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INTRODUCTION

It isimportant for providers tothoroughly review the North Dakota Vaccine Management Policy in order
to understand the requirements of the Vaccines for Children (VFC) program and to ensure proper
vaccine storage and handling. Vaccines are extremely fragile and require extratime and diligence.

As always, contact the North Dakota Immunization Program with questions or concerns. Thank you for
using safe and effective vaccination practices to contribute to the health and wellness of the people of
North Dakota.

VACCINES FOR CHILDREN PROGRAM BACKGROUND

The VFC programiis a federally funded program that provides vaccines at no cost to children who are
VFCeligible. The VFC program was created by the Omnibus Budget Reconciliation Act (OBRA) of 1993 as
a new entitlement programto be a required part of each state's Medicaid plan. OBRA was passed by
Congresson August 10, 1993, and the VFC program became operational October 1, 1994.

The VFC program offers free vaccine toindividuals 18 and younger who are Medicaid eligible, American
Indian or Alaskan Native, uninsured, or underinsured (a child whose health insurance benefit plan does
not covervaccines or a particularvaccine). Fundingforthe VFC Program is approved by the Office of
Managementand Budget and allocated through the Centers for Medicare & Medicaid Services (CMS) to
the Centers for Disease Control and Prevention (CDC). CDC buys vaccines ata discount and distributes
themto grantees—i.e., state health departments and certain local and territorial publichealth
agencies—whichinturndistribute them at no charge to those private physicians' offices and public
health clinicsregistered as VFC providers.

VFC PROGRAM REQUIREMENTS

All of the following requirements listed are included on the 2015 Prevention Partnership Program
enrollment form. Itisimportant thatall providers are familiar with the federal program requirements.
Providerssignthe enrollment formannually and agree to the following:

1. lwillannually submita provider profile representing populations served by my
practice/facility. | will submit more frequentlyif a) the number of childrenserved changes or
b) the status of the facility changes during the calendar year.

Providers and staff must understand:
e Theannual provider profile is auto-populated with NDIIS doses administered data based
on the previous calendaryear.
e |tisthe provider’sresponsibility to notify the immunization programif client population
size or status of the facility changes.



I will screen patients and document eligibility status at each immunization encounterfor VFC
eligibility (i.e., federally or state vaccine-eligible) and administer VFC-purchased vaccine by
such category only to children who are 18 years of age or younger who meet one or more of
the following categories:

A. FederallyVaccine-eligible Children (VFC eligible)

1. Are an American Indian or Alaskan Native;

2. Are enrolledin Medicaid;

3. Have no health insurance;

4. Are underinsured: A child who has healthinsurance, but the coverage does not
include vaccines; a child whose insurance covers only selected vaccines (VFC-
eligible for non-covered vaccines only). Underinsured children are eligible to
receive VFCvaccine onlythrough a Federally Qualified Health Center (FQHC), or
Rural Health Clinic (RHC) or under an approved deputization agreement.

B. State Vaccine-eligible Children

1. Inaddition, to the extent that my state designates additional categories of
children as “state vaccine-eligible”, | will screen for such eligibility as listed in the
addendumtto this agreementand will administer state-funded doses (including
317 funded doses) to such children.

Children aged 0 through 18 years that do not meet one or more of the eligibility federal
vaccine categories (VFC eligible), are not eligible to receive VFC-purchased vaccines.

Providers and staff must understand:

The eligibilityrequirements forthe VFC program.

The eligibilityrequirements for patients who are state vaccine-eligible. The vaccine
coverage table can be found at www.ndhealth.gov/Immunize/Providers/Forms.htm.
The options foradministering VFCor private vaccine forchildren that have Medicaid as
secondaryinsurance.

The VFC program does not have any authority overadministration fees charged to
privatelyinsured children.

NDDoH staff will monitorthe screeningforeligibility requirements during the VFC
compliance site visit by reviewing arandom sample of charts for children 0— 18 years.
How and whento documenttheinitial VFCscreening appropriately.

How to conduct VFCscreeningand document screeningresults at subsequent
immunization visits forall children0— 18 years.

How to document changesto VFCeligibility status.

How to appropriately document VFCeligibility in the North Dakota Immunization
Information System (NDIIS) and/ or electronic medical record.


http://www.ndhealth.gov/Immunize/Providers/Forms.htm

3.

For the vaccinesidentified and agreed upon in the provider profile, | will comply with
immunization schedule, dosages, and contraindications that are established by the Advisory
Committee on Immunization Practices (ACIP) and included in the VFC program unless:
a. Inthe provider's medical judgment, and in accordance with accepted medical practice,
the provider deems such compliance to be medically inappropriate for the child;
b. The particular requirements contradict state law, including laws pertaining to religious
and other exemptions.

Providers and staff must understand:
e Thecurrent ACIP recommendations and how to locate these recommendations and the
VFCresolutions.
e The process NDDoH usesto notify VFC-enrolled providers about changes to the VFC
program.
e Thestate lawsrelated tovaccination requirements and acceptable vaccine exemptions.
e Thetrue contraindicationsforeach vaccine.

I will maintain all records related to the VFC program for a minimum of three years and upon
request make these records available for review. VFCrecords include, but are not limited to,
VFCscreening and eligibility documentation, billing records, medical records that verify
receipt of vaccine, vaccine ordering records, and vaccine purchase and accountability records.

Providers and staff must understand:
e Allrecordsrelatedtothe VFC program must be maintained forthe required time period.

| willimmunize eligible children with publicly supplied vaccine at no charge to the patient for
the vaccine.

Providers and staff must understand:
e Patients, Medicaid or private insurance companies cannot be billed for the cost of VFC
vaccine or otherstate-supplied vaccine.
e Providers must use the NDDoH VFC Vaccine Borrow/Return Form and follow NDDoH
requirements related to the borrowingand returning of all state-supplied vaccine.
e NDDoH will monitorthe borrowing activities of VFC-enrolled providers during VFC

compliance site visits and monthly errorreports.

e Borrowing VFCvaccine toadministertoa non-VFC-eligible patient may occuronlyin
rare, unplannedsituations (i.e., adelayed vaccine shipment, vaccine spoiled in-transit or
delayed vaccine or swapping forashort outdate).

e Providersare expected to maintain an adequate inventory of vaccine for theirnon-VFC-
eligible patients.

e VFCvaccine cannot be used as a replacement systemforaprovider’s privately
purchasedvaccine inventory.


http://www.ndhealth.gov/Immunize/Documents/Providers/Forms/VFCBorrowReturn2013.pdf

e Borrowing VFCvaccine must not preventaVFC-eligible child fromreceivinganeeded
vaccination because VFCvaccine was administered to a non-VFC-eligible child.

e Providers mustdocumentall borrow/return occurrencesinthe NDIIS and on the
borrow/return form.

