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Synagis® 2009-2010 Season

Background/History

Robert Moon, M.D., Alabama Medicaid Medical Director




AAP’s Red Book

For 70 years, the Red Book has set standards of
quality, authority and value. Red Book experts have
full access to the world’s literature to help establish

their recommendations.!

The Red Book is developed by the AAP Committee on
Infectious Diseases, and its content, including
contributions from hundreds of experienced
practitioners, is reviewed by the CDC and FDA.'

1 Red Book 2009 "About the Red Book"



AMA’s Use of the Red Book

> Alabama Medicaid for the past several years has
taken our criteria from the Red Book. Prior to what
was released this summer, we had been using the most
recent version: "AAP 2006 Redbook Recommendations
for the Prevention of RSV".

> This summer, Red Book released its 2009 version?
and our criteria has been updated accordingly.

2 Red Book 2009, Section 3. Summaries of Infectious Diseases, Respiratory Syncytial Virus



“AAP News’ article

“Reducing RSV hospitalizations
AAP modifies recommendations
for use of palivizumab in
high-risk infants, young children”

“AAP News”, July 2009, Vol. 30, No. 7

THE OFMCIAL NIWIMAGATIN

Reducing RSV hospitalizations

A AP News

Volume 30 « Number 7
July 2009

WWW.32pnEWS.0rg

AAP modifies recommendations for use of
palivizumab in high-risk infants, young children

by H. Cody Meissner, M.D., FAP, and
Josaph A Bocchini Jr., MLIL, FAAP

Faserl on alfitional data regaring the seasnality
| of espiratory syncytial virs (RSV) disease 2s well

Fiest wese published in Novermber 1998 aad sevised in Deceanbes 2003.

dated AAP oiffer in. with those
consained in the FDA-spproved label and package insest for Synagis
(palivimusmiab).

as risk Bctors for disease acuity, AAP Infttation and
+ dations for immunoprophylas with paliviumab  For most areas of the Uni ced . fai
have been updated in the 2009 Red Book. and ination of hrylaxis remain unck d for infunts with
A hed fati b ) ically = congenital heart disease, chronic lung
bom at 32 weels' to less than 35 weeks'ges-  disease of and birth before 32 weeks' pestation. For children

DeMelssner  gation (32 weeks, 0 days throogh 34 weeks, 6 days)

This article summarizes the racommendations and major changes
present in the 2009 Red Book (pages 562-568) and in an AAP policy
statement soon to be published in Pediarmic. The updated recom-
mendations aim to ensure optimal halance of benefit and cost

Disase burden

More than 125,000 hospitalizations due to RSV infection ocour
annually in the United States. Approximately 2% to 3% of all
infants in the first 12 months of life will be hospitalized because of
an RSV infection. Most of thess infants will be previously healthy,
term infants.

RS Veinfocted premauze infans, infunts with choic lang disexe

(CLD) of ity and infants with |
congenital heart disease have haspitalization rates four to five times
greater than those of healthy infants. Parents of infants at high risk for
severe RSV infection are routinely educated on the importance of
decreasing expasure to :nd tramsmission of RSV.

In the at asale, i 3 a hmad.l]' e
agent for chemapraphylaxis ar treatment, passive immunaprophylasis
with the monodonal antibody palivintmab remains the most important
intervention for reducing the burden of RSV discase among high-risk
infants and children. However, immunopraphylaxis is costly. The
updaied recommendations are based in part on the conclusion that
the cost effe of i hylaxis can be d by

antiviral

i these categories living in most areas of the United Stazes, the updated
recommendations state that the first dose of palivizumab should be

3 1 during the first week af November, and the ffih and last
dose should be administered in March.

For the majoricy of areas in the United States, outbreaks of RSV
disease begin in November or December, peak in January or February
and end in March or April. Fve monibly doses of palivizumab will
prenvicle more than 20} weeks of
for mast infants. If prophylaxis is initiated in Octobes in a geographic
ares with an earlier anset of RSV szasan, under the updated recom-
mendations, the fifth and kst dose of paliviazmab should be admin-
istered in Febraary:

Surveillance data from the Centers for Disease Control and Prevension
have identified vasiations in the onset and offet of the RSV szason in
‘areas within Florida affect the tmi:
israrion. The updated recommendations sare thar u\&ms).ndyvung
children in Florida whe qualify for proplykais for the scason should
receive palivimzmab only during the five months following onset of
RSV season (maximum of five doses). Detalled recnmmendations for
specific areas of Florida are discussed in the 2000 Red Book and the
AAP policy statement.

