Principles of Novel Influenza A (H1N1) Vaccination
Vaccines against novel influenza A (H1N1) virus infection are being produced using methods similar to those used for seasonal influenza vaccines. Licensure of vaccines against novel influenza A (H1N1) virus will be based on the same licensure standards used for seasonal influenza vaccines, as is done routinely each year when strains are changed in the seasonal vaccine. Both live, attenuated and inactivated influenza A (H1N1) 2009 monovalent vaccine formulations will be available.

· Inactivated 2009 H1N1 vaccine can be administered at the same visit as any other vaccine, including pneumococcal polysaccharide vaccine. Simultaneous administration of inactivated vaccines against seasonal and novel influenza A (H1N1) viruses is permissible if different anatomic sites are used.
· Existing recommendations are that two inactivated vaccines can be administered at any time before, after, or at the same visit as each other. Existing recommendations also state that an inactivated and live vaccine may be administered at any time before, after or at the same visit as each other. Consequently, providers can administer seasonal and 2009 H1N1 inactivated vaccines, seasonal inactivated vaccine and 2009 H1N1 LAIV, or seasonal LAIV and inactivated 2009 H1N1 at the same visit, or at any time before or after each other.
· However, simultaneous administration of live, attenuated intranasal vaccines against seasonal and novel influenza A (H1N1) virus is not recommended. Live 2009 H1N1 intranasal vaccine can be administered at the same visit as any other live or inactivated vaccine EXCEPT seasonal live attenuated influenza vaccine. 

· The U.S. Food and Drug Administration (FDA) has approved the use of one dose of 2009 H1N1 flu vaccine for persons 10 years of age and older. This is slightly different from CDC’s recommendations for seasonal influenza vaccination which states that children younger than 9 who are being vaccinated against influenza for the first time need to receive two doses. Infants younger than 6 months of age are too young to get the 2009 H1N1 and seasonal flu vaccines. 

· The recommended interval between the first and second dose for children 9 years of age and under of 2009 H1N1 vaccine be separated by 4 weeks. 
· In addition, the recommended interval between the any live, attenuated flu vaccines (seasonal intranasal flu vs H1N1 intranasal flu) should be separated by 4 weeks between doses.
· The H1N1 vaccine information statement (VIS) must be presented to each patient requesting vaccination so they can understand the vaccine they will receive.
· You must enter all doses of H1N1 vaccine administered into the Louisiana Immunization Network for Kids Statewide (LINKS) system.
· Some supply kits that are arriving with the H1N1 vaccine contain needles designated as “adjuvant” or “adjuvant mixing” needles.  These were placed in these kits when the exact formulation of the H1N1 vaccine was unknown.  No vaccine in the U.S. was prepared with, or needs the addition of an adjuvant.  Therefore, these needles should NOT be used, and should be properly disposed of.
Influenza A (H1N1) 2009 Monovalent Vaccine Live, Intranasal
INDICATIONS AND USAGE

Influenza A (H1N1) 2009 Monovalent Vaccine Live, Intranasal is indicated for the active immunization of individuals 2-49 years of age against influenza disease caused by pandemic (H1N1) 2009 virus. 

DOSAGE AND ADMINISTRATION

	Based on currently available information the vaccination regimen is as follows: Age Group 
	Dosage Schedule 

	Children (2-9 years) 
	2 doses (0.2 mL each, approximately 1 month apart) 



	Children, adolescents and adults (10-49 years) 
	1 dose (0.2 mL) 


CONTRAINDICATIONS
* Hypersensitivity to eggs, egg proteins, gentamicin, gelatin or arginine or life threatening reactions to previous influenza vaccination. 

*  Do not administer Influenza A (H1N1) 2009 Monovalent Vaccine Live, Intranasal or FluMist to children or adolescents who are receiving aspirin therapy or aspirin-containing therapy

*  Intranasal (seasonal or H1N1) vaccines have not been studied in pregnant women or nursing mothers.

*  Influenza A (H1N1) 2009 Monovalent Vaccine Live, Intranasal is not approved for use in children < 24 months of age.

*  It is not known whether Influenza A (H1N1) 2009 Monovalent Vaccine Live, Intranasal or FluMist is excreted in human milk. Therefore, as some viruses are excreted in human milk and additionally, because of the possibility of shedding of vaccine virus and the close proximity of a nursing infant and mother, caution should be exercised if Influenza A (H1N1) 2009 Monovalent Vaccine Live, Intranasal or FluMist is administered to nursing mothers.

*  Influenza A (H1N1) 2009 Monovalent Vaccine Live, Intranasal is not approved for use in individuals 50-64 years of age.

WARNINGS AND PRECAUTIONS
• Do not administer Influenza A (H1N1) 2009 Monovalent Vaccine Live, Intranasal to children < 24 months of age because of increased risk of hospitalization and wheezing. 