I will not charge a vaccine administration fee to non-Medicaid federal vaccine eligible children
that exceeds the administration fee cap of $20.99 per vaccine dose. For Medicaid children, |
will accept the reimbursement forimmunization administration set by the state Medicaid
agency or the contracted Medicaid health plans.

Providers and staff must understand:
e The maximumamountthatcan be chargedto VFC-eligible children.
e Theadministrationfeeis pervaccine and not perantigeninthe vaccine.
e Medicaid may not reimburse the total administration fee charged to Medicaid.

I will not deny administration of a publicly purchased vaccine to an established patient
because the child’s parent/guardian/individual of record is unable to pay the administration
fee.

Providers and staff must understand:
o Theonlyfeethat mustbe waivedisthe administration fee; other visit or office fees may
be charged as applicable and are beyond the scope of the VFC program.

I will distribute the most current Vaccine Information Statement (VIS) each time a vaccine is
administered and maintainrecords in accordance with the National Childhood Vaccine Injury
Compensation Act (NCVIA), which includes reporting clinically significant adverse events to
the Vaccine Adverse Event Reporting System (VAERS).

Providers and staff must understand:
e How to obtainthe mostcurrent VIS forms.
e Theuse of VIS formsappliestoall vaccinesincluded inthe NCVIA or purchased through
federal contracts.
e How toreportadverse eventsto VAERS.

I will comply with the requirements for vaccine managementincluding:

a. Vaccine ordering and maintaining appropriate vaccine inventories;

b. Not storing vaccine in dormitory-style units at any time;

c. Storing vaccine under proper storage conditions at all times. Refrigeratorand freezer
vaccine storage units and temperature monitoring equipment and practices must
meetthe North Dakota Department of Health storage and handling recommendations
and requirements;



d. Returningall spoiled/expired publicvaccines to CDC’s centralized vaccine distributor
within six months of spoilage/expiration.

Providers and staff must understand:
e Theneedto complywithall requirements outlinedinthe NDDoH Vaccine Management
Policy.
e NDDoH Vaccine Loss Policy.
e NDDoH Fraud and Abuse Policy.

e How to ordervaccine usingthe North Dakota Immunization Information System (NDIIS)
and how to submit monthly temperature logs.

e The procedure to returnvaccinestothe centralized distributor.

10. | agree to operate within the VFC program ina manner intended to avoid fraud and abuse.

11.

12.

Consistent with “fraud” and “abuse” as defined in the Medicaid regulations at 42 CFR §455.2,
and for the purposes of the VFC Program:

Fraud: is an intentional deception or misrepresentation made by a person with the knowledge
that the deception could result in some unauthorized benefit to himself or some other person.
It includes any act that constitutes fraud underapplicable federal or state law.

Abuse: provider practices that are inconsistent with sound fiscal, business, or medical
practices and result in an unnecessary cost to the Medicaid program, (and/or including actions
that resultin an unnecessary cost to the immunization program, a healthinsurance company,
or a patient); or in reimbursement for services that are not medically necessary or that fail to
meet professionally recognized standards for health care. It also includes recipient practices
that resultin unnecessary cost to the Medicaid program.

Providers and staff must understand:
o Thesectionsof the Vaccine Management Policy that explains fraud and abuse and how
it isdetected, reported and followed up.
e Activitiesthatare deemedasfraudulentorabusive.

I will participate in VFC program compliance site visits including unannounced visits, and other
educational opportunities associated with VFC program requirements.

For providers with a signed deputization Memorandum of Understanding between a FQHC or
RHC and the North Dakota Department of Health to serve underinsured VFC-eligible children, |
agree to:
i. Include “underinsured” as a VFC eligibility category during the screening for
VFCeligibility at every visit;
ii. Vaccinate “walk-in” VFC-eligible underinsured children; and



13.

14.

15.

iii. Report required usage data.

Note: “Walk-in” in this context refers to any underinsured child who presents requesting a
vaccine; not just established patients. “Walk-in” does not mean that a provider must serve
underinsured patients without an appointment. If a provider’s office policyis for all patients
to make an appointment to receive immunizations then the policy would apply to
underinsured patients as well.

Providers and staff must understand:
e The 28 local publichealth unitsin North Dakota are the only VFC enrolled providers that
are deputized toadminister VFCvaccine to underinsured children.
e The NDDoH supplies 317 vaccine to private providers to vaccinated underinsured
children.
For pharmacies, urgent care, or school located vaccine clinics, | agree to:
a. Vaccinate all “walk-in” VFC-eligible children and
b. Willnot refuse to vaccinate VFC-eligible children based on a parent’sinability to pay
the administration fee.

Note: “Walk-in” in this context refers to any VFC-eligible child who presents requesting a
vaccine; not just established patients. “Walk-in” does not mean that a provider must serve
VFC patients without an appointment. If a provider’s office policy is for all patients to make
an appointment to receive immunizations them the policy would apply to VFC patients as well.

| agree to replace vaccine purchased with state and federal funds (VFC, 317) that are deemed
non-viable due to providernegligence on a dose-for-dose basis.

Providers and staff must understand:

e Thesection of the Vaccine Management Policy covering vaccine loss and when
replacement of doses may be necessary.
e NDDoH Vaccine Loss Policy

e How toreportnonviable vaccine.

I will document demographic, VFC and state eligibility and immunizationinformationin the
North Dakota Immunization Information System (NDIIS) within four wee ks of administration,
in accordance with N.D.C.C 23-01-05.3.

Providers and staff must understand:

e Alldemographic, VFCand state eligibility, vaccine funding source (private or public) and
immunization information should also be documented on aVaccine Ad ministration Record
(VAR), Patient Eligibility Screening Form orin the facility’s Electronic Medical Record (EMR).



16. | agree that all records, regardless of physical form, and the accounting practices and
procedures of my facility relevant to this agreementare subject to examination by the North
Dakota Department of Health, North Dakota State Auditor or the Auditor’s designee in
accordance with N.D.C.C. 54-10-19.

17. 1 understand this facility or the North Dakota Department of Health may terminate this
agreementat any time. If | choose to terminate this agreement, | will properly return any
unused federal vaccine as directed by the North Dakota Department of Health.

Providers and staff must understand:
e Situationsthatwould terminatetheir participationinthe VFC program.
e How toreturnunusedVFCvaccine.
e How to discontinueenrollmentfrom the VFC program.

e Ifa providerterminates their VFCenrollment, they mustreturn all unused VFCvaccine
within 30 days of the termination date.