ENgiiity or of high- Infants, young children
Infients wwith chremic fumg disease af premancriy
Mo change ix ded for
for infants and :hn]r]mn younger rh:n 24 r.mm]u anec whu

restricting its use to infanes at highes risk of hospitalization during
times when RSV is mos likely to be circulating.

Palivizumab was approved by the Food and Drug Administration
(FDDA)in 1998 for preventian af serious lowes respimatory tract disease
‘caused by RSV in pediatric patients at incressed risk of severe disease.
FDA appraval was based on the results of 2 randomized dinical rial

ith fve monthly doscs of rechuced
RSV hospisalimsion mses by abou: S0% commpared wich placebo ecipiens.
AAP selbczion of infan for i i

SCOPYONt 2009445 Maws

diuretic
or chronic corticosteroid therapy) within six r.mm]u before the start
of the RSV smson (2 maximum of five manthly dases).

Infane born bfore 32 weeksgesation (31 weeks, 6 dayor )

Modh

bom at or before 28 weeks’ pestation who may benefic froem prophylas
during the RSV season, whenever that acrurs during the fist 12 months
oFlife. Infants born a: 2 10 32 weeks of pestation may benefit fram pro-
phylaxis up to 6 months of age (2 maximum of five monthly doses).


http://www.medicaid.alabama.gov/documents/Resources/RSV-AAP-News-July-2009.pdf

Medlmmune

> We are aware that Medlmmune is refuting the
2009 Red Book and is challenging the evidence
basis of the AAP's recommendation and the use of
existing FDA labeling.



The Red Book as a Standard

The Red Book is recognized as a standard of care
guideline.

» The credentials of its committee members are very
significant.

» Obviously just because the AAP did not share all of their
references in the Red Book, does not mean they don't
exist.

> We too look forward to them sharing more information,
but also recognize that many guidelines are the work of
expert opinion or consensus.



FDA Labeling

Physician Prescribing



Synagis® 2009-2010 Season

Prior Authorization
Overview

Kelli Littlejohn, Pharm.D. Alabama Medicaid Director of Pharmacy




RSV Season

> The Alabama Medicaid Agency uses the RSV Season

data from the Centers for Disease Control and
Prevention (CDC) website

> The National Respiratory and Enteric Virus
Surveillance System (NREVSS)

» CDC lists RSV surveillance by:
> State trends(AL)
> Divisional trends (East South Central)
> Regional trends (South)

> National trends



RSV Season: AL State Trends

http://www.cdc.gov/surveillance/nrevss/rsv/state.ntml (accessed 8/10/09)
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y Centers for Disease Control and Prevention
g Your Online Source for Credible Health Infermettion | |

A-ZIndex A B C DEEGHTIITEKELMBMNOP RS TUY¥ W XY Z#

The National Respiratory and Enteric Virus Surveillance System (NREVSS)

816 %

MREWES Home = Respiratory Svneytial Wirus Surveillance

Back to RSY Surveillance

bl [ED [+ Text size: E m H &I

Email Print Share

State Trends

>

Select a State: AL W
OR
Select a Division: | w |

r -
OR Click hera to return to the nationsl map.

Select a Region:

RSV Data for AL

400 |'1U|'-'


http://www.cdc.gov/surveillance/nrevss/rsv/state.html

RSV Season: AL State Trends

http://www.cdc.gov/surveillance/nrevss/rsv/state.ntml (accessed 8/10/09)

RSV Data for AL
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The HREVSS participating labs in the AL area:

Baptist South - Mortgomery, AL

Crestwood Medical Center - Clinical Labaratary - Hurtsville, AL
Cullman Regional Medical Center - Cullman, AL

Elmare Community Hospital Labaratory - Wetumpka, AL
George H. Lanier Memorial Hospital - Valley, AL
Marzhal Medical Center South - Boaz, AL

Providence Hosptal - Mobile, AL

southeast Alabama Medical Center - Dothan, AL
springhill Memarial Hospital - Makile, AL

UAHSF Diagnostic Yirology Lakb - Birmingham, AL
Universty of South Alabama Medical Center - Mobilz, AL
Winodiand Medical Center - Cullman, AL


http://www.cdc.gov/surveillance/nrevss/rsv/state.html

RSV Season:

East South Central Division Trends

http://www.cdc.gov/surveillance/nrevss/rsv/state.ntml (accessed 8/10/09)

RSV Data for East South Central
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The HREVSS participating labs in the East South Central Division:
® Baptist South - Montgomery, AL

Crestwood Medical Center - Clinical Labaratary - Hurtswville, AL

Cullman Regional Medical Center - Culliman, AL

Elmore Community Hospital Laboratory - Wetumpka, AL

eorge H. Lanier Memorial Hospital - Walley, AL

Marzhall Medical Center South - Boaz, AL

Providence Hospital - Mobile, AL

Southeast Alabama Medical Center - Dothan, AL

Springhill Memorial Hospital - Mobile, AL

UAHEF Diagnostic Yirology Lab - Birmingham, AL

University of Zouth Alabams Medical Center - Mokile, AL

Wioodland Medical Center - Cullman, AL

Ephraim McDowell Regional Medical Center - Danville, kY

Fort Logan Hospital - Stanfard, Ky

Jackzon Purchase Medical Center - Mayfield, Ky

Morton Medical Pavilion - Louisville, Ky

University of Kertucky Hospital - Lexington, 1KY

University of Louisville Hospital - Louiswville, KY

Aliance Health Care System - Holly Springs, WS

Baptizt Memorisl Hospital Mot MS - Oxford, MS

Baptizt Meorial Union Cournty - Mew Albany, WS

Forrest General Hozpital - Hattieshurg, M=

Miz=iz=ppi Baptist Medical Certer - Jackson, M=

Ocean Springs Hospital - Ocean Springs, M3

University Hozpitals & Clinics - Jackson, MS

Winzton Medical Center - Louisvile, MS

Blounit Memarial Hozpital - Microbiology Department - Maryville, TH

Dekalh Comtnunity Hospital - Smithyille, T

Dyershurg Regionsl Medical Certer - Dyershurg, T

East Tennesse Children's Hozpital - Knoxville, TH

Fort Loudoun Medical Center - Lenoir City, TH

Metnarial Hospital Microbiology Laborstory - Chattanoogs, TH

MorthCrest Medical Center - Springfield, TH

St Jdude's Childrens Research Hospital - Memphis, TH

St Mary's Health System - Knoxwille | TH

Stonecrest Medical Center - Smyrna, TR

Summit Medical Center - Hermitage, TH

T Thompson Children's Hozpital - Chattanoooa, TH

University of Tennessee - Memphis, TH

“anderbilt University Medical Center - Nashyille, TH

“olurteer Community Hozpital Clinical Lakborstory - Marting TR


http://www.cdc.gov/surveillance/nrevss/rsv/state.html

2009-2010 Season Overview

> Approval time frame 10/1 /2009 through 3/31/2010.
> PAs will be accepted by HID beginning 9/1/2009.

> Up to 5 doses allowed per recipient. Some recipients

may receive up to a max of 3 doses, depending on
GA and CA.

» No circumstances will result in approval of a 6™ dose.



2009-2010 Season Overview

» Date of any inpatient dose must be included on the
PA form.

> Recipient must meet GA and CA (at the start of the
RSV season- 10/1/2009).

> Prescribers must submit PA requests directly to HID.

> A copy of hospital discharge summary from birth is
required on ALL Synqgis® PA requests.



2009-2010 Season Overview

> If approved, each subsequent monthly dose will
require submission of recipient weight/date of last
dose to HID (prescriber or pharmacy).

> Approval /denial letters will be faxed to prescriber
and dispensing pharmacy.

> All criteria /forms /ALERTs /web conferences are posted
on the Medicaid website www.medicaid.alabama.gov



http://www.medicaid.alabama.gov/

Synagis® 2009-2010 Season

Prior Authorization
Changes for this season

Kelli Littlejohn, Pharm.D. Alabama Medicaid Director of Pharmacy




Changes for the Season

> All criteria posted on Medicaid website- complete
fransparency

> Prescribers, not the pharmacy, manufacturer, or any
third party are to submit PA requests directly to HID

(last season)

> A copy of the hospital discharge summary from birth
is required on dall Synagis® PA requests



Changes for the Season

> If approved, each subsequent monthly dose will
require submission (by prescriber or pharmacy) of
recipient current weight and last injection date
utilizing the original PA approval letter.

