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Quick Assist

These are important links that can also be found in the Quick Assist tab in
I-CARE.

HL7/EMR/Data Quality Updates— Use this form when a site or organization is
changing its EMR, implementing HL7, experiencing HL7 connection issuest o
addressing vaccine-related data quality concerns.

I-CARE Enrollment— Register for I-CARE using this form.

[-CARE User Updates- Use this form to request updates to a user’s I-CARE account.

Password Reset/Log-In Issues- Use this form if a password cannot be reset using
the password reset information and to report log-in issues.

Report Organization Acquisition/ Merger— Use this form to report an organizational
acquisition or merger.

Site/Organization Updates— This form is used to request updates to site information.

Submit/Contact Us — Use this form for questions about I-CARE.

Vaccine Locator Dashboard Update— Use this form to update a site name, website,
and phone number on the publicly facing Vaccine Locator Dashboard. This form is
not used to request updates in I-CARE.

Appeal Restitution — Use this form to appeal a restitution determination.
Ask a Question— Use this form to submit general questions.

Data Logger File Review This form allows sites to upload data logger les for review
and provide documentation that units are stable after relocations.

Di erent Brand Vaccine Restitution — This form allows providers to submit restitution
for wasted vaccine doses when identical replacements are unavailable.

Emergency Vaccine Request for Outbreak Response Use this form to request
emergency vaccine supply in response to an outbreak.

Inventory Discrepancy— Use this form to request assistance with an inventory
discrepancy.

O -Site Clinic Dashboard — Information on planning for and conducting o -site
vaccination clinics.

Replacement Return Label— Use this form to request a return label if one was not
received or if a duplicate shipping label is needed.
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Request Memorandum of Understanding (MOU)}- LHDs can use this form to
request authority to vaccinate underinsured children via deputizabn by a Federally
Quali ed Health Center or Rural Health Center.

Request VFC Tab Access- Use this form to request VFC tab access for new Vaccine
Coordinators who already have access to I-CARE.

Request to Release New Order Hold- Use this form to request to release an
ordering hold.

Unenrollment Request— Use this form to unenroll from the VFC program. Request
must be submitted at least 30 days in advance.

Update Patient Population — Use this form to update patient population, throughout
the enrollment period, whenever populations change, or when populations
automatically tracked in I-CARE do not re ect the population.

Vaccine Transfer Request— Use this form to request a vaccine transfer.

Vaccine Contact Log— Use this form to transfer vaccines before they expire

AND locate a facility to receive them. Use the I-CARE Provider List Report on the
REPORTS tab to identify locations for vaccine transfers. Document all contact
locations on this form.

Vaccine Cost and Distribution Report— Use this form to request a report that
provides details on the cost and amount of vaccines received by providers for fadé
auditing purposes.

Vaccine Program Medical Director Updates— Use this form to notify IDPH of a
Medical Director update.

Vaccine Shipping Incident Report— Use this form to notify IDPH about shipping
issues (missing vaccines, lot number discrepancies, etc.) within two hosi of
receiving the shipment.

Vaccine Storage Incident Report— Use this form to report a vaccine incident (e.g.
a temperature excursion with vaccines that are in stock).

Feedback Form— Use this form to provide feedback on how to improve the
VFC program.
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Important Program
Links/Information

From IDPH

« Vaccine Access Program

¢ Email: dph.vaccines@illinois.gov
¢ Phone: 217-785-1455, select option 2

« Immunization Program Webpage
e Immunization Program Regional Sta — Use this regional map of VFC
program contacts to identify and connect with the appropriate IDPH sta .

CDC VFC Operations Guide- From the Centers for Disease Control and
Prevention (CDC).

ICAAP VEC Webpage- Use this webpage from the lllinois Chapter, American
Academy of Pediatrics (ICAAP) for additional VFC resources for Chicago and
lllinois providers.

CDPH VFC Webpage- From the Chicago Department of Public Health (CDPH)
for VFC providers located within the City of Chicago. Some clinics may have sites
in both jurisdictions.
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Section One

Overview of the lllinois

VFC Program

About the lllinois VFC Program

The Vaccines for Children (VFC) program is a federally funded program frohetCenters for Disease Control and
Prevention (CDC) that provides vaccines at no cost to children who might not ettwise be vaccinated. The bene ts
of the VFC program include:

» Reducing referrals of children from private providers to state healthepartments for vaccination.
« Saving lllinois VFC-enrolled providers out-of-pocket expenses for egine.
« Eliminating or reducing vaccine cost as a barrier to immunizing eligible ddren.

lllinois VFC providers contribute to increased immunization coverage ledeates and reduced delays in
immunizations and, subsequently, the risk of serious illness or death from vaccin@eventable diseases.

The lllinois Department of Public Health (IDPH) and the Chicago Department of PlibHealth (CDPH) run lllinois’
and Chicago’s VFC programs. VFC programs provide immunizations for chddrthrough the age of 18 (under 19)
who are uninsured (patients may be referred to as “self-pay”), Medicaid-entied or Medicaid-eligible, American
Indian or Alaskan Native and those who are underinsured. Note that those whoeaunderinsured can only access
VFC vaccines at participating federally quali ed health centers (FQHCJural health clinics (RHC), or local health
departments (LHD) under an approved deputization agreement.

General questions about lllinois/downstate publicly funded vaccine pgrams can be submittedhere.

State-Level Immunization Guidance

lllinois House Bill 767 empowers the IDPH to issue state-level immunization guidance through apling
recommendations from the Immunization Advisory Committee (IAC). Statlevel guidance can be found onDPH's
Immunizations webpage

J}IDPI I Sectionl | 8
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History of the VFC Program

The VFC program was established by Congress in 1994 to increase access to vaation for children who might
not get vaccinated because of nancial barriers. The VFC program was created part of the Omnibus Budget
Reconciliation Act of 1993 and was o cially implemented in October 1994 as part é the President’s Childhood
Immunization Initiative. It was established as a new entitlement program redged to be a part of each state’s
Medicaid plan. The VFC program is a Title XIX Medicaid program. Section 1928 of the SvSecurity Act (42
U.S.C.81396S) provides the legal authority for the VFC program by requouieach state to establish a program for
pediatric vaccine distribution to registered provider locations.

To reach VFC-eligible children, the CDC uses federal funds to purchase vawes and distribute them at no cost
to public health clinics and provider locations enrolled in the program. CDC gvides funding to 63 state, local,
and territorial immunization program award recipients to implement and ousee the VFC program. These award
recipients provide vaccines to participating provider locations to meet the spe ¢ needs of eligible children in
their jurisdictions.

VFC providers are required to o er ACIP recommended vaccines consistent Witheir VFC enrollment type.
Specialty VFC providers are only required to provide the ACIP recommendedcemes that fall within their
designated specialty.

Sign Up to Receive Important Information

3.REN 1) State of Hinos Rapid Eleironic Noifcation System (SIREN) State of lllinois Rapid Electronic Noti cation (SIREN) is a secure
web-based persistent messaging and alerting system that leverages
email, phone, text, pagers, and other messaging formats to provide

W.elc.ome tc_’ the State_of 24/7/365 noti cation, alerting, and ow of critical information. A
lllinois Rapid Electronic

Notification System
(SIREN)

variety of updates are shared through SIREN, including vaccine
recommendations and outbreak detection. Signing up for SIRENs
is quick, easy, and free. Go tairen.illinois.gov, and scroll down to
“Register”. Fill out the requested information, clicking‘Next” to
progress through the form. Required information is indicated by an
asterisk (*). On page 5;Membership”, click “+ Add Organizations”
and select“SIREN — NEW USER REGISTRATION"

Depending on the level of detail provided in user’s pro le, the
SIREN team will automatically assign users to receive topic-speci ¢
noti cations.

}}IDPI I Sectionl | 9
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VFC Provider Requirements

Here is an overview of lllinois VFC provider requirements. All these requirements a@vered in detail throughout
this manual.

REQUIREMENT COMPONENT

Be licensed in lllinois to administer vaccines to children aged 18 and younger
Be willing and able to follow all VFC program requirements, policies, and
procedures, including participation in site visits and educational oppdunities.

Clinical » Have the capacity to order, receive, manage, store, and monitor the tempature of
Requirements vaccines.
» Be open at least four consecutive hours for at least three days a week to receive
vaccines.

* VFC responsible sta should be signed up for SIREN noti cations.

» Complete and sign CDC'’s Provider Agreement.

» The Medical Director in a group practice must be authorized to administer pedigc
vaccines under state law.

» The person signing the Provider Agreement on behalf of a multi-provider préce
must have authority to sign on behalf of the entity.

« All licensed health care providers in an enrolled practice and correspondg
professional license numbers must be listed in the VFC Enrollment Form.

» Submit a Provider Population Pro le at initial program enrollment and updée at
least annually or when order patterns indicate a change.

Provider
Agreement

» Screen for and document VFC eligibility in the patient’s permanent medical
record (paper-based using the VFC Patient Eligibility Screening Record OR by
Patient Eligibility documenting the required elements in the electronic medical record) with evs
Screening immunization visit.
» Check the eligibility status in the MEDI system or an equivalent system receig
HFS 270/271 electronic transaction data.