VFC ELIGIBILITY

All patients must be screened for VFC eligibility at every immunization encounter. All demographic, VFC
and state eligibility and immunization information mustalso be documentedinthe NDIISANDona
Vaccine Administration Record (VAR), Patient Eligibility Screening Form orin the facilities Electronic
Medical Record (EMR). VFCvaccine should only be given to children who are 18 years of age or
younger who meet one or more of the following categories:

are an American Indian or Alaskan Native
are enrolledin Medicaid

have no healthinsurance

are underinsured OR

o 0 T o

Persons who meet one or more of the following categories are considered state vaccine-eligible and are
not eligible for VFC-purchased vaccine:

a. underinsured children at private clinics;

insured newbornsimmunized with the birth dose of hepatitis Bat enrolled birthing
hospitals;

c. insuredchildren at participating health units;
uninsured and underinsured adults for Td, Tdap, HPV, MCV4 and MMR.

An updated vaccine coverage table can be found at www.ndhealth.gov/Immunize/Providers/Forms.htm.

Underinsured children may only be vaccinated with VFCvaccine at a rural health center (RHC), federally
qualified health center (FQHC), ordeputized local publichealth unit due to changesinfederal policy
regarding delegation of authority. Delegation of Authority Agreements from 2007 between Coal


http://www.ndhealth.gov/Immunize/Providers/Forms.htm

Country Community Health Centerand private providersin North Dakotaare no longervalid. Federal
317 vaccine may be used to vaccinate underinsured children at private provider offices in North Dakota.
Private providers should continueto vaccinate underinsured children with state -supplied vaccine and
enterthe dosesintothe NDIIS as underinsured.

NDIIS VFC ELIGIBILITY OPTIONS

For data entryin NDIIS the following VFC eligibility options should be chosen:

American Indian: Race of the childis American Indian and this childis receiving state-supplied vaccine.
Privatelyinsured American Indian children should be entered as “not eligible” at private provider offices.
Universal local publichealth units must always enter “American Indian” forthe VFC eligibility category
for these children.

Medicaid: Medicaid enrolled or Medicaid-Eligible.
No Insurance: Child does not have healthinsurance.

Underinsured: A child who has health insurance, but the coverage does notinclude vaccines; a child
whose insurance covers only selected vaccines (VFC-eligible for non-covered vaccines only).

Not Eligible: Privately insured children receiving privately purchased immunizations. This statuswould
also applyto privatelyinsured adults or uninsured adults receiving privately purchased vaccines not
includedinthe 317 program.

Other State Eligible: 1) Privately insured children receiving vaccinations at universal local publichealth
units.  2) Privatelyinsuredinfants receiving the birth dose of hepatitis Bvaccine at enrolled birthing
hospitals. 3) Uninsured orunderinsured adults receiving vaccines through the 317 program (Td, Tdap,
HPV, MCV4 and MMR).

For further questions about VFCeligibility please consultthe VFC Questions and Answers section or
http://www.ndhealth.gov/Immunize/Providers/Forms.htm

VFC PROVIDER ENROLLMENT AND RECRUITMENT

Any providerwho has the potential to vaccinate a VFCor state-eligible patientis eligibleto participate in
the VFCor state-supplied vaccine program.

In orderto participate inthe state-supplied vaccine program the provider must:

e Notemployanyone foundtobe onthe Centerfor Medicare and Medicaid (CMS) List of
Excluded Individuals and Entities (LEIE). The searchable database can be found here
exclusions.oig.hhs.gov/.

e Enrollannually.
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e ServeaVFCand/orstate eligible population.

e Havea valid medical license in the state of North Dakota.
e Be abletoadequately store vaccine and vaccine products.
e Safelyadministervaccine.

o Followthe ACIP recommended immunization schedule.

e Followall VFCprogram requirements forreporting.

The Immunization Program will check the LEIE database and verify state licensure each yearwith annual
enrollment and quarterly for updated staff or staff turnover. Once a new providerenrollsthe LEIE
database and licensure will also be checked.

RECRUITMENT OF VFC PROVIDERS

The NDDoH Immunization Program willrecruitany provider who expresses interestin participatingin
the VFCprogram and has the potential to vaccinate VFC or state-eligible patients. Through professional
memberships, collaboration with other state agencies and active outreach the immunization program
will try to identify and recruit atleast 5 new providers each calendar year until 100% of North Dakota
providersthat see pediatricpatients have been enrolled in the VFC program. Priority will be given to
providers who see alarge number of children, who see alargely VFCeligible population ora practice
that isgeographically located in an areawith few or no other health care options.

ENROLLINGIN THE VFC PROGRAM

Once a new VFCproviderisidentified andis eligible (see VFC eligibility) for providing VFC or state
vaccine an enrollmentvisitis scheduled with the corresponding regional VFC coordinator. Atthe same
time the link forthe electronicenrollment surveyis sentto the primary contact at the clinic. The
electronicform mustbe completed and the last page of the survey printed and signed by the medical
director. Anoriginal copy of the signed enroliment form must be mailed back to the immunization
program. The new providerisalsoinformed thattheyshould begin monitoringtemperatures as soon as
possible. Before vaccine orders will be processed the immunization program must have one week of
stable, in-range temperatures. The primary and secondary immunization contact should also view two
modules produced by the CDC focusing on the VFC program and properstorage and handling. Once the
two modules have beenviewed ashort post-test should be taken on the Immunization Program’s
website. Once the post-testistaken the Immunization Program willreceive notification of the
completed test.

VFC RE-ENROLLMENT

Enrollmentis done annually, generallyin February. Startingin 2015, the enrollment process will be
largely electronic. Every enrolled provider fromthe previous year will receivea memo in the mail with
instructions on how to complete thatyear’s enrollment process. Thisinformationisalso emailed toall
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enrolled clinics viathe NDDoH’s listserves. The informationis the same as previous years but instead of
the clinicinformation being completed on paperand mailed the information can be submitted online.
The only exceptionisonthe last page of the enrollment survey; providers will be prompted to print the
very last page of the enrollment survey. Thisis necessary because the last page contains the Medical
Director’ssignature. This page must be signed by the Medical Directorand the original copy returned to
NDDoH.

The enrollment form still obtains contactinformation, designation of a primary and secondary contact
and requires a Medical Director signature agreeingto all VFC program requirements. This form will be
completed online using the enrollment survey.

The vaccine storage certification form will now be found within the onlineenrollment survey. A
separate formto complete thisisnolongerneeded.