> No stamped signatures accepted on PA form.

» Current forms must be submitted. Old forms will not
be accepted.



Changes for the Season

» Some recipients may receive up to a maximum of 3

doses, depending on GA and CA:

Synagis® Timeframe Approval

for GA 32 weeks, 0 days thru 34 weeks, 6 days
and born < 3 months before the start of RSV season or born during RSV season
(also must meet at least one of the two identified 2009 AAP risk factors)

Then receive approval Then receive
If Birthdate is: thru: If Birthdate is: approval thru:
7/1/2009 10/1/2009 10/15/2009 1/15/2010
7/15/2009 10/15/2009 11/1/2009 2/1/2010
8/1/2009 11/1/2009 11/15/2009 2/15/2010
8/15/2009 11/15/2009 12/1/2009 3/3/2010
9/1/2009 12/2/2009 12/15/2009 3/17/2010
9/15/2009 12/16/2009 After 3/31/2010
12/29/2009
10/1/2009 1/1/2010




Synagis® 2009-2010 Season

Prior Authorization
Criteria Review

Kelli Littlejohn, Pharm.D. Alabama Medicaid Director of Pharmacy




Criteria Review
—

www.medicaid.alabama.qov

Alabarma Medicaid Agency

Medicaid

Apply for Medicaid

Find it Fast : v/

Programs | Resources | Billing | Fraud/Abuse Prevention | Contact Us | Transformation

Welcometo the
Alabama Medicaid Agency

Medicaid is a stateffederal program that pays for
medical and long-term care services for low-income
pregnant women, children, certain people on
Medicare, disabled individuals and nursing home
residents, These individuals must meet certain
income and other requirements.,

What's New:

tlerts - Updated 7/15/09

» Synagis - Register for August 14 web
conference

s Together for Quality (TEOY Initiative

» Long Term Care Bebalancing Committes -
Ypdated July 10, 2009

» Medicaid Matters - Onfine newsletier

» Health Refarm - Join the Agency's hew

email discussion list!



http://www.medicaid.alabama.gov/

Criteria Review
—

http://www.medicaid.alabama.gov/programs/pharmacy svcs/pharmacy services.aspx

Alabarma Medicaid Agency

Apply for Medicaid | Programs | Resources | Billing | Fraud/Abuse Prevention | Contact Us | Transformation

| Find it Fast : v |

Back to: Pharmacy Services

+ Pharmacy Services
Horne

+ Previous Page The alabama Medicaid Agency pays for most medicines legally

prescribed by a doctor or authorized health professional when

dispensed by a licensed doctor or pharmacist in accordance with state

and federal laws. In FY 2007, Medicaid paid for approzimately 7 million

prescriptions for gualifying &labama recipients.

m Billing Fesources /Policy for Providers - Includes instructions for
bifling compound prescription claims

Sian un for e-mail

Prior Authaorization/Overrides Criteria and Pharmacy Forms
Includes External Criteria/PA instructions effective 4/1 /09

SMAC - Link to Alabama Medicaid Pharmacy State Maximum
Aflowable Cost (SMAC)/ Myers and Stauffer webpage

Synagis - Important information for the 2009-2010 season

Tamper-Resistant Prescription Pads - Information on federal
mandate



http://www.medicaid.alabama.gov/programs/pharmacy_svcs/pharmacy_services.aspx

Criteria Review
—

http://www.medicaid.alabama.gov/programs/pharmacy svcs/synaqgis page 2009.aspx
[ [l |

| Find it Fast : v |

Alabarma Medicaid Agency

Apply for Medicaid | Programs | Resources | Billing | Fraud/Abuse Prevention | Contact Us | Transformation

Back to: Synagis - Information for 2009 - 2010

= Pharmacy Services
Home
= Previous Page To inform providers about changes impacting the 2009-2010 Synagis@
season, the alabama Medicaid Agency will present a statewide Weh
conference on August 14, 2009 at 10:00 a.m. for all Synagis® providers,
A guestion and answer session will be held at the end of the
presentation so providers may ask questions or obtain clarification as
needed.

Providers may participate in the Synagis® web conference via physical

attendance in the Medicaid Boardroorm ar join wia an iLinc web

conferencing feature. In order to jain via iLinc, participants must register Sign up for e-mail

by August 10, 2009, updates from the

Alabama Medicaid
Pharmacy

Earnestine.Rhodes@medicaid.alabama.goy F_'rogram!