Comply with vaccine management guidelines in the CDC’¥accine Storage and
Handling Toolkit, including:

» Use of correct storage units and digital data loggers (DDLSs) with contilows
monitoring capabilities and a current Certi cate of Calibration.
» Receiving and documenting vaccine shipments.
Vaccine « Daily monitoring and recording of unit temperatures, including respnding to any
Management temperature excursions.
« Managing expired, spoiled, or wasted vaccines.
* Proper vaccine handling and preparation.
» Adhering to procedures for emergency situations.
 Su cient storage space to accommodate vaccine stock at the busiest time of year
(including anticipated new vaccines) without overcrowding.

}}IDPH Section1 | 10
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VFC Provider Requirements Continued

REQUIREMENT COMPONENT

VFC sites must have Vaccine Management Plan(s). They must be updated annugalbr
more frequently as needed. A review date and signature are required on all planst
validate they are current.

Vaccine Management Plan should include:

 Contact information for current Primary and Backup Vaccine Coordinators

« Sta roles and responsibilities.

» Documented training related to vaccine management.

 Proper storage and handling practices, including how to handle tempature
excursions.

» Procedures for vaccine ordering, receiving, inventory control, stdcrotation, and
handling vaccine loss and waste.

Vaccine ) )
Emergency Vaccine Management Plan should include:
Management
Plan(s) » Procedures for emergency situations, including transport, equipmit malfunction,

power failure, and natural disasters.

» Ready access to the supplies needed for emergency transport. Appropt&
materials include:

¢ Portable vaccine refrigerator/freezer units or quali ed containes and packouts.

¢ Hard-sided insulated containers or Styrofoarf". Use in conjunction with the
Packing Vaccines for Transport During Emergencies tool. This system is only ® b
used in an emergency.

Coolant materials such as phase change materials (PCMs) or frozen water best
that have been conditioned to 4°C to 5°C.

Insulating materials such as bubble wrap and corrugated cardboard - engt to
form two layers per container.

¢ Temperature-monitoring devices for each container.

-~

-~

* O er vaccines outlined by ACIP recommendations and VFC program resdlans.
Make available the vaccines identi ed in the Provider Pro le based on the praider
Immunization type and population served, including.nor_l—routine_ vaccines, if applidale. .
Schedule Underst.and state laws related to vaccination requirements and acceptak vaccine
exemptions.

Use ACIP recommendations and vaccine package inserts to understand
contraindications for each vaccine type available through the VFC progra

}}IDPH Section1 | 11



VFC Provider Requirements Continued

REQUIREMENT COMPONENT

* Obtain and distribute the most current Vaccine Information Statements (\8) for
all vaccines included in the National Vaccine Injury Compensation Progm.

National Childhood * Follow the record-keeping requirements for the NCVIA.

Vaccine Injury Act » Report adverse reactions to Vaccine Adverse Event Reporting System fRS).

(NCVIA) e For RSV monoclonal antibody products (e.g., nirsevimab [Beyfortus]jvhen not
co-administered with other vaccines, report all suspected adverse regions to
MedWatch.

Fraud and Abuse » Operate in a manner intended to avoid fraud and abuse.

Agree to replace vaccines purchased with state and federal funds on a dose-feitose
basis with privately purchased vaccines in the following situations and as dscribed in
the VFC Loss and Replacement Policy for Providers Participating in Publicly Furetl

Vaccine Restitution ~ vaccine Programs:
» Doses deemed non-viable due to provider negligence.

» Doses accidentally borrowed.
» Doses administered to ineligible patients.

» Agree to VFC program site visits, which may include compliance visits,
VFC Visits unannounced storage and handling visits, educational site visits, andlters
as needed.

« All key sta (includes at least VFC Primary and Backup Coordinators listeahi
I-CARE) must be fully trained on VFC program requirements at all times.

¢ CDC'’s You Call the Shots Module 10 (Storage and Handling) and Module 16
Training (Vaccines for Children Program) OR
¢ Attendance at an lllinois Chapter — VFC Summit (not held in Chicago City limits)

« All training must be documented and uploaded into I-CARE; it should never expir
and is good for 365 days.
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How to Enroll as a VFC Provider

All eligible clinics are encouraged to become VFC providers. The VFC prograelps to ensure all children in lllinois
have access to vaccines at little to no cost. Enroliment is completed throughehllinois Comprehensive Automated
Immunization Registry Exchange (I-CARE).

New Enrollment Checklist

Follow the order of the steps below to complete enroliment in the lllinois VFC m@am.

Apply for I-CAREaccess for the location enrolling and all individuals that may need access.

Fill out the Provider Pro le and Provider Agreement form(in I-CARE).

Complete additional steps to enroll in I-CARE as prompted.

Identify Primary and Backup Vaccine Coordinators.

The Primary and Backup Vaccine Coordinators must complete the CDC’s You Call the
Shots Module 10 (Storage and Handling) andModule 16 (Vaccines for Children Program).

NOTE:“Audit Only” versions of these modules do not count for VFC training purposes

Complete Vaccine Management and Emergency Vaccine Management Plans.

Prepare storage units for vaccines, including the proper equipment and DDLs
“do not unplug” signage and temperature logs.

Schedule an enrollment site visit.
For scheduling or help emaibph.vaccines@illinois.govor a
regional contact.

Vaccine Sta

Each facility must identify a Primary and Backup Vaccine Coordinator. The Catinators are responsible for
ensuring all vaccines are stored and handled correctly from the moment tlyearrive at the facility through the
entire period of use. Coordinators should be experts in the clinic’'s Vaccine Magement and Emergency Vaccine
Management Plans and theCDC'’s Vaccine Storage and Handling Toolkit
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Vaccine Sta Continued

(> The Coordinators are responsible for overseeing all vaccine managemen
within the facility, including:

» Developing and maintaining the Vaccine Management Plans.
« Monitoring storage and handling and vaccine administration practies in the facility.
» Ensuring and documenting annual vaccine management training for desigited sta , as well as training new
sta upon hire.
¢ Participating in and documenting completion of annual training on VFC req@ments.
¢ Storing all required documentation for a minimum of three years,or longer if required by state statutes
or rules.

(> The Coordinators’ responsibilities include:

e Ordering vaccines.
» Overseeing proper receipt and storage of vaccine deliveries.
» Documenting vaccine inventory information.
» Organizing vaccines within storage units.
 Setting up temperature monitoring devices.
» Checking and recording the current temperatures at the start and end of edcworkday.
» Checking and recording minimum/maximum temperatures at the start of egtworkday.
» Reviewing and analyzing DDL temperature data at least weekly for any skiih temperature trends.
e Saving DDL temperature data to the “cloud”, or a regularly backed-up netavk drive, for access and archive.
» Rotating stock at least weekly so vaccines with the earliest expiration tiss are used rst.
* Removing expired vaccine from storage units.
» Review mismatch report (monthly at least) and have a goal of O patients listed.
* Responding to temperature excursions (out-of-range temperaturs).
* Maintaining all documentation, such as inventory and temperature logs.
» Organizing vaccine-related training and ensuring sta completion 6training.
» Ensuring all VFC Coordinators remain up-to-date on VFC program changesdd-CARE updates to remain
knowledgeable on program requirements and recommendations.
» Monitoring operation of vaccine storage equipment and systems.
e Overseeing proper vaccine transport per Vaccine Management Plan(s).
* Overseeing emergency preparations per Vaccine Management Plan(s):
¢ Tracking inclement weather conditions.
¢ Ensuring appropriate handling of vaccines during a disaster or power outag

All changes in key sta must be communicated to IDPH in the manner and the time frame de red by the
Immunization Program.Key sta include: the Medical Director or equivalent who signed the Provider Agement
and the Vaccine Coordinator(s).
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VFC Recerti cation

VFC sites are required to complete recerti cation in I-CARE every two yearshéh recerti cation is taking place,
instructions will be sent through a SIREN noti cation.

Re-enrollment may include updating necessary forms in I-CARE, such as theoRider Agreement, Policy
Acknowledgement, training module certi cates of completion, and cert cates of calibration for DDLSs.

Routine and Emergency Vaccine
Management Plans

A Vaccine Management Plan which includes procedures for routine tempetae monitoring, inventory
management, etc., and an Emergency Vaccine Management Plan with detailed engency protocols for equipment
failure, power outages, or natural disasters, etc. ensuring all vacciseare protected and the cold chain is
maintained. To create these plans, follow the requirements outlined in thEDC’s Vaccine Storage and Handling
Toolkit. Management plans must be updated annually or more frequently as needed. Plans shainclude:

 Contact information for current Primary and Backup Vaccine Coordinators

e Sta roles and responsibilities.

» Documented training related to vaccine management.

 Storage and handling practices, including how to handle temperaturexeursions.

« Procedures for vaccine ordering, receiving, inventory control, stdcrotation, and handling vaccine
loss and waste.

» Procedures for emergency situations, including transport, equipmet malfunction, power failure,
and natural disaster.
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VFC site visits are designed to evaluate di erent aspects of provider compliae with and understanding of
requirements. There are di erent types of site visits, which are outlined belw.

® Enrollment Site Visit
The enrollment site visit is completed before a clinic can receive VFC vaccines.élgoals of the enrollment site

visit are to:

e Educate providers about VFC program requirements and proper vaccine stge and handling.

« Certify locations have the appropriate resources to implement progra requirements.

e Con rm sta know who to contact at IDPH if problems arise, especially with stoage and handling issues.
* Review Vaccine Management Plans.