The provider profile contains pre-populated estimate of VFCclients. This formis prepopulated with
NDIIS data fromthe previous calendaryear. Providerswillreceive apaper copy alongwith their mailed
enrollmentmemo. Providers are then asked to review the numbers. If for some reason the numbersare
deemed inaccurate, the provider should make changesto the profile formandinclude it with the
signature page of the enrollmentform. NDDoH will then contact the providers who feel theirnumbers
were incorrect and work to resolve the issue. The number of patients per provider will be determined
usinga formulabased onthe numberof dosesadministered by VFCeligibility type:

Age Group Vaccine Criteria

<1 year Pentacel or Pediarix ' (#doses)/3
1-6years MMR and MMRV # doses total
7 - 18 years Td and Tdap # doses total

If original copies of the signature page are notreceived by the due date, providers will be unable to
order VFC and state vaccine until they have beenreturned.

All providers mustalso complete an educational component each year. There are two modules
produced by the CDC focused on storage and handlingand the VFC program. For each facility the
primary and secondary vaccine contact must complete the trainings along with a posttest provided by
the immunization program. If thisisnot done priorto the enrollment due date the provider willnotbe
able to reenroll orreceive VFC orstate vaccine until thisis completed.

All providers who do not return enrollment paperwork or complete the required annualtraining
componentwill be contacted to determine the reason for not meeting the requirements and whether
they will continue inthe VFC program.
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VACCINE ORDERING AND DISTRIBUTION

VACCINE ORDERING

Providers submitall vaccine orders usingthe NDIIS. No paperor online orders are accepted. Providers
may still place material orders online at: www.ndhealth.gov/Immunize/Providers/Order.htm.

Vaccine orders will not be processed until the NDDoH has received monthly temperature logs from
the provider. StartingJanuary 1, 2015 the temperature logs thatare sentin monthly mustbe from a
continuous recording datalogger (see Thermometers for more information). The NDIIS vaccine ordering
module populates doses administered and currentinventory on hand. Providers have the capability to
manually enterdoses on handin case there isa discrepancy from what NDIIS has for on hand inventory.
Providers should note that by changingthe inventory on handinthe NDIIS ordering module does not
change the actual inventory in NDIIS. Providers must still adjustinventories in NDIIS provider lot
distribution.

Before proceedingtothe vaccine ordering section of the ordering module providers must verify that
contact information and business hours are correct. This will determine who should be contacted when
the vaccine arrives as well aswhenitcan be delivered.

The vaccine ordering module willautomatically calculate a suggested order minimum and maximum
based on doses administered and currentinventory on hand. The suggested order minimum will be
enough vaccine toimmunize one month of clients. The suggested order maximum will be enough for
three months. Providersare requiredtoleaveacommentif ordering overthe order maximum.
Providers are not guaranteed to receive anything overathree monthinventory. Orders may be
adjusted by the NDDoH if a provider has ordered too much vaccine based on VFC-eligible population,
providerinventory and doses administered reports.

Providers may not place more than one order per month exceptinthe case of an emergency. Please call
the Immunization Program for approval priorto placing a second order.

To preventunnecessary vaccine wastage, providers should notify clinicstaff that vaccine is being
shippedtotheirclinicafterthey have ordered vaccine. Providers should allow up to 2-3 weeks for

delivery.

There is a different process for ordering influenzavaccine from other vaccines. The Immunization
Program will request providers to pre-book influenza vaccine for VFC or state eligible childrenin the
spring of the year priorto the followinginfluenza season (example: pre-book in February 2015 for
distribution of influenzavaccine in October 2015). Once influenzavaccine is available for distribution,
the NDDoH will allocate doses to providers based on their pre-bookand vaccine availability. For
example, if 20% of the total state’s Flumist pre-book is available, then each provider will be allocated
approximately 20% of their prebook (some variability may exist due to rounding). Afterall of the pre -
booked vaccine has been allocated, the NDDoH will then allow foradditional orders of influenza vaccine.
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VVACCINE ORDERING FAQ

Q: Wejust received ourVFC vaccine order and the person responsible for ordering the vaccines forgot
to order rotavirus vaccine. Can we place an additional order for only rotavirus vaccine?

A: Thistype of situation can be prevented by making sure aninventory of the vaccinesis done priorto
the vaccine order being placed. Providers should attempt to determine whether their current supply
issufficientto last until the next month. If not, contact the Immunization Program to explainthe
situation and place an additional order of vaccine. Providers who frequently place multiple orders per
month will receive follow-up education regarding properinventory management.

Q: We ordered 80 doses of MCV4 and only received 20. Why?

A: Ordersare approved based onthe reported inventory and the previous month’s number of doses
administered allowing fora three monthinventory on hand. So, forexample, if your clinicreported
having 10 doses of MCV4 on hand and administering eight doses of MCV4in the previous month,
only 20 additional doses would be necessary for an adequate three-month supply. When ordering for
special situations (i.e., a planned mass immunization clinicor anticipation of increased demand for
back-to-school vaccinations), make anote in the “Comments” section of the vaccine ordering
module.

VACCINE DISTRIBUTION

The NDDoH will act as the central contact for VFCand state-supplied vaccine distribution and ordering.
McKesson Specialty, Ltd. will act as the distributorfor VFCand state-supplied vaccine.

Vaccineis shipped on Mondays, Tuesdays and Wednesdays only. This ensures the vaccine willarrive at
the providersite before the weekend. The method of shipping vaccine is acommercial shipping
company. Varicellaand MMRYV vaccines are shipped directly to providers from Merck.

Vaccine shipments from the NDDoH via McKesson and Merck are recorded in the NDIIS, whichincludes
the lot number, expiration date, doses sentand the providerto whom the vaccine is sent.

Providers are responsiblefor entering privately-purchased vaccine lot numbersinto NDIIS. The NDIIS
automatically differentiates privately-purchased lot numbers entered by providers from state-supplied
lot numbers by adding “— Private” to the private lot number. To further separate private lot numbers
theyare also highlighted in green when adding alot numberto a patientrecord. State-supplied lot
numbers appear with a “-State” at the end of the lot number. Providers should make sure that data
entry staff choose the correct lot number (private vs. state-supplied) in NDIIS when entering doses.
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VVACCINE DISTRIBUTION FAQ

Q: Our office days and hours vary from week to week. How can we make sure that the shipment will
arrive whenwe’re in the office?

A: Each time you place anorder inthe NDIIS vaccine ordering module you are required to enterthe
daysyour clinicisopen as well as business hours. If you know thatyou will be closed on certain days
or times please note thisinthis section of the ordering screen. Providers who anticipate being
unavailable atthe time of vaccine delivery should make alternative arrangements forthe vaccine
beingdelivered (i.e., having the vaccine delivered to anotherVFC-enrolled provider who agrees to
accept yourshipment).

VACCINE MANAGEMENT

Providers should designate a primary vaccine coordinatorand at least one backup.