Click here to

or by calling (334) 242-5050 and providing your name, phone number subscribe!
and email address during normal business hours, Participants should
register early as space for the web conference is limited,

To register, email your name, phone number and email address to:

Synagis Prior Authorization Form - Updated 7 /27 /709
Syhnagis Prior Authorization Criteria - dpdated 727 /09

Syhagis Anpendis b - Mpdated 727 509
Synagis Instruction Worksheet - Mpdated 727 /09

Synagis 2009-2010 ALERT - Updated 727 /09



http://www.medicaid.alabama.gov/programs/pharmacy_svcs/synagis_page_2009.aspx

Criteria Review: ALERT

http://www.medicaid.alabama.gov/documents/program-RX/PA Forms/3J-6n

Svnagqis Alert Letter 7-15-09.pdf

To: All Providers and Associations

RE: Synagis*' Criteria for 2009-2010 Season

The Alabama Medicaid Agency has updated its pricr authorization criteria for Synagis™.
Highlights of the updated criteria include:
»  The approval fime frame for Synagis® will begin Cctober 1, 2008 and will b= effecive
through March 31, 2010
_ v Uptofve doses will be afowed per recipient in this timefame. Some recipients may
. only receve up to 3 max of 3 doses, depending on the gestational and chronologics
age

*  There are no circumsiances thal will resu® in approval of a sicth dose.

» I a dose was admmistered i an inpatent settng, the date the dose was administered
rmust be ncluded on the request form.

» For approval of reguests, the recipient must mest gestations’ and chronological age

requirements. In order to meet chronological age requirements, the recipient must not
‘ exceed the specifed age at the star of the RSV season.

. *  Prescribers. not the |:uhar'11a-::3.I manufacturer or any other third party entity, ans to
submit requests {an:.'nags on 3@ separate prior authorization form (Form 351) directly

_ o Health Infermation Designs and completed forms may be accepted beginning

September 1, 2008 {for an October 1 effective date).

v A copy of the hospital discharge surmmary from birth is required on all Synagis™ P&
requests

»  [fapproved, each subsequent month'y dose will require submission of the recipient’s
current weight and last injection date and may be faxed to HID by the prescribing
physician or dispensing phamacy ulilizing the ongnal PA approval letter

» Letters will be faxed to both the prescnber and the dispensing pharmacy notating

approva’ or denial.
_ Criteria

Alabama I".‘edlt:a-: follows the 2008 updated Amencan Acaderny of Pediatrics (AAF) guidelines
regarding Synagis® utilization. The form and complets updated criteria specific to Synagis® are
available on the Agency's website at www medicad alabama.gow under Programs: F'harr“la-:'g,I
Senvices: Prior Authorization/Cverrides Criteria and Pharmacy Forms: 2008-2010 Synagis®
Criteria and Forms.

Educational Presentation ! Web Conference

Ta inform prowiders about changes impacting the 2008-2010 Synags™ season, the Alabama
Medcaid Agency will present a statewide Web conference on August 14, 2009 a1 10:00 am. for
all Synagis” providers. A guestion and answer session will be held at the end of the
preseniaton so providers may ask guestions or obtain clarifcation as nesded



http://www.medicaid.alabama.gov/documents/program-RX/PA_Forms/3J-6n_Synagis_Alert_Letter_7-15-09.pdf

Criteria Review: Criteria

http:// www.medicaid.alabama.gov/documents/program-RX/PA Forms/3J-6k

Synagis PA Criteria 7-27-09.pdf Alabama Medicaid Agency

Svnagis® Prior Anthorization Criteria

1. Istheinfaxt’'s gestatiozal aps = 2B wis and chronological ags® loss thes 12 momths old?
I Vas (Ifyes, gotozT)
O¥o (fzo. gom£1)

Is tom infa=t's gestatiozal ags 29 wks up to 31 wks, & drys and chronological age' lass than 6 montss old?
I Vas (Ifyes, gotozT)
ONo (fzo gonzd)

(=]

3. Isthainfa=t's gastaticzal aps 32 whks, 0 days-34 wke, & drys gnd bormn = 3 poethe befors tea start of RSV season OF bom
duzizg the RSV ssason'? The infine =t most at laast ons of the two identiSed A AP risk factars (rhildcare attenda=ce.
whling younger than 5 v ofaga)

I Vas (Ifyes, gotozT)
O¥o (fzo gomm24)

4. Iz thwginfams's gestational ags = 35wl and chromelogical ags” = 12 momihs with 2 dizgmesis’ of conpenial shnormatitios of
iha airway or oeuronmmsculer diseess tat compromises he=dling of mespirziory seceticns? Suppertizg decumentzsion*of
diygnosis ICD-9 code =rost ba inckodad.