(® Compliance Site Visit
Sites must be enrolled and active in the VFC program for 3-6 months before receigia compliance site visit.

The compliance site visit is repeated every 12-24 months. The goals of a compiize site visit are to:

 Verify provider details, eligibility, and documentation.
« Review storage and handling best practices (per unit and sitewide).
* Ensure inventory management follows the requirements outlined in the Provéd Agreement.

® Storage & Handling Site Visit

These visits may be scheduled or unannounced. The goals of storage and hanglsite visits are to:

» Assess storage units and DDLs.
¢ Assess overall storage and handling operations based on program reqeinents and CDC'’s Vaccine Storage
and Handling Toolkit.

(&) Educational Site Visit

These visits are scheduled in advance. The goals of educational site visit® do:

¢ Introduce new clinical sta and IDPH sta.
« Review and understand vaccine storage and temperature activity.
 Discuss steps to complete the onboarding processes, and more!
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Section Two

VFC and I-CARE

I-CARE Requirements

I-CARE is a requirement for VFC providers. Having
multiple people within a VFC site with the ability to
manage and maintain I-CARE can help streamline daily
administrative processes.

All VFC providers must provide individual patient
immunization records for each publicly funded vaccine
dose administered. The individual patient immunization
records can either be manually entered directly into
I-CARE or can be electronically transmitted to I-CARE
from the clinic’s electronic medical record (EMR)
system. VFC providers not in compliance with this
requirement will not be able to continue participating in
the VFC program.

Electronic transmission is done via HL7 connection.
HL7 is a set of international standards used to provide
guidance with transferring and sharing data between
various healthcare providers. This is the preferred
method for reporting doses administered.
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EMR/HL7 Transmissions

An EMR or Electronic Health Record (EHR) is a digital version of a patient’s paper-lbdsmedical history, which
contains all the relevant medical and treatment information in electronic forma EMRs/EHRs allow clinicians to
securely access and share patient information with other providers involved the patient’s care.

EMRs/EHRs typically include patient demographics, medical history, andbaratory test results, among other
things. EMRs/EHRs also track a patient’s vaccination records. These recsrare sent to I-CARE.

To ensure clear communication between systems, it is crucial for both the sendend recipient to adopt a

standard messaging format. Complying with CDC recommendations, dateofm providers’ EMRs/EHRSs is sent
encoded via the HL7 standard. The HL7 standard de nes a common language and sy for the exchange of
medical information. For speci ¢ use in immunization messaging, the CDC and Amiean Immunization Registry
Association (AIRA) have developed thelL7 Version 2.5.1 Implementation Guide (IG)which further re nes

the HL7 standard. I-CARE supports both a one directional connection as well as @ipectional connection. A
bidirectional connection is preferred because the EMR will not only send the dato the registry but will also ingest
doses back into their EMR if there is a vaccine record in the registry.

The HL7 IG outlines the required formatting for electronic immunization mesges to ensure readability by
information systems such as I-CARE. It speci es the appropriate messagepgs for each situation, the order in
which data should appear, and the speci ¢ data elements that each message type shta include.

Compliance with the HL7 IG can be compared to using proper formatting and grammia written communication,
as it establishes a clear set of rules to accurately convey messages. Additidigathe HL7 IG recommends speci ¢
code and value sets for common data elements such as the use of National Drug Codes Q¢pto identify a
speci ¢ product.

Sites should Il out the HL7/Data Quality Updates Form which can also be found under the Quick Assist tab in
I-CARE, when changing its EMR, implementing HL7, experiencing HL7 conrtem issues, or addressing vaccine-
related data quality concerns.

}}IDPH Section 2 | 18


https://www.cdc.gov/vaccines/programs/iis/technical-guidance/downloads/hl7guide-1-5-2014-11.pdf
https://app.smartsheet.com/b/form/d8328d34fd48441892055eca5adc4f1d

Obtaining I-CARE Access

Enrolling a Clinic and Requesting Individual User Access

I-CARE access can be requested after a clinic/site has been enrolled in I-CRAR© enroll a clinic, complete the
Organization — Site and PRA Enrollment Formand the I-CARE enrollment team will set up a site agreement
through DocuSign and send via email to the Portal Registration Authority (RiRand authorized representative of
the organization for signature/approval. Once approved, the IDPH erhment team will create the site in I-CARE
and send a welcome email.

Individual user requests are completed through thé-CARE Individual User Agreement FormThe I-CARE
enroliment team will set up an individual user agreement through DocuSign andrse via email to the user. Once
signed, it will be routed to the user’s supervisor for signature, and the nal rding will go to the organization's PRA
for approval. Once approved, a user account will be created in I-CARE, and the usdlf iae sent a welcome letter
with instructions on how to log in.

If this email is not received, steps are missing. Please check spam for the email. If a sitesltpiestions about the
enrollment process, please contact the I-CARE team, using this forrBubmit/Contact Us.

Other I-CARE resources, which can also be found under the Quick Assist tab in I-CER

» |-CARE User Updates- To request updates to user accounts. This includes a user’'s name change, email gsit
placement, access level, and deleting a user.

» Password Reset/Log-In Issues- To be used if a password cannot be reset using the password reset help
information or for other log-in issues.

» Report Organization Acquisition/ Merger— To report an organizational acquisition or merger (change of
ownership).

 Site/Organization Updates— To request updates to site information (name, address).

e Submit/Contact Us — To submit questions about I-CARE or contact the I-CARE team.

Administering Respiratory Virus
Vaccines as a VFC Provider

Flu, COVID-19, and RSV immunizations are available through the VFC
program. They should be ordered by participating sites and recommended
to all eligible patients. Before the start of respiratory virus season, cumg
information about product formulations and presentation, storage and
handling, reimbursements, ordering, clinical guidance, etc. will be shai

//:
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Section Three

Vaccine Ordering

and Tracking

Vaccine Ordering and Tracking

VFC providers are expected to maintain an adequate inventory of vaccine for allG4eligible patients served and
non-VFC-eligible patients that may be vaccinated. The CDC recommends thatopiders maintain a minimum four-

week supply of inventory. IDPH suggests ordering smaller, more frequent omdeto reduce waste; order as often as
needed.

It is the responsibility of the provider to appropriately schedule and placeagcine orders and to rotate vaccine
stock properly to ensure timely use of short-dated vaccine. Borrowing of geine between private and public
inventories must be a rare, unplanned occurrence and CANNOT serve as a replacarthsystem for a provider’s
privately purchased vaccine inventory. All instances of borrowing mustebproperly documented and reported, and
borrowed doses must be replaced.
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How to Place an Order for Vaccines

The following should be up-to-date before submitting a vaccine order:

@ Vaccine inventory @ All temperature excursions must have a vaccine

_— — incident report on le
@ Patient immunization records

@ Delivery hours, including specifying lunch hours or

@ Temperature logs for all appliances other closures

@ All data logger certi cates of calibration are valid
and not expired

Training certi cates for all Primary and Backup Vaccine Coordinators@mpleting these steps means sites are
now ready to order vaccines. Vaccine ordering can be completed in I-CARE byG/Coordinators. Navigate to the
Programs tab > Vaccine Requests to add a new vaccine order.

After an order is placed, please allow at least three business days for order appal. This may take longer in times
of high demand. Orders may be delayed if inventory is not accurately tracked in I-BE.

For up-to-date information on product ordering requirements, sites can ffer to the CDC’s VFC Program Operations
Guide linked on theCDC'’s webpage

Track When Vaccine Shipments Will Arrive

Track when shipments will arrive in I-CARE by following these steps:

e Log-in to I-CARE and navigate to the Vaccine Program tab.

» Navigate to the programs tab and select the program associated with the githent and select“Vaccine
Requests”. Click on the corresponding Order ID and scroll down to the list of vaccines.

Click the drop-down arrow under the'Detail” column to reveal the tracking number. If no tracking number is
listed the order has yet to be shipped.

« After an order is approved, please continue to check the shipping status to ensait is ready to be received.
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What to Do if a Vaccine Shipment Is Missing
or Incorrect

When a vaccine shipment is received, check to ensure the shipment is correct. The paed slip should
match the vaccines received. Cross-check lot numbers that are listed as invary in I-CARE. Lot numbers
will be automatically added to I-CARE once the order status is “complete” in I-CAR

Vaccine Shipping Incident Report— Use this form to notify IDPH of shipping issues. This could include out of
range temperatures, missing vaccines, lot number discrepancies, damag vaccine, or shipments that never
arrived.

Shipping labels are emailed to the VFC Primary Coordinator. If the Primary Cdimator is gone/out of o ce
and someone else needs to receive it in their absence, that can be requested heReplacement Return
Label. This form can also be used if a shipping label needs to be replaced.

Things to note:

@ Frozen vaccines ship separately from other
refrigerated vaccines.

 Varivax and ProQuad will arrive with a di erent
tracking number and box and will be shipped
directly from the manufacturer.

@ Any issues should be reported within two hours to the
lllinois VFC Program Services Sta at 217-785-1455.
If you do not immediately reach anyone, please call
again and follow up with an email t@ph.vaccines@
illinois.gov.