PRIMARY VACCINE COORDINATOR:

BACKUP VACCINE COORDINATOR:

BACKUP VACCINE COORDINATOR:

These people must be responsible for the following:

e Monitoringand recording twice daily (inthe morningand evening) the temperatures fromthe
data logger onthe papertemperature logs foreach storage unit containing state-supplied
vaccine.

e Ifnecessary, adjustingthe temperature of avaccine storage unit.

e The primary vaccine coordinator should review temperature logs weekly if daily monitoringis
being conducted by a backup personto ensure propertemperaturerecording. The backup staff
should monitorthe temperature logs if the primary coordinatoris recording the daily
temperatures.

e Checkingexpiration dates of vaccine and ensuring the earliest outdates are placed in the front
of the freezer/refrigerator weekly.

e Receivingall state-supplied vaccine shipments or ensuring that others who may receive the
orderare aware of the procedure for receiving vaccine.

e Training of otherstaff that are responsible foradministering vaccine should be the responsibility
of the primary vaccine coordinator.

e Alogsheetshouldbe keptwith the vaccine management plan noting which staff have
participated inimmunization related training.

e Contactingthe immunization program as soon as there is a change in vaccine coordinators.

e Utilizingand maintaining propervaccine storage equipmentand temperature monitoring
devices.
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e Performingvaccine management practices through properorderingandinventory
management.

e Developing and maintaining an organizational system to distinguish between publicand private
stock.

e Postappropriate signsinorderto protectvaccine supply fromloss of power.

e Ensuringthe vaccine managementtemplate and emergency vaccine relocation plan are updated
at leastannually ormore frequently if staff has changed. The plan must be signed and dated by
the person completingit.

Each year the primary and secondary VFC contact from each enrolled facility will be required to
complete twoonline modules produced by the CDC. One module containsinformation on vaccine
storage and handlingand the otheron requirements of the Vaccines for Children program. All staff who
work with vaccines should attend the training, but at least two contacts from each facility are required.
The online training willbe posted on the immunization program webpage and will need to be completed
by each facility priorto the enroliment deadline or other specified date by the immunization program.
Afterviewingthe module providers will need tofill out a post-testfound onthe immunization program
website. Thisisseparate fromthe CDC post-test for nursing credit. The information from this page will
be sentto the immunization program and will provide documentation that the facility has met this
requirement.

IMPORTANCE OF STORAGE AND HANDLING

Propervaccine storage and handlingisimportantto ensure the efficacy of vaccinesin preventing
vaccine-preventable diseases. Failure to store vaccines properly canlead to an inadequate immune
response resultinginthe potential for disease outbreaks and the public’s mistrust of vaccines.

Good storage and handling practices are alsoimportantin orderto prevent the wastage of increasingly
expensive vaccines. In 2014, North Dakota providers reported wasting 4,895 doses of vaccine, excluding
influenza, which is approximately $234,776 worth of vaccine. Thisis only the reported wastage for
publicly purchased vaccine. There is no way to know how much vaccine was wasted and not reported.

Propervaccine storage and handlingis necessaryin orderto prevent havingtorepeatvaccinationsin
childrenthatreceived improperly stored vaccine. Repeatvaccinations canlead to an increase in adverse
reactions, distrust from patients, and wasted money spent on vaccinations that weren’t needed.

Providers must follow recommendations and general guidelines for handling, storage and disposal of
vaccines from Vaccine Storage and Handling Toolkit published by the CDC. The toolkit can be found at
www.cdc.gov/vaccines/recs/storage /toolkit/storage-handling-toolkit.pdf

Due to findings by the Office of Inspector General showing that many providers’ offices inthe United
States have unacceptable storage and handling procedures, the CDCis now requiring each state to
conduct unannounced storage and handling visits. These visits will contain the same basicelements as
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otherVFCvisits, butthe provider offices willnot be notified beforehand. Storage and handling
procedures will be the main point of the visit, along with chart reviews. Providers will receive corrective
actionsfor itemsthatare notbeingdone in accordance with VFCpolicy. Providers willthen be required
to be compliant within the given timeframe.

Informationin addition to these recommendationsis listed below. These recommendationsare NOT a
substitute forthe package insertincluded with each biological.

VACCINE STORAGE

STORAGE REQUIREMENTS

All VFCproviders are required to have appropriate equipment that can store and assist with the
maintenance of proper conditions of vaccines. The CDCrecommends stand-alone, self-contained units
that only refrigerate oronly freeze. The use of stand-alone unitsis considered a best practice. However,
combination refrigerator/freezer (household) units are acceptable forvaccine storage if the refrigerator
and freezer components each have aseparate external door. The use of the freezer componentin
combination unitsis notrecommended forfrozen vaccine. When purchasing new equipment, providers
should look forrefrigerators and freezers that have frost-free or automatic defrost cycle units. Providers
are encouraged to contact the North Dakota Immunization Program forguidance priorto purchasing
new refrigerators orfreezers. Providers may find tools to help them decide which refrigerators, freezers,
thermometers and transport equipment to purchase onthe immunization program website at
www.ndhealth.gov/Immunize/Providers/Forms.htm. After purchasing anew refrigeratororfreezer,
providers should monitorand documenttemperaturesinthe unittwice daily for one week priorto
storing any vaccine inthe unit.

Refrigerators and freezers used for vaccine storage must comply with the following requirements:

e Be abletomaintainrequired, stablevaccine storage temperatures year-round.

e Belarge enoughtoholdtheyear’slargestinventory.

e Have a working, certified and calibrated continuous recording datalogger inside each storage
compartment.

e Be dedicatedtothe storage of vaccines. Food and beverages mustnot be storedina vaccine
storage unit because this practice resultsin frequent opening of the doorand destabilization
of the temperature.

The CDC no longerallows VFCvaccine or other vaccine purchased with publicfunding to be stored in
dorm-style fridges underany circumstance. A dorm-style refrigeratoris a small combination
refrigerator/freezer unitthatis outfitted with one external door, an evaporator plate (cooling coil) which
isusually located insidean ice-maker compartment (freezer) within the refrigerator andis void of a
temperature alarm device. Its temperature control sensor reacts to the temperature of the evaporator
rather than the general airin the storage compartment. When the compressoris on, the evaporator
coolsto lowerthe temperature in the refrigerator, in most casesto below 0°C. Dorm-style fridges are
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not adequate forany storage of vaccine because they do not maintain propertemperatures and pose a
highrisk of freezingvaccine. If vaccine has been storedinadorm-style unitatany pointitshould be
considered non-viable.

GUIDELINES FOR PROPER STORAGE

The informationinthissectionisvital tothe properstorage of vaccines.