DRUG INTERACTIONS 
• Antiviral agents active against influenza A and/or B: Do not administer Influenza A (H1N1) 2009 Monovalent Vaccine Live, Intranasal until 48 hours after antiviral cessation. Antiviral agents should not be administered until 2 weeks after Influenza A (H1N1) 2009 Monovalent Vaccine Live, Intranasal administration unless medically necessary.
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Storage and Handling 
Once Influenza A (H1N1) 2009 Monovalent Vaccine Live, Intranasal has been administered, the sprayer should be disposed of according to the standard procedures for medical waste (e.g., sharps container or biohazard container). 

INFLUENZA A (H1N1) 2009 MONOVALENT VACCINE LIVE, INTRANASAL SHOULD BE STORED IN A REFRIGERATOR BETWEEN 2-8°C (35-46°F) UPON RECEIPT AND UNTIL USE. THE PRODUCT MUST BE USED BEFORE THE EXPIRATION DATE ON THE SPRAYER LABEL. 
DO NOT FREEZE. 
The cold chain (2 to 8°C) must be maintained when transporting Influenza A (H1N1) 2009 Monovalent Vaccine Live, Intranasal.

Influenza A (H1N1) 2009 Monovalent Vaccine
Suspension for Intramuscular Injection
INDICATIONS AND USAGE 

Influenza A (H1N1) 2009 Monovalent Vaccine is an inactivated influenza virus vaccine 

indicated for active immunization of persons 6 months of age and older against influenza disease caused by pandemic (H1N1) 2009 virus. 

DOSAGE AND ADMINISTRATION 

Based on currently available information the vaccination regimen is as follows: 
The four (4) manufacturers and their approved vaccines include:

Manufacturer: Sanofi Pasteur, Inc.

Product: Inactivated vaccines (both 0.25 ml dose for children 6-35 months and 0.5 ml dose for persons 3 years and older)

Indication: Vaccination of persons 6 months of age and older against influenza disease caused by 2009 H1N1 virus.

Manufacturer: Novartis Vaccines and Diagnostics Limited

Product: Inactivated vaccine (0.5 ml dose)

Indication: Vaccination of persons 4 years of age and older against influenza disease caused by 2009 H1N1 virus; Children 4 through 9 years of age: Two 0.5-mL intramuscular injections approximately1 month apart

Manufacturer: MedImmune LLC

Product: Live attenuated vaccine (e.g., nasal spray vaccine)

Indication: Vaccination of healthy individuals 2-49 years of age who are not pregnant against influenza disease caused by 2009 H1N1 virus.

Manufacturer: CSL Limited

Product: Inactivated vaccine (O.5 ml dose)

Indication: Vaccination of persons ages 18 years of age and older against influenza disease caused by 2009 H1N1 virus.

For all children and adults 18 years of age and older: A single 0.5-mL intramuscular injection 

VACCINE ADMINISTRATION

Children 10 through 17 years of age should receive a single 0.5-mL intramuscular injection. 

The needle size may range from 7/8 to 1¼ inches, depending on the size of the child’s deltoid muscle, and should be of sufficient length to penetrate the muscle tissue. 

The vaccine should not be injected in the gluteal region or areas where there may be a major nerve trunk. 

Adults (18 years of age and older):

Influenza A (H1N1) 2009 Monovalent Vaccine should be administered as a single 0.5-mL intramuscular injection preferably in the region of the deltoid muscle of the upper arm. A needle of ≥1 inch is preferred because needles <1 inch might be of insufficient length to penetrate muscle tissue in certain adults. 

The vaccine should not be injected in the gluteal region or areas where there may be a major nerve trunk. 

CONTRAINDICATIONS 

History of systemic hypersensitivity reactions to egg proteins, or any other component of 

Influenza A (H1N1) 2009 Monovalent Vaccine, or life-threatening reactions to previous

 influenza vaccinations. 

WARNINGS AND PRECAUTIONS 

If Guillain-Barré syndrome has occurred within 6 weeks of receipt of prior influenza vaccine, 

the decision to give Influenza A (H1N1) 2009 Monovalent Vaccine should be based on careful consideration of the potential benefits and risks. 

Immunocompromised persons may have a reduced immune response to Influenza A (H1N1)

2009 Monovalent Vaccine. 

Prior to administration of any dose of Influenza A (H1N1) 2009 Monovalent Vaccine, the healthcare provider should review the patient’s prior immunization history for possible adverse events, to determine the existence of any contraindication to immunization with Influenza A (H1N1) 2009 Monovalent Vaccine and to allow an assessment of benefits and risks. Appropriate medical treatment and supervision must be available to manage possible anaphylactic reactions following administration of the vaccine.

If Influenza A (H1N1) 2009 Monovalent Vaccine is to be given at the same time as another injectable vaccine(s), the vaccines should always be administered at different injection sites. 

Influenza A (H1N1) 2009 Monovalent Vaccine should not be mixed with any other vaccine in the same syringe or vial.

Storage and Handling 

Store Influenza A (H1N1) 2009 Monovalent Vaccine refrigerated between 2º and 8ºC (36º and 46ºF). 

Do not freeze. Discard if the vaccine has been frozen. 

Store in the original package to protect from light.  

Do not use after the expiration date.  

Between uses, return the multidose vial to the recommended storage conditions.