* When emailing about an order, clinics must
include these details:

¢ VFC site PIN

¢ I-CARE order number ID

¢ What vaccines are incorrect or missing from
the order
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Section Four

Storage and Temperature

Monitoring

Storage Requirements

To ensure the viability of VFC products, provider locations must have:

Freezer temperature between -50°C and

0 Storage units that maintain correct
-15°C (-58°F and +5°F).

temperatures at all times.

e Refrigerator temperature between 2°C and e DDLs with continuous monitoring

8°C (36°F and 46°F). capabilities and a current and valid
Certi cate of Calibration Testing for each
unit, as well as at least one backup DDL.

Storage units must have enough room to store the largest inventory a provider &ion might have at the busiest
point in the year without crowding. Providers should follow the manufactures’storage speci cations for each
immunization, found in the product’s package insert. Providers must also ptect the power source for all
storage equipment. This can be done by using a “Do Not Disconnect” warning label atettelectrical outlet and
circuit breaker.

CDC recommends the following units, starting with the most preferableoif storing VFC vaccines:

 Purpose-built or pharmaceutical/medical-grade units, includirg doorless and vending-style units.

* Vaccine storage units that conform to NSF/ANSI Standard 456 (which haveskn tested rigorously to be
used for the storage of vaccines).

» Stand-alone refrigerator and freezer units.

« Combination household refrigerator/freezer unit, using only the reigerator compartment to store vaccines.
Use a separate stand-alone freezer to store frozen vaccines.
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Storage Requirements Continued

Storage Unit Best Practices

@ Never store food or beverages in a unit with immunizations.

@ Do not store products in the removable or non-removable deli, fruit, or vetable bins, the doors, on
the oor of the unit, or under or near cooling vents.

@ Dorm- and bar-style units are prohibited for vaccine storage. These usihave a single exterior
door and an evaporator plate or cooling coil, which is usually located in an icemakerfoeezer
compartment. Vaccines stored in dorm-style units are considered noniable.

@ Vaccines should be stored in their original manufacturer (or CDC centralizedsttibutor) packaging.
They should be placed in the middle of the unit with space between the vaccines and the siback of
the unit to allow cold air to circulate.

@ Water bottles are recommended for household-grade units and are not recomended for use
with the majority of pharmaceutical-grade and purpose-built units. For lparmaceutical-grade and
purpose-built units, follow the manufacturer’s guidance.

Temperatures and Digital Data Loggers
Introduction

Each provider uses a DDL to monitor and record continuous temperatures on eachiuhe temperature-
monitoring device (or probe) must be placed in a central area of the storage unit datly with the vaccines to
properly measure vaccine temperature. Devices should not be placed nedrd door, near or against the walls, close
to vents, or on the oor of the unit.

The data logger unit data must be downloaded at least weekly and stored digliabn the provider’s designated
computer. Some DDLs continuously record their data in the cloud; this is permétl as long as the data is stored
for at least3 years per federal VFC requirements. It is important to note that some DDLs have storagsits and
will stop recording once they reach that limit. DDL data should be thoroughkeviewed by the Vaccine Coordinator
every time data is downloaded.

The IDPH VFC Program requires temperatures on units that store VFC vacdrte be reviewed twice daily and the
minimum, maximum, and current temperatures to be recorded. Temperature lagmust be entered into I-CARE at
the end of each clinic week and be kept for at least three (3) years.

Data Logger File Review This form will allow sites to upload data logger les for review and to evidence st
units after relocations. Please deliver les exclusively on MS Excel forrha

VEC Temperature Log- Consolidated version of the IDPH VFC Temperature Log form for either appl@ntype and
either temperature scale.

Immunize.org o ers temperature log templates on their website underClinical Resources: Storage & Handling
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Data Logger Requirements

Pre-calibrated probes will need to be replaced every two years, unless speally stated otherwise.

(> DDLs Must Be Equipped With:

¢ A bu ered temperature probe or sensor.

* An active temperature display outside the unit that can be easily read withdwpening the unit’'s door.

e Continuous temperature monitoring and recording capabilities and cpacity to routinely download data.
¢ Data should be downloaded in Excel format to be able to review min/max temperads:

® Backup DDLSs:

¢ VFC providers must have a readily available continuous temperature-mdaiing backup device with a
current and valid certi cate of calibration testing.

« To prevent the certi cate of calibration testing of the primary and backup deices from expiring at the same
time, the date of calibration testing of the backup device should be staggeredr di erent from, the date of
calibration testing of the primary device.

¢ IDPH recommends that clinics have at least two backup DDLs for emergency trsport, or as many DDLs
needed to properly transfer all vaccines in stock, if needed.

& Additional Recommended DDL Features:

» Alarm for out-of-range temperatures (an alarm set before an excursion ears would be good practice).
e Temperature display showing current, minimum, and maximum temperatures.

e Low battery indicator.
» User-programmable logging interval (or reading rate) is recommended exy 5-15 minutes, but at a maximum

time interval of no less frequently than every 30 minutes.

® Certi cates of Calibration Testing Must Include:

e Model/device number.

e Serial number.

« Date of calibration (report or issue date).

< Con rmation that the instrument passed testing (or instrument in tolerarce).

® Certi cates of Calibration Must Indicate at least One of the Following:

e Conforms to ISO 17025.

 Testing was performed by an ILAC/MRS Signatory body accredited laladory.

e Traceable to the standards maintained by NIST.

« Meets speci cations and testing requirements for the American Society for Testg and Materials (ASTM)
Standard E2877 tolerance Class F (0.5 °C) or better.
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Temperature Excursions

Refrigerators where products are stored should remain between 2-8 degre&€elsius or 36-46 degrees Fahrenheit.
Freezers should remain between -50°C and -15°C (-58°F and +5°F).

Vaccines must be stored at appropriate temperatures as described in the maradturer package inserts at
all times. Any temperature outside of the recommended range found on the pkage insert is considered an
excursion. Documented temperatures should never be rounded.

Example: a temperature of 46.1°F is out of range, and the provider should follohet Vaccine Storage Incident
Report process.

Vaccine Storage Incident Report— Complete this form to report a vaccine incident. This is typically completed
when a temperature excursion occurs with vaccines that are in stock.

If a unit goes out of range, HOLD on administering any of the impacted vaccines and madceines “Do Not

Use” until the Vaccine Storage Incident Report is completed and the vaccine manutturer has been contacted.
Someone may follow up with additional questions: please respond to any emails inmély manner as this
information will help determine next steps. Please be patient during this pross as sometimes manufacturers do
not respond immediately.

Refer to theCDC'’s Vaccine Storage and Handling Toolkifor additional storage and handling information.
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Section Five

Inventory Management

Inventory Management

Vaccine accountability is a cornerstone of the VFC program and one of the pragn’s highest priorities. Vaccine
losses are absorbed directly by the VFC program’s budget. Since the Illinois® program is so important to

the health and well-being of the children in lllinois, it is essential that every desf vaccine is used to provide
protection against preventable diseases. All VFC providers should contially monitor vaccine storage and handling
practices. Providers may contact the lllinois VFC program to request an educatiakvisit regarding vaccine storage
and handling.

The Vaccine Loss and Replacement Policyserves as the IDPH Immunization Program’s policy for management of
incidents that result in loss of all publicly funded vaccines provided througthe IDPH Immunization Program. VFC
providers are required to report all wasted, expired, spoiled or lost vaccine todHllinois VFC program.

Medicaid Expansion

Medicaid expansion in lllinois increased eligibility for children covereunder Medicaid-funded programs. As part
of this change, children who were previously eligible under the Children’s ldkh Insurance Program (CHIP) are
now fully eligible for the Vaccines for Children (VFC) program. With this #hNFC providers screen all previously
CHIP-eligible children using standard VFC eligibility categoriesnd publicly supplied pediatric vaccines are
managed within a single VFC inventory.
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How to Remove Zero Quantity Vaccines

Removing zero quantity vaccines in I-CARE is easy and providers should keep ughwlibing so regularly. Moving
zero quantity vaccines out of stock will prevent sites from reaching a negativalance accidentally. To remove
zero quantity vaccines, navigate to the I-CARE inventory by clicking on th@ite” tab in the top left-hand corner of
I-CARE, clicking the“Vaccines” tab, and selecting the lot.

R.l-.-'vau:ineu[hnx..-.rr-\ COVID Mpox VFC Templogs VIS Employess Campaigns Import (481K) My Sites  Registration &

— ,
Filter: mOululsxmklNI|IVFC|M|CHFIMJII«31?|PMI9“

Lot Vaccine Type Status Expire Group Default - Balance
123456 ProQuad [MSD] Private In Stock otizaro2ed MMR VAR - 0
ABCDEF Varivax [MSD)] Private In Stock. 12/31/2026 VAR = o

Hit “Edit Lot” and select the“Out of Stock” bubble and hit the greenSAVEbutton.

Vaccine Lot:  Menactra UT191AA (VFC) & 1477682595 totHersker | LZINAA
Vaccine Group:  MEN

Lot At Vaccine: Menactra [PMC) .

CVX Code: 114

) Lot Expiration Date:  01/18/2023 "
Select an Action: Add Transaction
Lot Status: n St
an e ®
1 en

Lot Type:
NDC Number: o
Site Name:
Detault Option:
Lot Number: UT191AA Default Shot Route: »
Vaccine Group: ~ MEN
Vaccine: Menacira [PMC] Select an Action: m Cancel |
CVX Code: 114
Lot Expiration Date:  01/10/20214

That lot should no longer show up in a site’dn Stock” inventory. All vaccines marked out of stock can be found by
clicking the “Out of Stock” button above the I-CARE inventory.

