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Vaccine” and “Novel HIN1 Influenza Vaccine Preregistration Form”

Epidemiology of novel HIN1 influenza

Novel HINT1 influenza virus continues to cause influenza-like illness in Arizona and the
US. In Arizona, the median age for novel HIN1 influenza cases is 15 years, for
hospitalizations is 17 years, and for death is 49 years (as of 8/5/09) . Only 2% of cases
have been in people over 65 years. Patients at increased risk of novel HIN1 influenza-
related complications are similar to seasonal influenza: pregnant women, and those with
asthma, COPD, diabetes, chronic cardiovascular disease, and immunocompromised
individuals.

Novel HIN1 influenza vaccine manufacturing

Novel HINTI vaccine is being purchased by the U.S. government from five vaccine
manufacturers. Both inactivated and live attenuated novel HIN1 vaccines will be made.
Inactivated vaccine will come in both single-dose syringes and in multi-dose vials.
Vaccine in single-dose syringes and live-attenuated vaccine will be thimerosal-free.

Novel HIN1 vaccine purchase and allocation

Novel HINI influenza vaccine will be made available to vaccinators at no cost in
increments of 100 doses. Syringes, needles, sharps containers and alcohol will also be
provided, without charge. Vaccine will be allocated to states proportional to their
population. Arizona Department of Health Services (ADHS) will be the ordering location
for the novel HINI influenza vaccines allocated to Arizona.

Planning assumptions

The projected date of availability of novel HIN1 influenza vaccines continues to change.
The most recent projection is that the first shipment of 20 million doses may be released
in late September, with 100 million doses shipped in October, 80 million in November,
and 80 million in December. For Arizona, that would translate into 400,000 doses at the
end of September, 2 million in October, and 1.6 million in November and December.

At the present time, the assumption is that the novel HIN1 influenza vaccine will contain
15 pg of antigen, and that people will need two doses given 21 or more days apart.
Clinical trials are being conducted to determine which age groups, if any, will need only
one dose. The majority of vaccine will come as multidose vials but about 20% of the
shipments will be thimerosal-free single-dose syringes and live attenuated vaccine.

Local health departments throughout Arizona are organizing efforts to give novel HINI
influenza vaccine in public health clinics, in schools, and through mass vaccination
clinics. However, there are not enough public health vaccinators to be the sole
vaccinators to deliver novel HIN1 influenza vaccine throughout Arizona if it is to be
done in a timely fashion. Therefore, nonpublic health entities such as private providers,
hospitals, occupational health clinics, companies providing vaccination services, and
pharmacies will need to play a large role in administering vaccine.
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Novel HIN1 vaccine ordering

ADHS will broker the ordering and distribution of novel HIN1 vaccine in Arizona.
Providers who want to give novel HIN1 vaccine to their patients will need to pre-register
(see attached documents or go to http://www.azdhs.gov/flu/hlnl/index.htm ). There is
no cost to the provider to pre-register. Pre-registration will not obligate the provider
to administer novel HIN1 influenza vaccine, but will provide ADHS with the necessary
information to contact providers and arrange for shipping.

Providers who pre-register will subsequently receive instructions on how to order and
reorder novel HINT influenza vaccine. They will also be sent a provider agreement
outlining the terms and conditions of administering novel HIN1 influenza vaccine, and
vaccine storage and handling requirements.

Providers who give novel HIN1 vaccine will be asked to report to ADHS on a regular
basis the number of administered doses, the type of vaccine given, and whether a dose
was a first or second dose. In addition, providers giving novel HIN1 vaccine to children
will need to also record the novel HIN1 influenza vaccine dose in Arizona’s electronic
immunization registry (ASIIS).

CDC is currently writing the provider agreement. It will be similar to the Vaccines for
Children agreement but simpler. Providers will need to agree not to charge for the
vaccine, and to maintain proper handling and storage measures.

Financial issues and novel H1IN1 vaccine

The novel HINI influenza vaccine will be provided free of charge to providers. Providers
can not charge recipients for the vaccine. However, providers can charge an administration
fee. This could either be through fee-for-service or by billing insurance companies.

The question as to whether a provider can turn away a patient if they are unable to pay is
still under discussion. Private providers will likely not be obligated to administer novel
HINT1 influenza vaccine if the patient cannot pay the administration fee, but this issue has
yet to be finalized as part of the provider agreement. Public health providers will not be
able to turn patients away for inability to pay the fee, but they can request payment of an
administration fee from insurance companies or the patient.

The Centers for Disease Control and Prevention (CDC) asked AHIP (America’s Health
Insurance Plans) whether insurance plans would reimburse private providers for
administration and received the following answer: “Every year health plans contribute to the
seasonal flu vaccination campaign in several ways: a) Health plans communicate directly
with plan sponsors and members on the current ACIP recommendations and encourage
immunization; they also provide information on where to get vaccinations, and who to
contact with any questions; b) Just as health plans have provided extensive coverage for the
administration of seasonal flu vaccines in the past, public health planners can make the
assumption that health plans will provide reimbursement for the administration of a novel
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(A) HIN1 vaccine to their members by private sector providers in both traditional settings
e.g., doctor’s office, ambulatory clinics, health care facilities, and in non-traditional settings,
where contracts with insurers have been established.”

