74741 Total anomalous pulmonary venous return

747.83 Persistent pulmonary hypertension, primary pulmonary
hypertension of the newborn (Persistent fetal circulation)

765.21 Less than 24 completed weeks of gestation

765.22 24 completed weeks of gestation

765.23 25-26 completed weeks of gestation

765.24 27-28 completed weeks of gestation

765.25 29-30 completed weeks of gestation -

765.26 31-32 completed weeks of gestation

765.27 33-34 completed weeks of gestation

770.7 Chronic respiratory disease arising in perinatal period
(CLD/BPDVinterstitial pulmonary fibrosis of infancy/
Wilson-Mikity Syndrome)
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List 2: Diagnoses Which May Justify Palivizumab Use Depending on
Recipient-Specific Factors

ICD-9-CM
Diagnosis Code

Description

042
045.00-045.13
2771.00-277.09
279.00-279.90
3350
335.10-335.11
335.20-335.24
343.0-343.9
358.0-358.9
359.0-359.9
396.0-396.9
424.]
425.00-425.90
428.0-428.9
5319.1

7454

745.5
745.60-745.69
746.7

746.89

748.3

748.4
748.5
748.61
750.15
750.9
759.89

Human immunodeficiency virus (HIV) disease
Infantile paralysis

Cystic fibrosis

Disorders involving the immune sysiem
Werdnig-Hoffman disease

Spinal muscular atrophy

Motor neuron disease

Infantile cerebral palsy

Myoneural disorders

Muscular dystrophtes and other myopathies
Diseases of mitral and aortic valves

Aortic stenosis

Cardiomyopathy

Heart failure

Other diseases of the trachea and bronchus, not elsewhere
classified (Must specify tracheomalacia or tracheal
stenosis.)

Ventricular septal defect

Atrial septal defect

Atrioventricular canal {endocardial cushion defect)
Hypoplastic left heart

Hypoplastic right heart

Other anomalies of the larynx, trachea and bronchus
(Must specify congenital tracheal stenosis, atresia
of trachea, absence or agenesis of bronchus, trachea.)
Congenital cystic lung

Agenesis, hypoplasia, and dysplasia of the tung
Congenital bronchiectasis

Macroglossia

Uvula anomaly

Congenital malformation syndromes affecting
multiple systems, not elsewhere classified (Beckwith
Wiedmann Syndrome)