Do not move any vaccines with any other balance or quantity to out of stock. Doing sdl wicorrectly adjust the
inventory and will continue to be re ected in reports.
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Soon-to-Expire A LCARED

Vaccines s

Status Dales  O6A07/2024 DEIT 56 PM

Use vaccines prior to expiration. Sites
must attempt to transfer all vaccines
with an expiration date within the next eyt Pwemetns. o
three months. Before doing this, run an
Immunizations Due Report in I-CARE. There
may be patients who are overdue for doses

set to expire and clinics should reach out to Seckprind S
1 Aasigned Thread:

ensure patients know. - b
Background Netification:

Ermall

How to Transfer Vaccines to Another Site

Products may be transferred to another provider or clinic if: vaccines are néed urgently, there is an outbreak,
or vaccine doses will not be used at a current site before expiration. The transf@ust occur with another lllinois
(outside of Chicago) VFC site and should be approved in advance.

Vaccine Transfer Request— Use this form to request a vaccine transfer to a di erent site.

If sites do not have a place to transfer vaccines to, use the Provider List on the REPGQRaDb (I-CARE Provider

List Report) to get a list of locations to call to accept a vaccine transfer. If a site caoin nd another location, sta
should use thisVaccine Contact Logto ask for assistance from IDPH to transfer vaccines before they expire AND
locate a facility to receive them. Sites will need to report which locations weicontacted by the clinic.

Once the form is received, IDPH sta will review, approve, and transfer the doses I-CARE. The doses will
automatically be deducted from the sender’s inventory and appear in the receing site’s inventory.

To complete the physical vaccine transfer, please ensure a portable vaoa storage unit or quali ed container and
pack out is used with a DDL. Coolers and conditioned water bottles are not allowex faccine transfers. It must be
a portable vaccine unit or quali ed container/pack out.

Quali ed Container and Packout: A type of container and supplies speci cally dsigned for use when packing
vaccines for transport. They are containers that are “quali ed” through ldoratory testing under controlled
conditions to ensure they achieve and maintain desired temperatures for a set amunt of time.

How to Add Private Stock Doses to Inventory

While it is not a requirement of the lllinois VFC program, some providers add privateceine inventory to I-CARE
also. Sites that input a full inventory in I-CARE have a clearer picture of exctvhich vaccines are available. To do
this, follow the step-by-step instructions from thisguide.
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Section Six

O -Site Clinics

What is an O -Site Clinic?

Temporary O -Site Clinics include community vaccinators, mobile*, ad o -site clinics. Examples: workplaces,
community centers, schools, churches, makeshift clinics in remote areas, ns& vaccination events, walk-through,
curbside and drive-through clinics.

*This is di erent from a mobile provider, which is a provider type thaéxclusively stores and administers vaccines
out of a mobile facility.

Bene ts of O -Site Clinics

O -site vaccine clinics o er several advantages, including:

* Increased accessibility.
* Reaching communities with limited healthcare access.
« Facilitating large-scale immunizations during emergencies, and mmotion of public health and equity.

}}IDPH Section 6 | 30



Steps to Hold O -Site Clinics

As of August 1, 2024, there is a new process for notifying IDPH of temporary o site @eination clinics. The annual
O Site Vaccination Clinic Plan must be submitted and approved by the IDPH Immuration Section before any o
site clinics are held. Once the annual plan is approved, providers must notify IDPHtkn 48 hours prior to each
individual clinic; however, they do not need to wait for pre approval of each eve as long as the clinic follows the
approved plan.

Resources for O -Site Clinics

» A webinar on the IDPH O -Site Clinic Procedures and Best Practices was held only 26, 2024: Slides
and recording

* An overview of the processO -Site Clinic Dashboard

» How to Complete the Form Guide

Best Practices for Vaccination Clinics Held at Satellite, Temporary, or O Site Locations
» How to Transport Vaccines for an O -Site Clinic

What is a Quali ed Container for Vaccine Transport?

» How to Monitor Vaccine Temperatures

Questions? Contactiph.vaccines@illinois.govor call 217-785-1455, opt 2.
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https://scribehow.com/embed-preview/Accessing_and_Completing_the_Off-Site_Clinic_Notification_Form__llSwDcpvTcenh4E3A2tsYw
https://www.izsummitpartners.org/content/uploads/2019/02/off-site-vaccination-clinic-checklist.pdf
https://www.youtube.com/watch?v=tfdmS7hd6bE
https://www.youtube.com/watch?v=X-IUiRYhNBo
https://www.youtube.com/watch?v=AutHhwSVpg0
mailto:dph.vaccines@illinois.gov

Section Seven

Achieving Inventory

Accuracy

Achieving Inventory Accuracy

Maintaining an accurate inventory is a core responsibility of the VFC and othpublicly funded vaccine programs.
Doing so allows clinics to receive vaccines faster, and when requested, prov&laccurate records for patients and
clinic operations. Regularly monitoring inventory in I-CARE will help aid errors.

Complete vaccine inventory weekly to ensure physical stock matches I-CAREventory. When counting inventory,
be sure to monitor temperatures as to not cause an excursion. Doors should remaioged as much as possible to
maintain temperatures.

The main components to ensure a clean inventory are outlined below:

Review the clinic’'s I-CARE vaccine inventory listed within the Vaccines Tahlternatively, view and print
the Vaccine Inventory Report found in the I-CARE Reports section.

Compare I-CARE inventory to your physical vaccine inventory. Note any dispancies.

Mark any expired/spoiled vaccines appropriately and return those dosed appropriate. If discrepancies
exist, run the site’s Immunization Activity Report and compare your site’sHR records to ensure all doses
are accounted for.

If discrepancies still exist, run the site’s Mismatch Report and Inventory Anadis Helper Report. Keeping
these two reports as clean as possible will help reduce inventory issues andeggl up vaccine orders.

If discrepancies still exist, use thenventory Discrepancy form to request assistance.
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Inventory Analysis Helper Report

The Inventory Analysis Helper Report (IAHR) is a tool in I-CARE that shows admigistl shot errors that may not
be deducted properly from a site’s vaccine inventory. If this report is reviewleoften, errors can be caught early,
saving time and manual corrections. It will also help if an order needs approvaliglly.

To run this report, navigate to thé'Reports” tab in I-CARE and then scroll down to click ofinventory Analysis
Helper Report.” Run that report from the date of the last vaccine order (or three months ago) untdday. An
“HTML Report” will open the report as a web page’PDF Report” will open the report as a PDF, antiCSV Export”
will create a CSV le that can be opened with Excel.

Please keep in mind that this report contains Patient Health Information coverednder
HIPAA, so itshould not be sent by email unless the email is encrypted.

Removing Expired Vaccines

Use the I-CARE Vaccine Tab to view all vaccines in a site’s inventory. The coluiitles at the top, “Lot,” “Vaccine,”
“Type,” “Status,” “Expire,” “Group,” and“Balance” can be clicked on individually to order vaccines according to a
given category.

“Expire” will list vaccines in order of expiration date either newest to oldest or oldesi hewest. Click or‘Expire”
again to order vaccines from oldest to newest. This will bring all expired w@nes to the top of the list to easily
manage. Vaccines listed in red are expired.

Vaccines | Programs. COVID  Mpox VFC Temp Logs VIS Employess Campaigns Import (481K) My Sites  Registration &

— » B
Filter: mmmm]m”v;c|srm‘cmp|morm?|mn

Site

Lot Vaccine Type Status. “ Expire Group Default Balance
M-M-R Il [MSD] VFC In Stock 102320258 MMA a

Engerix B-Peds [SKB| VFC In Stock 1172520254 Hev - 0

Prevnar 13 [PFR] Private In Stock 12/01/20258 PNE - 6

PedvaxHIB [MSD] Private In Stock 12/31/20258 HIB = 2

ProQuad [MSD)] Private In Stock o1/2a/2026 8 MMR. VAR 0

& ProQuad [MSD| VFC In Stock D4/06/20268 MMA, VAR Detault 1
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Removing Expired VaccinesContinued

Sites must keep I-CARE inventories free from expired vaccines. To remove eggdivaccines from an inventory,
follow these steps:

Click on the lot and select’Add Transaction.”

Select the “Transaction Type” as“Expired/Spoiled (Return)”

Enter the appropriate “Wastage Code” and Il in the quantity. Make sure that the number entered matches the
vaccine physically sent back, and it should match the return form.

¢ Do not worry if this creates a negative balance as this will be corrected in the VateiAccountability Report.

Enter the date and leave a note, if applicable.
« Hit the green SAVE button. The lot balance should be adjusted to re ect the new dedtion.

If a site’s inventory has remained accurate, after marking the expired vaaa, the new balance for the lot should

be at 0. If so, a site can move the lot out of stock. To do so, select the lot, t#dit Lot” and select the*Out of

Stock” bubble and hit the green SAVE button. The lot should now be removed from inventaPlease do not use
this function to zero out or correct an inventory.If there is still an incorrect balance in I-CARE once this transaction
is completed, please contact IDPH with an edited Vaccine Accountability Repb This will allow IDPH sta to adjust
the inventory without misreporting vaccine waste.