Vaccine delivery

ADHS will order vaccine when ADHS receives an order form and a signed provider
agreement from the provider. Vaccine will be shipped directly to the provider. At
times providers may only receive part of their order depending on availability of vaccine
from the distributor as well as state and county prioritization guidance. In this case,
providers will need to reorder more vaccine from ADHS.

Shipments will be in increments of 100 doses with a minimum shipment size of 100
doses for each type of vaccine (i.e. nasal spray, single-dose syringes, multidose vials).
Providers can reorder more vaccine through ADHS as needed. Providers should develop
an office communication plan to inform their patients about when novel HIN1 influenza
vaccine is available in their offices and how to schedule an appointment to get it.

ACIP recommendations for novel HIN1 influenza vaccine target groups
There will eventually be enough novel HIN1 vaccine to give to everyone who wants a
vaccine. However, at first, the vaccine should be given to those who are most likely to
get sick and have serious complication. CDC’s Advisory Committee on Immmunization
Practices (ACIP) has recommended that certain target groups receive the novel HIN1
influenza vaccine first. (See http://www.cdc.gov/h1nlflu/vaccination/acip.htm) These
recommended target groups are:

e Pregnant women
People who live with or care for children younger than 6 months of age
Healthcare and emergency medical services personnel
All people from 6 months through 24 years of age
Persons aged 25 through 64 years who have health conditions associated with
higher risk of medical complications from influenza.

In situations where vaccine is in limited quantities, ACIP recommends that the following
groups receive the vaccine before others:

e Pregnant women
People who live with or care for children younger than 6 months of age
Healthcare and emergency medical services personnel with direct patient care
Children ages 6 months through 4 years of age
Children 5 through 18 years of age who have chronic medical conditions.

Once the demand for vaccine for the prioritized groups has been met at the local level,
providers should also begin vaccinating everyone from the ages of 25 through 64 years.
Finally, once vaccine demand among younger age groups has been met, providers should
offer vaccination to people 65 or older.
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Legal protection for providers giving HIN1 influenza vaccine

Under authority from the Public Readiness and Emergency Preparedness (PREP) Act, the
Health and Human Services (HHS) Secretary has issued a declaration that gives providers
immunity from tort liability (except for willful misconduct) for claims of loss caused,
arising out of, relating to, or resulting from administration or use of countermeasures to
diseases, threats and conditions determined by the Secretary to constitute a present, or
credible risk of a future public health emergency to entities and individuals involved in
the development, manufacture, testing, distribution, administration, and use of such
countermeasures such as the novel HIN1 influenza vaccine. More information is
available at www.hhs.gov/disasters/discussion/planners/prepact/index.html

Seasonal influenza vaccination

Seasonal influenza vaccine will be available beginning in August or September 2009.
The seasonal influenza vaccine is expected to be available earlier than the novel HIN1
vaccine, but the availability of the two vaccines is expected to overlap. The process for
ordering seasonal vaccine is unchanged from previous years.

Providers should give patients the seasonal influenza vaccines as quickly as possible in
order to free up staff time and refrigerator space for novel HIN1 influenza vaccine that
will arrive later in the season. Do not delay seasonal influenza vaccination in hopes of
getting a longer lasting immune response. Contrary to a commonly held belief,
protective immunity in most people (even in the elderly) does not decline rapidly and will
persist for at least a year.

Monitoring vaccine safety

Vaccine safety is an important part of any vaccination program. Ongoing clinical trials
are studying side effects of novel HIN1 vaccine. These side effects are expected to be
similar to those from seasonal influenza vaccines. However, for any vaccine, rare side
effects can only be detected by monitoring for adverse events after vaccination. This will
be done through the Vaccine Adverse Event Reporting System (VAERS), and through
the Vaccine Safety Datalink (VSD) that analyzes clinical data from large heath
maintenance organizations to identify rare events. In addition, CDC will be conducting
active surveillance for Guillain-Barré Syndrome (GBS).

GBS will be looked for because the 1976 swine influenza vaccine was associated with an
increased frequency of GBS (estimated at one additional case of GBS per 100,000
persons vaccinated with the 1976 swine influenza vaccine). However, it is important to
inform patients that influenza virus infection itself can serve as a trigger of GBS, with the
frequency of influenza-related GBS estimated at four to seven times higher than the
frequency that has been estimated for influenza-vaccine-associated GBS (MMWR July
31, 2009, p.17 http://www.cdc.gov/mmwr/PDF/rr/rr5808.pdf")

Call Arizona Immunization Program Office at (602) 364-3895 if you need additional
information on novel HIN1 influenza vaccine pre-registering, ordering, delivery, or
handling.
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(602) 364-3232 FAX
How to Order Novel HIN1 Influenza Vaccine Aug. 13, 2009