3 Vas (Ifyes, go o 2T
O Ko {Ifzo.gota 23

[

I tha paticet luss than 24 months of xge with a dizgzesis of Chromic Lung Dissass® (CLDY) of pramamrity (definad
mastatiozal ags less than 35 wadks) and bas recatved medical tharapy (supplamental oxygen, bronckedilator, duwtic, or
chromic corticostercd thezapy’) within § muomths befors the start of the SV seascz or who coztious %o requirs medical
tharzpy (25 dafined 2bove) Supporting docomezs:tion* of dExgnesis ICE? code and medicel thazzpy ovost be inchodad.
3 Vs (Ifyes, indicats weabmant balow 2=d ge o £7)
O Mo (Ifze, gow 26)

& Isthe pesiest 24 months of 2gs or younger with a dizgzesis of bemodvzamically sigzificant cyanotic or acyanotc
Compazital Heast Dismass(CHD) with one of the following: .
({2) Comgenital bazrt dissass pamant whoe s moeiving medicesion” to coztrel congestive heart failem (CHF L o
&) moderate to severs pulmonacy bypestensicn?, or
() cyemotic baert disease with oo or meomplets surgical cormecsion of dafect™?
Suppaorting decrms=tation* of dlagnost ICDS code 25 well 25 medicaticns (if applicable) =mst be fnchaded.
3 Yas (Ifyus for Gz, &b or e, goto 57)
O Ko (Ifze, deoy)

I the peticst cumpenthy 2o cufpatient and has =ot bean serolled 25 2o i=pabont witks= 2ewecks of the date the Symagisl iz
requasid! Frzter discherge dace (if applicabla)
3 Vs (Ifyus, 2approve mequess)
O ¥o (If zo. damy)

DOTE: I discheege dale does ol reflost a 1 weck perisd, appeov el may be given o be elfective T weeka poat hoapital dischsegs]

DOoe of the firze § critsa azd rke Scal coicerics mozt be mer befors appraval can be gracted. A copy af i baspital dizcharpe snmmasy
froam birck o required on all Sroams PA regueee. BSV preghrlaziz appreval will sermiomte Rarch 31, B3V asazza iz defioed br che
Alnbaes Medicsid Apsocy az Deeabar 1 dkreaph Warch X1,

NOTE: Agpraval aurherSer guiy oer dorr itared ax petient weight svery reentp-sighr days sp e a five (55 doae macmem ar shrewgh Manck
31, A dove ix defined ar dhe calculaied dzroge [patect wwght flg! ¥ Limglag = 1600 mg'ml qf Symega®y The resulic of dhor caleuletion = be
chir number o miz the posiont aeeds. Uer thr apprepriste combinesion gf vialz de ged dhe correer dore. Mo desw may be pivea giter Marck 31
Fwauerir for mors than sar deawin o 25 day periad canned br approved. [ ks pacenr recenced a foce in an ixpenest redang. apprevai wall


http://www.medicaid.alabama.gov/documents/program-RX/PA_Forms/3J-6k_Synagis_PA_Criteria_7-27-09.pdf

Criteria Review: Appendix A
=

htp:// www.medicaid.alabama.gov/documents/program-RX/PA Forms/3J-6-I

Svnaqis Appendix A 7-27-09.pdf APPENDIX 4
\LARAMA MEDICAID AGENCY
SYNAGISE PA INSTRUCTION WORKSHEET

ICD-9 CODE and MEDICATION LIST FOR USE WITH SYNAGISE CRITERIA
Nove: ANT eecepred dingnosis TCD-2 Code Fted on the prior anchorization form MUST have supporing
decumeniation aiteched. Supperting Documeniation i supplemensal informadon submived fo sumpor: the pafens
meeiing the criveria and may melide copies of hospital discharge neses, progress nodes, pharmacy proffles, s