Vaccine Lot M-M-R I} 12345VFC (Private) Vaccine Lot:  M-M-R Il 12345VFC (Private)

Lot Tansact |J}'.EA.|i(|
Select an Action: | Ean Lot |

Site Name:

3 MME

Lot Number: 12345VFC

M- v ¥
Vaccine Group:  MMR Vaccine: -l 1 [MSD]
Vaccine:  M-M- 1| [MS0) VX Code: 02
xcode 03 Lot Expiration Date:  05,20/2023 B *
Lot Expiration Date:
Lot Status: In Stock Lot Status: @ In Stock § < Out of Steck
Lot Type:  Frivate G L
Default Option: Mot Detault Default Option: ] Defautt Lat?
Default Shot Route: - Default Shot Rewte: -
Default Shot Site: -
Default Shot Site: -
Transaction Summary: Deposits Withdrawn  Administered Wastage Adjustments
20 o -n ] o Transaction Summary: Depaits Withdrswn  Administesd  Wastage Acustments
Current Lot Balance: % 20 1] 11 0

Current Lot Balance: g

* = Required Field

sactanacton: [ [ covee |

Before removing expired vaccines from a site’s inventory, complete all ¢hsteps to correct errors on the IAHR
and record waste.

Di erent Brand Vaccine Restitution — This form will allow providers to submit restitution for wasted vaccine
doses when identical replacements are unavailable. Providers may substieuany vaccine of equal or greater
value if approved by IDPH, ensuring that program requirements are met e ciently ad without delays in
inventory reconciliation.
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Returning Vaccines

All VFC vaccines received from IDPH, including seasonal vaccines such as ncaCOVID, should be returned upon
expiration. If vaccines expire, they can no longer be stored in the same stg@unit with viable vaccines. They
must be placed in a container or bag clearly labeletDo Not Use” and separated from viable vaccines to prevent
inadvertent use. Expired vaccines must be returned to the centralized distriltar within 6 months of expiration.

Vaccines should also be returned after a temperature excursion if deemed naniger viable. Do not return punctured
or broken vials, instead please dispose of them in hazards and record ‘d¥asted (No Return)” in I-CARE. Note
there are some vaccines that should or should not be returned to McKesson (refer this one-pagerWwhat NOT to
Return to McKessaor). To receive a mailing label to return the vaccines to McKesson, remove any exuirvaccines
from the storage unit and enter the expired vaccine transaction into I-CAREn€e the waste/return transaction is
complete, the Primary Coordinator will receive an email with the Return Labehd packing slip.

Vaccines that have not yet expired cannot be returned.

< Please use as many vaccines as possible prior to expirati@

Tips for returning vaccine:

(>) Packvaccines in any box and print out the (> Return mailing labels are only valid for 30 days.
shipping label to send it out.

@ Once a return has been processed, additions @ If a return label was not received and is

and changes are not permitted. needed, or a return label has not been used
within 30 days, one can be requested here:
Replacement Return Label The return label
will be sent by email.

@ If multiple returns need to be made, they can
be consolidated into a single box. Packing
slips should be attached to the correct
vaccine and a single shipping label can be
used for the entire return. If returning a large

number of vaccines, more than one shipping alnlnlnlanl~l
label may be sent in case multiple boxes are

needed. If one box is used, disregard the —
extra labels.
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Section Eight

Administering VFC

Vaccine

How to Determine a Patient’s VFC Eligibility

Providers must screen, document, and verify VFC eligibility with every immization visit, on the day of the visit,
following the lllinois VFC Eligibility Policy before administering vaccines. Providers must check the eligibility stas
in the MEDI systemor an equivalent system receiving the HFS 270/271 electronic transaction dat Children
(regardless of their state of residency) through the age of 18 (the day someonans 19 they are no longer eligible)
must meet at least one of the following criteria to be eligible to receive VFC vacein

Medicaid-eligible: A child who is enrolled in Medicaid.

Uninsured: A child who is not covered by any health insurance plan

American Indian or Alaskan Native (AlI/AN): A child who is part of this population ag ded by the
Indian Health Care Improvement Act (25 U.S.C. 1603)

Underinsured:*

« A child who has health insurance, but coverage does not include any vaccise

« A child who has health insurance, but coverage does not include all vaccisegecommended by ACIP.
A child who has health insurance, but coverage has a xed dollar limit (or cappf vaccines.

« A child who has health insurance, but insurance does not provide rst dollaraverage for vaccines.

*Underinsured children are eligible to receive VFC vaccine only throbga FQHC, RHC, or LHD under an approved
deputized agreement.
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How to Determine a Patient’s VFC Eligibility Continued

Deputized Agreements
LHDs can use this form to request delegated authority from an FQHC or an RHC to vaeteunderinsured
children. The FQHC or RHC must be a VFC provid&equest Memorandum of Understanding (MOU)

LHDs should retain a copy of their MOU and submit it every 24 months during VFC recectition to continue to
be able to administer VFC vaccine to underinsured patients. This should be doneore frequently if the signers
change.

Occasionally, children may be VFC-eligible for more than one eligibylitategory. A provider must select and
document the VFC eligibility category that will require the least amount of ¢wf-pocket expenses to the
parent/guardian for the child to receive necessary immunizations. VFC is an @ement program, and eligible
children are not required to participate.

For further guidance on a patient’s VFC eligibility status, please refer
to this decision tree from IDPH or thisdecision tree from ICAARP

VFC ELIGIBILITY DECISION TREE

Effective 09/06/2023

2 Stop! Nat eligible
Mkl for VEC vactines
(V1 Not VFC
b eligibie)

®: [ ]
i
.
. .
tr 0t
.
v
f °.
-
.. o
Stop! Hat eligible .
for VFC vaccines o
(V01 ot VFC b 3 .-' ILLINOIS
eligibie] 'w CHAPTER

Please usethis form (also available inSpanish) or a similar paper-based or electronic form that captures all
reporting elements for VFC patient eligibility.

}}IDPH Section 8 | 37


https://app.smartsheet.com/b/form/afb15dd1d3cc4575b9203111831532e7
https://illinoisaap.org/wp-content/uploads/2026/04/Patient-Eligibility-Screening-Record-effective-9-6-2023.pdf
https://illinoisaap.org/wp-content/uploads/2026/04/Patient-Eligibility-Screening-Record-spanish.pdf
https://illinoisaap.org/wp-content/uploads/2026/04/Eligibility-Tree-9-6-2023.pdf
https://illinoisaap.org/wp-content/uploads/2025/09/ICAAP-VFC-DecisionTree_Clinicans.pdf
https://illinoisaap.org/wp-content/uploads/2026/04/Eligibility-Tree-9-6-2023.pdf
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How to Determine a Patient’s VFC Eligibility Continued

CHILD’S INSURANCE STATUS VFC-ELIGIBLE?

VFC ELIGIBILITY CATEGORY

Enrolled in Medicaid Yes Medicaid (V02)
Has private health insurance
plan with Medicaid as Yes Medicaid (V02)
secondary Insurance.
Has health insurance covering
all vaccines but either:
« Does not include rst Underinsured (VO05). This applies even when primary
dollar coverage Yes insurer would deny reimbursement for the cost of the
« Has not yet met plan’s vaccine and its administration because the family has
deductible or not met the plan’s deductible.
¢ Has not paid for other
services received at visit
Has health insurance covering
all vaccines and has Medicaid
as secondary insurance, but:
e Has not yet met plan’s Yes Medicaid (V02)
deductible or
 Paid for other services
received at visit
Has health insurance covering * Insured (VO01) until the family meets the plan’s xed
all vaccines, but the plan has Yes dollar limit.
a xed dollar limit (or cap) on e Underinsured (V05) after the family reaches the
amount that it will cover. plan’s xed dollar limit.
Has an insurance plan that . . : :
Underinsured (VO05). Child can only receive vaccines
does not cover all ACIP- Yes
. not covered by the plan.
recommended vaccines.
Has health insurance, but plan Yes Underinsured (V05). With implementation of ACA, this

does not cover any vaccines.

situation should be rare.

‘} ILLINOIS DEPARTMENT OF PUBLIC HEALTH
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How to Determine a Patient’s VFC Eligibility Continued

CHILD’S INSURANCE STATUS VFC-ELIGIBLE?

VFC ELIGIBILITY CATEGORY

Enrolled in a Health Care

Uninsured (VO03) — lllinois Department of Insurance

. . Yes does not recognize health care sharing ministries as

Sharing Ministry. .

insurance.
Enrolled in a Medicaid-
expansion Children’s Health Yes Medicaid (V02)
Insurance Program (CHIP)
Has no health insurance .

Yes Uninsured (V03)

coverage.
Is AI/AN and has private health AI/AN (VO04). The provider should choose the
insurance that covers all Yes eligibility category that is most cost e ective for the
vaccinations. child’s family.

Medicaid (V02) or AI/AN (V04). Providers should use
Is AI/AN and has Medicaid. Yes Medicaid for the administration fee. This poses the

lowest out-of-pocket expense for the child’s family.

