Measles Post-exposure Prophylaxis
with Immune Globulin Products



Current Immune Globulin Products in U.S.

— Immunoglobulin products

— Pre-exposure prophylaxis

— Post-exposure prophylaxis



Specific Issues for Consideration



Pre-Exposure Prophylaxis with 1GIV

Cost estimates for a 400 mg/kg dose:
10 kg child ($220), 70 kg adult ($1540).



Pre-Exposure Prophylaxis with IGSC



Current ACIP MMR Recommendations
Immunocompromised - IGIV and IGSC

* |IGIV is not specifically recommended by ACIP for PEP in
patients not already on IGIV therapy.

e |GSC is not mentioned in ACIP recommendations.



Current ACIP MMR Recommendations
Post-exposure Immune Globulin

household

* The usual recommended dose of IGIM is 0.25 mL/kg
(0.11 mL/Ib) of body weight (maximum dose =15 mL).

for
immunocompromised persons is 0.5 mL/kg of body
weight (maximum dose = 15 mL).
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Current ACIP MMR Recommendations
Post-exposure Immune Globulin for Infants

 Infants < 6 months of age are usually immune because
of passively acquired maternal antibodies.
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|GIM Post-exposure Prophylaxis
Studies in the US
* (1990) IGIM PEP In a Neonatal ICU, Ohio*

« 1989-1991 Measles Resurgence, California+



Other Studies of IGIM PEP

* (1999-2000) Japan (Endo et al)*

(2006) New South Wales Measles Outbreak (57 cases).+



Measles Antibody Titers in |G products

http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=640&showFR=1&subpartNode=21:7.0.1.1.7.10



http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=640&showFR=1&subpartNode=21:7.0.1.1.7.10

Measles Antibody Concentrations in |G products
FDA Minimum Requirements

http://www.fda.gov/ohrms/dockets/ac/07/minutes/2007-4317M.htm Accessed April 28
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Estimates of US Minimum Measles Antibody
Dose for Various |G Products




Calculated Serum Measles
Antibody Concentration

. o
e E Minimum
Globulin Product Measles Peak Equilibrium  Trough
(Dose) Antibody Dose 4-6 hours 4-5days 28-30 days
IU/KG mIU/mL miU/mL  mlU/mL
IGIM (0.25ml/kg) 6.3 [158] 63 32
IGIM (0.50 ml/kg) 12.6 [315] 126 63
IGIV (100 mg/kg) 12 300 120 60
IGIV (200 mg/kg) 24 600 240 120
IGIV (400 mg/kg) 48 1200 480 240




Calculated Measles Antibody Titers from
|GIM Administration Dose 0.5 ml/kg (15 ml maximum dose)
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Increasing Susceptibility to Measles
among Infants in the United States
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Quick Survey of State Immunization
Programs on |IGIM PEP
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State Immunization Programs
|IGIM PEP lIssues
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