EINSIDE THE STORAGEUNIT

Do not store food or beverages in a refrigerator that contains vaccines. If otherbiologicals (i.e.,
medications, blood products, etc.) must be stored in the same storage unit, vaccine should always be
stored above the otherbiologicals to prevent spills

Stack vaccine with enough air space between stacks to allow cold air to circulate around the vaccine.
Do not stack vaccine nearthe walls or the top of the refrigerator. Coilsinthe wallsorthe air ventinthe
top of the refrigerator might be colderthanthe rest of the refrigeratorand could freeze vaccines.
Immunizations should be stored as centrally in the storage unitas possible.

Neverstore vaccine in the refrigeratordoor. The temperature of the refrigeratordooris unstable
because of openingand closing of the unit. Remove vegetable bins from the refrigerator; replace with
cold water jugs or bottles. DONOT STORE VACCINE IN THE SPACE FORMERLY OCCUPIED BY VEGETABLE
BINS.

Place ice packs in the freezerand filled plastic water jugs in the refrigerator to help maintain
temperature stability. This helps keep temperatures uniform and provides additional cold mass, both
of which are particularly useful if thereis apowerfailure.

Store vaccine products that have similar packaging or names (i.e. DTaP and Tdap) in different
locations to avoid confusion and medication errors. Label pediatricand adult versions of the same
vaccine clearly to avoid confusion. Attach labels directly to the shelves on which the vaccines are placed
or by labeling containersin which packages forthe same vaccine type are placed. Store all openedand
unopened vials of vaccine in their boxes so that their contents and expiration dates are easily
identifiable. Open only one vial or box of a particularvaccine at a time to control vaccine usage and
allow easierinventory control.

Store VFCvaccines separately from private pediatricand adult vaccines. Label VFCvaccines, so they
won’taccidentally be administered to non-VFCeligible children oradults. State, VFCand 317 vaccines
do nothave to be separated. NDDoH has a protocol in place that has been approved by the CDCthat
allows providers to store all state-supplied vaccines together.

Rotate vaccines in the refrigerator/freezer so that the shortest dated vaccine is used first.
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Remove expired vaccine from the storage unit as soon as possible after its expiration date to prevent
administration errors. Weekly, check vaccine inventory for expiring vaccine and rotate stock so the
shortest outdates are located in the front.

Store vaccine in its original packaging. This protects vaccine from light, which can be effectviability. It
also makes checking expiration dates and documenting correctlot numbers much easier.

ESTORING DILUENTS

Most vaccine diluents may be stored eitheratroomtemperature orin the refrigerator butthere are a
few exceptions forvaccine diluent that must be stored in the refrigerator.

Must be refrigerated: ActHib, Menomune (MPSV4), Menveo (MCV4), Pentacel (DTaP-IPV/Hib).

Refrigerate orroomtemperature: Hiberix (Hib), MMR, MenHibrix, ProQuad (MMRYV), Rotarix (RV1)
Varivax (Var), and Zostavax (HZV).

OUTSIDE THE STORAGE UNIT

Place a warning sign by the electrical outlet to preventthe refrigerator/freezer from being unplugged
or turned off (Appendix 1). Also place a warning sign on the circuit breaker for the
refrigerator/freezer.

Install PLUG GUARDS/PROTECTORS in outlets. Thisserves asan additional visual reminderto prevent
power loss.

In largerclinics, provide asource of backup power (generator) and asecurity systemto alertthe
appropriate personnel inthe event of apoweroutage. If applicable, test backup generators quarterly
and maintain backup generators atleast annually (check manufacturer specifications for test procedures
and maintenance schedules).

 STORAGE FAILURES

Unofficial studies have indicated some biologicals will retain their potency when leftatroom
temperature forshort periods of time. Inthe event of a vaccine storage mishap, contact the vaccine
manufacturer(s) for efficacy of vaccine not stored properly (Appendix 2).

When a storage unitfailure isidentified oranticipated (such asaplanned power outage) vaccine should
be moved to an alternative location or storage unitif possible. Temperaturesin the alternate storage
unitmust be monitored and documented. Itisveryimportantto documentall actions taken for
situationsinvolving astorage unitfailure, including the temperatures, times and vaccines potentially
affected.
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REFRIGERATED VACCINE

These vaccines MUST be stored at temperatures of 2°—8° C or 35°— 46° F:

DT or DTaP Hepatitis A
DTaP/HBV/IPV Hepatitis B
DTaP/Hib/IPV Human Papillomavirus

DTaP/IPV Hib

Influenza PPV-23
IPV Rotavirus
MCV-4 Td
PCV-13 Tdap

MMR vaccine may be storedinthe refrigeratororthe freezer. Storing MMR inthe freezer prevents

vaccine wastage due to power failures because the vaccine will take longer to warm to out-of-range

temperatures whenfrozen.
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Adapted with permissions from the California Department of Public Health, Immunization Branch
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[FROZEN VACCINE

Varicella, MMRV, and zoster vaccines are required to be stored at a temperatures between -58°F and
+5° F (-50° C and -15° C). Discard reconstituted varicella, MMRV and zoster vaccine after 30 minutes. Do
not freeze reconstituted varicella, MMRYV or zoster vaccine.

Protectvaricella, MMRV and zoster vaccine from light before and after reconstitution.

Freezer in combination unit s
Chest freezer

” Usable space is limited
\ (inside dashed lines).

/Put vaccines on

the floor of the

| f freezer, in the back.

‘ /Keep vaccines with shorter expiration
dates on top. [ r

Lold Pack

If you have vaccine that will expire in
3 months or less that you will not be able to
use, notify the VFC Program. |

Adapted with permissions from the California De partment of Public Health, Immunization Branch

TEMPERATURE RECORDING DEVICES

Providers must monitor the temperature of their refrigerator/freezer with certified thermometers.
Starting January 1, 2015, all providers are required to use an electronic data loggerto monitor the
temperatures of any units that storage state or VFC-supplied vaccine. Thermometers must be
calibrated and certified in accordance with National Institute of Standards and Technology (NIST) or
the American Society for Testing and Materials (ASTM) standards. For guidance on purchasing new
data loggers or calibrating current dataloggers please visit www.ndhealth.gov/Immunize /Providers/.
Providers are encouraged to contact the North Dakota Immunization Program for guidance priorto
purchasing new thermometers. Follow manufacturer’s recommended schedule for recalibration of the
certified thermometers.

Providers must keep certificates of calibration for vaccine storage thermometers on hand, as the
certificates will be reviewed during VFCsite visits. Purchasing thermometers and maintaining a current
calibration certificateis the responsibility of the health care provider, notthe immunization program. If

a current certificate of calibration is not retained a new data logger will need to be purchased by the
provider.
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Certificates of calibration must meet certain criteriain orderto be considered acceptable. They must
meetall criteriafromlists A OR B to meetthe requirement. All dataloggers provided by NDDoH have
calibration certificates that meet the given criteria.