I Nemromuscolir Disorders
Accaptable ICD-8 codes melnds

045.00-0:25.13 Infamrile paralysis

330.0-330.1 Cerebral dapeperations

3311 Myocloms

3340-3341 Spingcersbellar disaaze

3350 Werdning-Hoffmen disaase (Infantile spial mmscular atrophy)
335.10-335.11 Spinal muscular atmophy

335.M0-335.24 Motor paron dizease

Excluds (but not Hmitsd o) the fallowing t2 the fellowing are NOT acceptad):

M30-343 8 Carebral Falsy

M50 Geperalized Corvulsive epileapsy
3453 Grimd mal seimras

34533458 Epilepsy

74150 Spina bifida

T MWewhbom seizures

T80.3 Infmrila seizures

II. Congenital Abnormalities of the Airways
Acceptable ICD-9 cades melnds

513.1 Oihar dzeases of the rachea and bronchus not elsewhers classified
(st specify Trachesomalacia or tracheal stenosis)
7433 Oithar mmomalies of larpn, raches, and boonchus (Must spectfy
congenital rachea] atenosis, amesia of machen, or absence or agenesis of bronchus, machsea)
454 Copgemital cystic hog
7453 Agenzziz, hypoplasia, and dysplasia of the g
745,61 Conzenctal bronchisctasis
730.15 Macroplozsia
7308 Thaila anomaly
73080 Backwith {-Wisdemann) Syndroms

Excluds (but oot Hmited 1) the fallowing (s the Solowmg are NOT accepiad):
T45.60 Avomaly of hung, unspecified
74569 Oither anomaly of fhe ung


http://www.medicaid.alabama.gov/documents/program-RX/PA_Forms/3J-6-l_Synagis_Appendix_A_7-27-09.pdf

Criteria Review: PA Form 351

http://www.medicaid.alabama.gov/documents/program-RX/PA Forms/3J-6-j

Synagis Form351 7-14-09.pdf
Alabama Medicaid Pharmacy

Synagis® PA Request Form
FAX: (800) 748-0116 Fax or Mail to P.O. Box 3210
Phone: (800) 748-0130 HeaLtH InFormaTION DESIGNS Auburn, AL 36832-3210

Incomplete Forms Will Be Returned
PATIENT INFORMATION

Patient Name Patient Medicaid #
Patient DOB Patient phone # with area code
——————— PRESCRIBER INFORMATION

Prescriber name NP # License #
Phone # with area code Fax # with area code

Address (Optional)

{Addresy iy SiaaTip)
I certify that this treatment is indicated and necessary and meets the guidelines for uze az outlined by the Alabama Medicaid Agancy.
Iwill be supervising the patient’s treatment Reguired suppeorting documentation from the patient’s medical record Is attached,

—

Prezcrblng Practitloner Slanature  [Reaulredi Diata


http://www.medicaid.alabama.gov/documents/program-RX/PA_Forms/3J-6-j_Synagis_Form351_7-14-09.pdf

Criteria Review: PA Form 351
=

DRUG/CLINICAL INFORMATION

Drug requested NDC/J Code
Strength _ Qty.permonth — MNumber of doses requested
{if applicable)
Current weight kg. Gestational age wks days Chronological age
|CD*gCoaes

Check applicable age, condition and risk factors
0O Gestational age < 28 wks, 6 days & infant is < 12 months* O Child is = 24 months* old with Chronic Lung Disease™

O Gestational age 29 wks, 0 days-31 wks, 6 days of prematurity (gestational age < 35 wks)
& infant is < 6 months? O Child is = 24 months® old with hemodynamically significant
O Gestational age 32 wks, 0 days-34 wks, 6 days & infant (cyanotic or acyanotic) Congenital Heart Disease™
l < 3 months old at the start of RSV season OR born during (must not have had or completed surgical correction)
the FIS_\.r' season with one of .the two AAP risk Taﬂtqrs* + Chronological age at start of RSV season
O Gestational age < 35 wks & infant < 12 months® with * Documant AAP risk factor(s) balow
congenital abnormalities of the airway or neuromuscular ** Include ICD-0 codes for the indicated dissase states. Attach supporting
5 B i i : e documentation (i.e. prograss notes, discharge notes, and/or chart notes)
disease that compromises handling of respiratory secretions as outiined in the criteria for any submitiad diagnosiv/lCD-0 coda
AND

s patient currently outpatient with no inpatient stay in the last 2 weeks? O Yes 0O No If no, indicate discharge date

Was a dose of Synagis® administered while patient was hospitalized? OYes O No If yes, indicate date dose administered




Synagis® 2009-2010 Season

Notification Process
Approval Letter

Christina Daniels-Faulkner, Health Information Designs, Inc.