‘} ILLINOIS DEPARTMENT OF PUBLIC HEALTH
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Administering VFC Vaccines

The CDC recommends preparing vaccines immediately prior to administiah to ensure viability of vaccine and
prevent vaccine wastage. Vaccines that are not administered immediatehre at risk of exposure to temperatures
outside of the required range, which can a ect vaccine viability and, ultimatdy, leave children unprotected against
vaccine-preventable diseases.

Before administering vaccine to a VFC patient, providers must give each patient ortfnt’s guardian a

current version of the VIS for any vaccine being administered that is covered urrdae National Vaccine Injury
Compensation Program (NVICPYmmunize.org has vaccine information statements available in 47 languages,
including statements for vaccines not covered by the NVICP. Vaccine manutarer fact sheets can be provided for
other vaccines.

Providers must present current VISs before they administer every vaccine. Be¢ administering VFC monoclonal
antibody immunizing products (e.g. nirsevimab, clesrovimab), provide amimunization Information Statement.

Do not delay use of an ACIP-recommended vaccine because a VIS is unavailable. &wy ACIP-recommended
vaccine or immunization product that does not yet have a VIS or Immunization Infoation Statement, clinics can
use the manufacturer’s package insert, written FAQs, or any other document toform patients about the bene ts
and risks of that vaccine. Providers may also produce their own information matelsafor patients. Once a VIS is
available, it should be used. If the vaccine is under an Emergency Use Authorizati(EUA), use the EUA Fact Sheet
for Recipients in place of a VIS.

In accordance with federal law, VFC providers must maintain immunization reas that include ALL of the
following elements: 1) name of vaccine administered; 2) date vaccine was athistered; 3) date VIS was given; 4)
publication date of VIS; 5) name of vaccine manufacturer; 6) vaccine lot numbgef) name and title of person who
administered the vaccine; 8) address of clinic where vaccine was adminigied.

Vaccine Stock

If a VFC provider serves and plans to vaccinate privately insured, non-VE{gible patients, the vaccine supply for
this population should be stored clearly. To ensure VFC vaccines are admieised only to VFC-eligible children,
VFC providers serving both VFC and non-VFC-eligible children must maintaaceine inventories in such a way that
they can clearly di erentiate public stock from private stock.

CDC does not require VFC providers to maintain a full stock of all ACIP-recommexdsaccines for non-VFC-eligible
patients if they do not plan to o er all ACIP-recommended vaccines to this popation. This guidance includes, but
is not limited to, COVID vaccines and RSV monoclonal antibody products.

If a VFC provider chooses to vaccinate privately insured (non-VFC-dbig) patients, the provider should maintain a
separate supply of the vaccines they plan to o er to this population.

Using VFC stock to immunize non-VFC-eligible patients is not allowed. VFC viaecmust be stored separately from
privately purchased, state-funded, and Section 317-funded (includig AlIP) vaccine inventories.
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Billing — Medicaid Secondary Insurance*

If a child has Medicaid as secondary insurance, there are two options for billing:

Administer the VFC vaccine and bill Medicaid for the administration fee.
Considerations:

e Easiest way for a provider to use VFC vaccines and bill Medicaid for the adminigtoa fee.
* No out-of-pocket costs to the parent for the vaccine or the administration fee

Administer the private stock vaccine and bill the primary insurance.
Considerations:

« Provider must bill the patient in a way that is most cost-e ective for the family.

< Provider may be reimbursed a higher dollar amount if privately purchased vaine is administered and
both the vaccine and the administration fee are billed to the primary insurer.

« When administering VFC vaccine, providers should NEVER bill two di erenpayers” (i.e. patient,
Medicaid, insurance) for the same vaccine administration fee amount.

Either way, providers must bill the patient in a way that is most cost-e ective for the faity. The family of a child
with Medicaid as secondary insurance should never be billed for a vaccine or anrathistration fee.

* Consider these options for AlI/AN populations that qualify for VFC under a secondtegory as the family may be
responsible for administration fees.

Vaccine Administration Fees

VFC vaccines must be provided to an eligible child at no cost for the vaccine. PatispnMedicaid agencies, and
third-party payers can never be billed for the cost of the VFC vaccine or otheaxccines purchased through CDC
federal contracts.

Administration fees can be charged to non-Medicaid VFC-eligible childneonly and cannot exceed$23.87 per
vaccine dose. VFC providers may issue a single bill for the administration fee hon-Medicaid VFC-eligible
children within 90 days of vaccine administration.

Unpaid VFC vaccine administration fees may not be sent to collections. Providerarmot refuse to vaccinate an
eligible child whose parents cannot pay or have unpaid vaccine administiah fee(s).

Only bill Medicaid for the administration fee for VFC-eligible children enlled in Medicaid (billed per vaccine and
not per antigen).
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Reporting Adverse Reactions

VAERS is a national vaccine safety surveillance program that collects rep®of adverse events after a vaccine is
administered. Clinicians, providers, vaccine manufacturers, and the pule can submit reports to VAERS.

Healthcare providers are required by law to report to VAERS:

» Any adverse event listed in the/AERS Table of Reportable Events Following Vaccinatiothat occurs within

the speci ed time period after vaccinations.

« An adverse event listed by the vaccine manufacturer as a contraindication to furér doses of the vaccine.

Healthcare providers are strongly encouraged to report to VAERS:

» Any adverse event that occurs after the administration of a vaccine licensed the United States, whether it

is or is not clear that a vaccine caused the adverse event.
» Vaccine administration errors.

Adverse events can be reported on the VAERS website via thisline form. A link to the form can be found in

I-CARE undeHome > Immunization Links > VAERS.

Also, clinicians must report any additional selected AEs and/or any revisedfsty reporting requirements per
FDA'’s conditions of authorized use of vaccine(s) throughout the durationfany COVID-19 vaccine’s Emergency

Use Authorization (EUA) as outlined in thé&act Sheet for Healthcare Providers

Adverse events that occur after administration of RSV monoclonal antibodignirsevimab or clesrovimab)
alone should be reported tovViedWatch online. Adverse events that occur after the coadministration of an RSV
monoclonal antibody and vaccine should be reported to VAERS. In this case, mgfing the same adverse events

to MedWatch is not necessary.

Record Keeping

The National Childhood Vaccine Injury Act requires providers to documentéhdate and
name of the vaccine, manufacturer, lot number, name and business address ofalperson
who administered the vaccine, VIS version date, and the date the VIS was provide the

parent/guardian. Records should be maintained for a minimum of three years or Iger, if oo
required by state law (even in the case of provider retirement or provider locationoslure). ——
Digital or electronic storage of records is allowable. As requested, site must makeese :
records available for review. VFC records include, but are not limited to:
* VFC screening and eligibility documentation
» Medical records that verify receipt of vaccine,
vaccine ordering records, and vaccine purchase
and accountability records
* Billing records
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Section Nine

Compliance Site Visits

& Immunization Quality
Improvement for Providers

Site Support

Each VFC site is assigned a Regional Coordinator from IDPH. The Regional Cimatdr will review and provide
technical assistance to meet the VFC compliance requirements. The Regional @dinator will support the
implementation of provider-level quality improvement strategies desiged to increase vaccine uptake among child
and adolescent patients in adherence to the ACIP recommended routine immuzation schedule.

According to law, providers may disclose patient health records to health o ci#s within the VFC Program without
patient permission. Information obtained from patient records will be kept con detial.

Compliance Site Visit

Compliance site visits (CSV) involve a review and evaluation of VFC providexgices. These types of visits are
a legal requirement of the VFC program. A Regional Coordinator will conducetiompliance site visit. The visit
will allow IDPH to determine if VFC vaccines are being distributed, handled, and/gn to patients according to
program policies.

Each VFC provider is required to have a CSV every 12-24 months. This visit includegiea/ing and ensuring
compliance with:

» The Provider Pro le.
» Vaccine ordering and inventory management.
« Policies, procedures, and Vaccine Management Plan.
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Compliance Site Visit (CSV) Continued

» Vaccine storage and handling equipment, procedures, and documentatio
» VFC screening requirements and billing practices

« Availability of all ACIP vaccines to VFC-eligible patients

* VFC-related document retention

If problems are identi ed during the visit, the Regional Coordinator will wérwith provider sta to create a
corrective action plan. A provider is required to take action to correct any VFC deiencies within the speci ed time
given. Failure to do so may result in vaccine delivery suspension or terminatiaot the VFC program.

Immunization Quality Improvement for Providers

(IQIP)

The purpose of IQIP is to support providers in implementing quality improvementrategies that increase
childhood and adolescent coverage levels in line with the ACIP scheduleCtverage” refers to the proportion

of a target population that has received a speci ¢ number of vaccine doses within awgn timeframe. It is
measured as a percentage and is an important indicator of how well communities aregpected against vaccine-
preventable diseases.

IQIP helps providers understand their current coverage levels and missed ampunities, adopt new immunization
delivery strategies, refresh patient data, and use I-CARE’s data and reports $trengthen services.

IQIP is a 12-month process that include$our visits over the course of one yearThe initial site visit reviews clinic
work ow, baseline child and adolescent coverage levels, and a review of thational IQIP Strategies and best
practices. IDPH IQIP Consultants will help your clinic identify action items fonéreasing coverage levels among
child and adolescent patients. Following the initial visit, there are threeteck-ins completed at two, six, and 12
months. Technical assistance is provided at each visit, and coverage levels are goaned to baseline at six and
12 months.