A: Come froman ILAC-accredited laboratory and contain all of the below items:

e Name ofthe device

e Modelnumber

e Serialnumber

e Date of calibration (reportorissue date)

e Measurementresultsindicate unit passed testand the documented uncertainty is within
suitable limits (recommended uncertainty=+/-1F (0.5 C)

B: If froma non-ILAC-accredited laboratory it must contain all of the below items:

e Name of device

e Model number

e Serial number

e Date of calibration

e Measurementresultsforthe device

e Measurementresultsindicate unit passed testand the documented uncertainty is within
suitable limits (recommended uncertainty=+/-1F (0.5 C)

e Astatementthatcalibrationtesting conformsto ISO 17025

If the certificate of calibration does not have an expiration date, the date of expiration will be one
calendaryearfrom the date of calibration orissue date. There mustalways be a certified, calibrated
thermometerinarefrigerator orfreezerthat contains vaccine. Providers must have aback-up certified,
calibrated thermometerto use when the primary thermometeris sent back to be recalibrated. Starting
in 2015 a back-up certified, calibrated thermometer is required.

Starting January 1, 2015 all providers are required to use an electronicdata loggerto monitorthe
temperatures of any units that storage state or VFC-supplied vaccine. Thermometers should be placed
inthe centerof the refrigerator, nexttothe vaccine. The CDC recommends the use of adigital data
logger with a biosafe glycol-encased probe thatis able to provide continuous data monitoring
informationinan active display andis placed onthe outside of the unitdoor, allowing for reading
temperatures without openingthe unitdoor. The datastored in the thermometer should be easily
downloadableforreview. The probe should be detachable to allow the downloading of information
withoutremoving the probe from the storage unit. The digital dataloggershould alsoinclude:

e Alarmfor out of range temperatures

e Currenttemperature aswell as minimum and maximum temperatures
e Resetbutton

e Low batteryindicator
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e Accuracy of +/- 1°F (0.5°C);

e Memory storage of at least 4000 readings, devices willnot rewrite overold dataand stops
recordingwhen memoryisfull;

e User programmable logginginterval (orreadingrate)

StartingJanuary 1, 2015 all providers are required to have a certified and calibrated back-up
thermometeronhand. The thermometers should not be stored in storage units with vaccines. The
back-up thermometer must be available foruse in case the primary data loggerfails or needs to be
recalibrated orreplaced. VFCCoordinators will ask to see the back-up dataloggerson all VFC
compliance site visits. Back-up thermometers should be storedin aplace where staff have access
and know where they are stored. Back-up data loggers were provided by NDDoHin November 2014
with a one-time grant. Itisthe responsibility of the providerto keep acertified and calibrated
thermometeravailableforuse as a back-up temperature recording device.

 THERMOMETERS FAQ

Q: Werecently had a VFC compliance site visit, and the reviewertold us that our thermometeris past
its calibration date. Can we use the outdated thermometeras long as it is still working?

A: No.Providersare requiredto use certified, calibrated dataloggers forall units storing state-supplied
vaccines.

TEMPERATURE MONITORING

Monitor and document temperatures at least twice per day (beginningand end). It is also
recommended to reviewand record minimum and maximum temperature readings at the begi nning of
the work day ensuringthatrefrigeratorand freezertemperatures have beeninthe appropriate range.
Twice-daily temperature monitoring and recordingis required even when a continuous
graphing/recordingthermometerora digital dataloggerisused. Post a temperature-recording chart on
your refrigerator/freezerto record the temperatures. For copies of refrigeratorand freezer
temperature-recording charts please visit www.ndhealth.gov/Immunize /Providers/Forms.htm. Copies of
data loggertemperature recording charts must be submitted to the NDDoH monthly foreach unit

containing state-supplied vaccine.

Temperature logs must be kept on hand for a minimum of three years. This applies to both electronic
data loggertemperature charts and papertemperature logs.

Actions must be taken and RECORDED on every out-of-range temperature. If refrigeratororfreezer
temperatures are out-of-range, record the temperature on atemperature logand immediately isolate
the effected vaccine. Mark “do notuse” until the vaccine manufacturers and the NDDoH have been
contacted. Do not assume that the vaccine is not viable and do not discard any state -supplied vaccine.
Recorded actions should be sent monthly to the NDDoH along with the temperature logs. The
description of actions taken should include the date and time of occurrence, ambient room and storage
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unittemperatures, description of the problem, action taken, outcome, and the initials of the person
documentingthe information.

Temperature logs must contain the date, time and staff initials for each recorded temperature.

Temperatures must still be documented twice daily on papertemperature logs, evenwhena data
loggeris beingused. Paperlogsdo notneedto be sentto the immunization program butkeptonhand
to be reviewed at VFCyvisits. Electronicdataloggertemperature charts should be emailed to
dohtemplogs@nd.gov monthly. Vaccine orders will not be approved without data loggertemperature
charts startingin February 2015.

The biosafe glycol-encased probe must be locatedin the center of the storage unit. If the probeis
located neara fan or wall the thermometer may have distorted temperatures as these locationsin the
storage unit may actually be colder or warmerthan where the vaccine is stored. It isalsoimportant to
be sure thatthe probeisalsolocated with or nearvaccine. That way the thermometerwill givethe
actual temperature of the vaccine.

INAPPROPRIATE OR UNKNOWN STORAGE ENVIRONMENTS

The North DakotaImmunization Program reviews temperature logs submitted by enrolled providers.
The following situations may prompt action by the NDDoH:

e Temperatures notbeingdocumented twice perday when the clinic/practice is open.

e OQut-of-range temperatures are recorded, and no documentation regarding any actions taken to
correct or explain the temperature is provided.

e Out-of-range temperatures are recorded, butthe documented actions taken are inadequate for
the specificsituation.

Verbal reporting of temperatures or actions taken for out-of-range temperaturesis not acceptable. The
NDDoH may contact the clinic/practice staff to obtain properdocumentation and/or the vaccine
manufacturers to determine the vaccines’ safety and efficacy following exposure to unknown or
inappropriate temperatures.

Followinginvestigation, the North Dakota Immunization Program reserves the right to invalidate any
doses of vaccine that were administered after being exposed to unknown or inappropriate
temperatures. The NDDoH will notify the clinic/practice of the changes made to the dosesinthe NDIIS
and will recommend that a letter explaining the situation be sent to affected patients. If necessary,
the NDDoH may send out this communication.