The federal government is providing novel HIN1 influenza vaccine to the states at no charge. The
Arizona Department of Health Services (ADHS) will be the central ordering location for vaccine in
Arizona. The arrival date and size of individual novel HIN1 influenza vaccine shipments will depend
on vaccine availability from the distributor and state and county prioritization guidance

ADHS will pre-register providers who are interested in administering novel HIN1 influenza vaccine.

e There is no cost to the provider to pre-register.

e Pre-registration does not obligate the provider to administer novel HIN1 influenza vaccine.

e The novel HIN1 influenza vaccine will be provided free of charge to providers. Providers can not
charge recipients for the vaccine. However, providers can charge an administration fee.

e Providers who want to order novel HLN1 influenza vaccine will need to sign a provider agreement
that they will adhere to recommended priority groups, follow minimal reporting requirements, and
adhere to vaccine storage and handling requirements.

To pre-register, please fax the attached pre-registration form to Arizona Immunization Program Office
as soon as possible but at least by Friday, September 11th to (602) 364-3232. Alternately, electronic
submission of pre-registration can be done at http://www.azdhs.gov/flu/h1nl/index.htm

e The pre-registration form will ask for the provider’s contact information and shipping location

e Providers will be asked to estimate the total number of persons that they would realistically intend to

vaccinate this season with the novel HIN1 influenza vaccine

e Providers need to have an active Arizona license

e Providers who are signed up with ADHS for VFC or ASIIS still need to pre-register

e Submit only one pre-registration form per site even if there are multiple providers at the site

Pre-registered providers will later receive:
e Instructions on how to order and reorder novel HIN1 influenza vaccine
e A provider agreement that will need to be signed outlining the terms and conditions of administering
novel HIN1 influenza vaccine

Novel HIN1 influenza vaccine distribution and reporting process:

e When the vaccine becomes available for distribution, providers will receive a provider agreement
and order form that must be returned to ADHS in order to receive vaccine.

e Vaccine will be shipped directly to the provider from a vaccine distributor. Shipments will be in
increments of 100 doses with a minimum shipment size of 100 doses

e Providers can order additional doses of novel HIN1 influenza vaccine through ADHS as needed

e Providers will be asked to report to ADHS on a regular basis the number of administered doses, the type
of novel HIN1 influenza vaccines given, and whether a dose was a first or second dose.

For more detailed information on novel HIN1 influenza vaccine, see the accompanying Background
Document. Call Arizona Immunization Program Office at (602) 364-3895 with further questions on novel
H1N1 influenza vaccine pre-registering, ordering, delivery, or handling.

Leadership for a Healthy Arizona



Arizona Arizona Novel HIN1 Influenza Vaccine Distribution Program 2009-2010
Department of . .
Health Services Pre-Registration Form

All Arizona healthcare providers interested in participating in the novel HIN1 Influenza Vaccine Distribution Program must
complete this form and fax it to 602-364-3232.  Alternately, electronic pre-registration submission is available at
http://www.azdhs.gov/flu/hinl/index.htm Pre-registration information will be used to estimate vaccine needs and establish a
shipping address. Providers are not committed to receive vaccine by completing this form. When the vaccine becomes available
for distribution, providers will receive a provider agreement and order form that must be returned to ADHS in order to receive
vaccine. Submit only one pre-registration form per practice site. Call (602) 364-3895 for further questions.

A. Practice Name:

B. Contact:

Last Name First Name Title Backline Phone Number

C. E-mail Address:

D. Vaccine delivery street address:
E. Delivery city, zip and county:
F. Mailing Address:
Street or PO Box City Zip County
G. Phone #’s: Area Code: Main: Fax:
H. Hours/Days when office is open: Closed for Lunch? OYes 0ONo
1. Do you have a high-speed internet connection? [JYes [1No Hours closed for lunch:
J. Classification of Practice: Please choose one from the list below Type of Practice: Please choose one from the list below
[1 Private Practice, Individual or Group Family/General [ Hospital
Hospital Pediatrics [0 Pharmacy
Other Private Facility Other Specialty:

County Health Department
Community Health Center (FQHC)

County Health Department 1 OB/GYN
Indian Health Service (IHS/Tribal Health Center)

Rural Health Center (RHC) FQHC/RHC 1 School Based Clinic
[ Other Public Facility (IHS, Tribal, Fire, etc.) 1 Other Public Specialty:

I I B
I B [

K. This Section Must Be Completed: If you need help, call Arizona Immunization Program Office at (602) 364-3895

Estimate number of patients and staff by target group for whom you plan to order novel H1N1 vaccine

Children 6 months through 18 years of age

Young adults 19-24 years of age

Pregnant women

Adults living with or caring for children under 6 months of age

Health Care Workers and Emergency Services Personnel

Chronic Health Conditions 25-64 years of age

All Other Patients

Total

Please sign, print your name, add the date and then return by fax to Arizona Immunization Program Office at 602-364-3232

Signature of Authorizing MD, DO, RNP, PA, or Pharmacist Only  Printed Name Date

A physician (MD, DO), RNP, PA, or Pharmacist must sign all forms. An RN, LPN, or MA cannot sign the forms. 8/13/09