IQIP is a collaborative process focused on partnership and quality improvemteand is not an audit. VFC
providers should expect to participate in IQIP every three to four years and vssitypically take place virtually but
can be scheduled in person if a site prefers. IDPH sta will reach out to VFC Coandtors to schedule IQIP visits.
If your clinic is interested in scheduling an IQIP visit, please email your regionahsrepresentative.
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Section Ten

Reporting Fraud/Abuse

Reporting Fraud/Abuse

Misuse of publicly funded VFC or other publicly funded
vaccines is prohibited, and all enrolled sites are expected
to follow program requirements. Everyone involved in

a site’s VFC operations is responsible for reading and
understanding the Fraud and Abuse Policy. The policy
outlines examples of actions that constitute fraud or
abuse—such as providing VFC vaccine to ineligible
patients, misdirecting vaccine, improper billing,

failing to follow VFC enrollment or eligibility screening
requirements, or improper vaccine storage—and explains
the steps IDPH may take if concerns arise. Providers
should review the full Fraud and Abuse Policy for detailed
guidance and expectations.

Fraud and Abuse Protocol for lllinois Providers
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Section Eleven

|I-CARE Reports

I-CARE Reports

I-CARE is where clinics can log immunization records, pull reports, enroll inggrams, manage vaccine inventory,
and more. It is an extremely helpful tool. Here are some of the most common types opoets that can and should
be used to improve inventory practices and vaccine uptake.

@ Coverage Level Reports:Track coverage rates; generate patient lists; review childhood and adole=nt
coverage.

@ Ad Hoc Reports: Build customizable patient or immunization lists.
@ Reminder/Recall: Customize letters/postcards; generate notices for patients due or overduerfgaccines.

@ Site Reports: Identify invalid addresses/doses; review missed opportunities; mowit missing lots; view
monthly stats; export patient lists; track shot refusals; review HL7 upload errs.

@ Vaccine Management Reports: View appliances and temperature logs; see immunizations due/given; mitor
activity; track accountability, VIS dates, inventory, and transactios; view NDC-to-I-CARE mapping.

@ VFC Reports: Identify VFC inventory issues; review mismatches; view active provider lists; exp
shipping data.
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Vaccine Accountability Report

Generate a report summarizing doses administered, wasted, and expired diug a selected time period. Users can
choose both the date range and the correct funding source (VFC, 317 for AIP, ora& for IVAP) to ensure the report
re ects only the doses from that program’s inventory. A 12-Month Inventory Sumary, including the provider’s
wastage level, is also included in this report and can help identify trends and supgi compliance with vaccine

accountability requirements.

Note: Excessive waste is de ned as three (3) percent of the total amount of vacciseeceived in the previous
12 months. Wastage percent can be found on the site’s 12-Month Inventory Summaré last page of the

Accountability Report).

Report:  Vaccine Accountability Report
Criteria | Report
Site:  CLINIC NAME X
Immunization Date: 03/20/2026 = 04/20/2026 i
From To
Include: O Al 0317 O CHIP () Private O State @ VFC
* = Required Field
Select an Action: I POF Report || cSV Export | [ cancel |
DoSeS | ot Numy Wst/Exp  Age:
Vaccine Brand NDC on Exp Date Doses (1' 1 2 3-5 6 7-10 1112 1318 >18  Total
Hand
Spikevax COVID- 5741 (VE
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Spikevax COVID-
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v VAXELIS 63361-0243-15 01/31/2028 34 2 - -- - 36
UBS12AA (VFC)
VAXELIS 63361-0243-15 04/30/2028 - - - - - - -
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Immunization Activity Report

Generate a summary list of all immunizations administered during a selectedrte period. Users can specify the
date range and select the appropriate funding source (such as VFC, 317 for At® State for IVAP) to view only the
doses associated with that program. This report is useful for reviewing admstered doses, reconciling inventory,
and con rming that documentation aligns with vaccine usage.

F VFC Lot
Name Birth Date Shot Date Tran Date rom Vaccine Groups  Vaccine Name Lot Number

Stock Status Type
03/31/2026 03/31/2026 Y FLU Fluzone Trivalent, Pfree U8BBIBA Vo2 VFC
04/14/2026  04/14/2026 Y ETP'MB‘FOLHB VAXELIS UB372AA Vo2 VFC
04/14/2026 04/14/2026 Y PNE PREVNAR 20 MH1445 vz VFC
04/14/2026  04/14/2026 Y ROT Rotarix 94ATZ Vo2 VFC
04/10/2026 04/10/2026 Y ETP’H]B‘POLHB VAXELIS U83T2AA Vo2 VFC
04/10/2026  04/10/2026 Y PNE PREVNAR 20 MH 1445 Vo2 VFC
04/10/2026 04/10/2026 Y ROT Rotarix 94A7Z Vo2 VFC
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Before running any reports, consider completing &atient Refresh. This will ensure patient data is the most up-to-
date and reports do not include patients who have not been seen in a long time.

I-CARE can generate a comma-delimited text le, i.e. an Excel spreadsheet, of fants that match a given
criterion. Under the reports tab, scroll down td'Site Reports,” and then click on the“Patient List Export” link.

Select the site for the requested report by typing the name or entering the assated VFC pin. Then select a range
of patient DOBs for‘Birth Date.” Next to“Forecasted Date,” select the range for the desired vaccination dates.
Next, select the“Active Patients Only” checkbox unless searching for historical data. Click theCSV Export”
button and I-CARE will generate a report based on the criteria entered.

Active patients can be monitored in I-CARE in two ways, either by searching in tleptsearch bar with“Patients”
selected in the dropdown menu:

Or under the“Patients” tab located just below that:



While the main search bar is useful for nding the records for individual patients, #h“Patients” tab provides a
more robust search, the option of an advanced search function, as well as a button to mally add a new patient.

Clicking on the downward facing arrow next to the wortPatients” will show a list of recently viewed patients, as
well as an option to clear that list.



The Immunizations Due Report will generate a list of active patients who are ovegdfor a particular vaccination.
Use this report to determine which patients need to come in and to help use vaccines thare expiring soon.

The Immunizations Given Report will
generate a list of active patients who
received a dose during the speci ed
time frame. Use this report to review
immunizations given over speci ¢
time frames, to target missing
doses, or to review possible data
entry issues.




Customize Letters can be used to create customized messages to send to patients aboeturning for forecasted

or overdue vaccinations. Custom Letter options include€'Site Name,” “Letter Subject,” “Language/ Translation,”
“Status (Active or Inactive Patients),” “Salutation, Body, and Signature.” These messages are most used during a
reminder recall campaign to send mass mailings to a large patient population.




Reminder Recall Reports are used to remind patients of a future vaccination or target patients who are past due
for a vaccination. Providers can generate a patient list or use customized letters tersd out noti cations.

Once the background report is completed, sites can print address labels, dovaad the list, or send customized
letters/postcards to patients.

¢



These reports are used to generate immunization coverage levels on activetipats which match the
search criteria.

Childhood Coverage Level counts how many
active patients are at a clinic and provides

a percentage of how many patients are fully
vaccinated for each vaccine group before their
2nd birthday. This report measures 2-year-olds
and shots received before age 2.

Adolescent Coverage Level reports: A 13-year-old

report and a 17-year-old report. The 13-year-old
report measures whether a 13-year-old child is up
to date before their 13th birthday. The 17-year-old
report does the same for 17-year-olds before their
17th birthday.




This report is used in quality assurance review and ags any problems. It looks at eachceine and vaccine group
and matches against the vaccine administration schedule to make sure vacas are being administered correctly.

This report shows a summary of patients who have missed opportunities; it is also used iraljty assurance
visits. Generate a Missed Opportunity Summary report that will show all missed appunities for an entire site.
When a patient presents for vaccination, make sure to give all vaccines that are duedeoverdue at the same
time if possible.




Section Twelve

Site Updates

Sites must notify the IDPH Immunization Program before a clinic moves so the equipmt and plan to transport
the VFC vaccines can be reviewed/approved. Use tlf¥accine Program Site Updates” in I-CARE’s Quick Assist,
under lllinois/Downstate Publicly Funded Vaccine Programs. Do th&t LEAST 30 DAYS ahead of timeSites must
report any new equipment that may be used. A newly-installed or -repaired refagator can take 2-7 days for
temperature stabilization, and a freezer can take 2-3 days to stabilize teperature. There must be a minimum of
two consecutive days of stabilized temperatures in newly installed, may repaired, or moved refrigerators and
freezers forexisting providers.



If a site is planning to unenroll, it is important to notify IDPH as soon as possible by compting this unenrollment
form. Please keep documenting temperatures of vaccines until the established enroliment date.

Provide at least a 30-day notice of unenroliment. Reconcile inventory.
Be ready to provide at least 3 months of DDL Try to transfer remaining viable vaccines. LHDs are
temperature data to IDPH. a great place to start!



Thank You for Being a
VFC Provider

Your commitment to o ering the Vaccines for Children program at your clinic mkes a real di erence in the lives

of the families you serve. The work you do every day, screening patients, managiraccine inventory, staying up
to date on requirements, and ensuring no child misses a recommended immunizah due to cost, is what makes
vaccines truly accessible for all children in Illinois. We are grateful fooyr partnership and dedication, and we look
forward to continuing to support you in this important work.
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