Pharm.D.



2009-10 Approval Letter

FHARMACY SERVICES

DATE: 10/01/09

To: FEESC MAME
ADES1
CITT, 5T 12343

Oither Provider: FHARMACY WAME
ADES]
CITY, 5T 12345

Prescription Review Qutcome - Approval
EE: LNAME , FNAME
Subnutted Medicaid ID Mumber: 123456735012 HID # 2672671

We have receivad yvour requeast for prior anthonzaton for DRUGNANME NDC 60574411301 . The request has been
APPROVED. The PA#1: TROOOE5289 andis valid fromm 100019 undl 03310 for atotal of § doses.

COMMENTS

The Alsbama Medicaid Agency has updated its prior swhorizaton crters for Synagis. The approval tme frame for Synags will
egin Ocrober 1, 20020 and will be effecdve tarough March 31, 2010, A rotal of up o Sve (3) doses will be allowed per recipiens in
this tmeframe. Some recipients may anly receive up to 2 max of 3 doses, depending on the gestational and chronelogical age Thera
are no circuamstances thar will sllow for approval of a sixth dose

Subsequent moathly doses will require submission of the recipient’s oorrent weight and last imjection dase.  This information can be
inclnded in the cham below and may be faxed 1o HID by the prescribing plysician or dispensine pharmacy.

Thate of Lasi Dose Current Weight Diate Next Dose Due

“Tlot reguired for the st dose This informanon mesr be completed and sent to FID for sach subsaquent dose
If wou have amy questions, please call ws at 1-B800-748-0130.

Thank You,

Clristma Dancels, PhannaD

HID Pharmzcy Services

Confidentiality Notice: This communication, inclading any attachments, is for the sole nse of the mtended recipient(s) and may contain
confidential and privileged miormation. Any unanthorized review, mse, dischozure or distributon is prohibited. If you are not the intended
recipient, please contact the sender by reply telephone (1-800-T48-0130) or fax (1-300-745-01146) and destroy all copies of the original meszage.



2009-10 Approval Letter

PHARMACY SERVICES

DATE: 10/01/09

To: PRESC NAME
ADESI]
CITY, ST 12345

Other Provider: PHAEMACY NAME
ADERS1
CITY. 8T 12345

Prescription Review Outcome - Approval
RE: LNAME , FNAME
Submutted Medicaid ID Number: 123456789012 HID # 2672671

We have recetved your request for prior authorization for DRUGNAME NDC 60574411301 . The request has been
APPROVED. The PA%1s 7009065289 and 1s valid from 10/01/09 until 03/31/10 for a total of 5 doses.




2009-10 Approval Letter

COMMENTS

The Alabama Medicaid Agency has updated its prior authorization criteria for Synagis. The approval time frame for Synagis will
begin October 1, 2009 and will be effective through March 31, 2010. A total of up to five (5) doses will be allowed per rectpient 1n
this ttmeframe. Some recipients may only recerve up to a max of 3 doses, depending on the gestational and chronological age. There
are no circumstances that will allow for approval of a sixth dose.

Subsequent monthly doses will require submission of the recipient’s current weight and last injection date. This information can be
included m the chart below and may be faxed to HID by the prescribing physician or dispensing pharmacy.

Date of Last Dose Current Weight Date Next Dose Due

*Not required for the first dose. This information pust be completed and sent to HID for each subsequent dose.

If vou have any questions, please call us at 1-800-748-0130.



Synagis® 2009-2010 Season

Educational
Opportunities/Outreach

Kelli Littlejohn, Pharm.D. Alabama Medicaid Director of Pharmacy




Educational Opportunities/Outreach

> Web conference: live and recording posted

> All criteria on website

» HID: 1-800-748-0130 (dedicated staff person:
Cissy Davis, RN, BSN)

» MPS /Academic Detailers
» Top Provider Visits (completed)

» Upon request



Synagis® 2009-2010 Season

Questions?

Thank you for participating in this web conference.
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