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Welcome/Introductions
a. Alabama Medicaid

b. Health Information Designs, Inc.

c. Medicaid Pharmacy Specialists

d. MedImmune

Synagis®  2009-2010 Season



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

Synagis® 2009-2010 Season

Background/History



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.1  

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

1 Red Book 2009 "About the Red Book"

AAP’s 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 version2

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

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


MedImmune

We are aware that MedImmune 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 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.

The Red Book as a Standard



FDA Labeling

Physician Prescribing



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

Synagis® 2009-2010 Season

Prior Authorization 
Overview



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.html (accessed 8/10/09)

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


RSV Season: AL State Trends
http://www.cdc.gov/surveillance/nrevss/rsv/state.html (accessed 8/10/09)

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


RSV Season: 
East South Central Division Trends 

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

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 6th 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 Synagis ® 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/


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

Synagis® 2009-2010 Season

Prior Authorization 
Changes for this season



Changes for the Season

 All criteria posted on Medicaid website- complete 
transparency 

 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 all 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)

If Birthdate is: 
Then receive approval 

thru: If Birthdate is: 
Then receive 

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
12/29/2009

3/31/2010

10/1/2009 1/1/2010



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

Synagis® 2009-2010 Season

Prior Authorization 
Criteria Review



Criteria Review

www.medicaid.alabama.gov

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


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

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


Criteria Review

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

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_ 
Synagis_Alert_Letter_7-15-09.pdf

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

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


Criteria Review: Appendix A

http://www.medicaid.alabama.gov/documents/program-RX/PA_Forms/3J-6-l_ 
Synagis_Appendix_A_7-27-09.pdf

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

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


Criteria Review: PA Form 351



Christina Daniels-Faulkner,           Health Information Designs, Inc.

Pharm.D.

Synagis® 2009-2010 Season

Notification Process
Approval Letter



2009-10 Approval Letter



2009-10 Approval Letter



2009-10 Approval Letter



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

Synagis® 2009-2010 Season

Educational 
Opportunities/Outreach



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



Thank you for participating in this web conference.  

Synagis® 2009-2010 Season

Questions?
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