VACCINE HANDLING

It isrecommended that vaccines not be drawn up untilimmediately priorto administration. Biologicals
may lose efficacy if drawn up and stored in syringes for any period of time. Indicate onthe label of each
vaccine vial the date and time it was reconstituted orfirst opened.
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Properly stored vaccines are valid up until expiration date. Ifthe expiration dateislisted asamonth and
yearonly, vaccineisvalid until the end of that month (e.g. July 2015 -- valid until July 31, 2015).
Vaccines must be utilized until the expiration date.

If vaccines are drawn up priorto administration because of large clinics or limited staff, observe the
following guidelines:

e NO vaccine should be administered if drawn up in syringes for more than 8 hours.

e  NEVERreturn vaccine toa multipledose container.

e  MMR may be keptup to 8 hoursin a dark, cool place afterreconstitution.

e  Varicella, MMRV and zoster must be administered within 30 minutes afterreconstitution.
Discard reconstituted vaccine if not used within 30 minutes.

The most currentversion of the Vaccine Information Statements (VIS) should be given at each
immunization encounterand foreveryimmunization given. The immunization program does not
provide copies of VISs for provider offices. The immunization program does notifyprovid ers of where to
find VISs and when VISs have been updated. This notification occurs through the quarterly immunization
newsletterand through the immunization list-serve. On each compliance site visitall VIS dates are
checkedto ensure provider offices have the most recent copy. Ifa providerisusinganold versionor
not supplying VISs they will receive follow-up and must demonstrate that they have corrected the issue.

By North Dakota law all immunizations administered to those 18 and younger must be enteredinto
NDIIS within four weeks of administration. VFCeligibilityisarequiredfieldin NDIISandisentered atthe
dose level. All required fields must be completed in NDIIS, so therefore the vaccine administration
record or electronichealth record must contain all fields that NDIIS requires.

Required NDIIS fieldsinclude:

e First, middle and lastname

e Race

e Ethnicity

e Date of Birth
e Gender

e Address

o C(City

e State

e Zipcode

e BirthState/Country

e Phone Number

e Parent’sName (if under 18 years of age)
e Date of vaccine administration

e Vaccine administered

e Vaccine Manufacturer
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e Lot Number
e Whetherlotnumberwas publicor private
e VFCeligibility

Otherfieldsthat mustbe documented at the time of vaccine administration:

e Publicationdate of VIS

e Date VISgiven

e Name and title of person who gave the vaccine
e Addressofclinicwhere vaccine was given

PROVIDER VACCINE MANAGEMENT PLANS

Providers are required to have a written vaccine management plan. All staff members should be
familiar with both routine and emergency policies and procedures. Posting the plan on or nearthe
vaccine storage unit will help staff members to know whatto do in the event that the primary or back-
up vaccine coordinators are unavailable.

A plantemplateisincludedinthe Prevention Partnership e nroliment mailing and can also be accessed
at www.ndhealth.gov/Immunize/Providers/Forms.htm. This should be reviewed and updated as needed

and at leastannually. NDDoH staff making compliance sitevisits will be reviewing providervaccine
management plans. Ata minimum, this plan mustinclude:

e Current primaryvaccine coordinator and at least one back-up.
e The primary vaccine coordinator should be in charge of providingeducation to al |
staff responsible for storing and administering vaccines.
e Date the planwas last updated and signature of staff person who completed the plan.
e Propervaccine storage and handling practices.
e Vaccine shippingand receiving procedures.
e Vaccine emergency plan.
e Vaccine ordering procedures.
e Inventorycontrol (e.g., stock rotation).
e Stafftraining (and documentation of training) on vaccine managementincluding storage and
handling.
e How to pack vaccine fortransport.
e Procedure forreturning or wasting nonviablevaccine.
e Proceduresforemergencyvaccine relocationinthe event of a powerfailure, mechanical
difficulty oremergency situation. Necessary components forthe emergency planinclude:
e Person(s) responsibleforpreparingand transportationincluding contact
information.
e How this person will be notified that vaccine needsto be moved.
e Locationthat will receive vaccine.
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e How receivinglocation willbe notified of transport.
e How to pack vaccine fortransport.

BORROWING AND RETURNING VACCINE

Private and non-universal local public health units that care for VFC-eligible and privatelyinsured
childrenin North Dakota must maintain two separate inventories of vaccines: privately purchased
vaccine forthe privately insured children and adults and publicly-supplied vaccinefor those who are
eligible. Borrowing between the two inventories of vaccines may occur, but must be a rare occurrence
(nonviablevaccine shipment, vaccine delivery delay etc.). Accidentally administering a dose of vaccine
fromthe wronginventory (i.e., givingadose of VFC MMR vaccine to a not-eligible child)is considered
borrowing. Inthe event of a vaccine-preventable disease outbreak the use of VFCvaccine fornon-VFC
eligible patients must first be approved by NDDoH and may constitute borrowingif thisapproval is not
given beforehand. Note: Forseasonal influenzavaccine, providers may use private stock seasonal
influenzavaccine to vaccinate VFC eligible children if VFC seasonal influenza stockis not yet available.
Those private stock doses used on VFC eligible children can later be replaced when VFC stock becomes
available. As a caution, due to the nature of influenzavaccine supply, providers may borrow private
vaccine to VFCstock at their own risk, as replacement VFC doses are not guaranteed. VFCinfluenza
vaccine must NEVER be borrowed. This one-directional borrowing exceptionis unique to seasonal
influenzavaccine. All borrowing regardless of direction must be documented in NDIIS and onthe VFC
Vaccine Borrow/Return Form which can be found here
www.ndhealth.gov/Immunize/Providers/Forms.htm.

CDC’s expectationisthat VFC-enrolled providers maintain adequate inventories of vaccine to administer
to both privately insured and VFC-eligible children. The borrowing of vaccine must be due to an
unforeseen delay or circumstance surrounding the vaccine that was ordered. Schedulinga mass
vaccination clinicwithout having appropriate amounts of both state and private vacci ne available on
hand for the expected participants would not be considered an unexpected circumstance.

All borrow/return occurrences must be documentedinthe NDIIS. These include any instances where
privately purchased vaccine is used toimmunize aVFC-eligible child orvice versa. The provider must
document why the vaccine was borrowed and must document the date the vaccine was replaced. The
VFCVaccine Borrow/Return Report must be used, in addition to, the borrow/return functionality in
NDIIS. The form must be kepton hand fora minimum of three years. Providers are able to run reports
in NDIIS, which show the status of borrow and return balances and patient-level borrow and returns. For
more information on borrowingand returning vaccine in NDIIS go to:
www.ndhealth.gov/Immunize/NDIIS/Training/Borrow Return.pdf.

Borrowing activities will be monitored as part of the VFC compliance site visit.

e Documentation mustoccurwhenanyvaccine is borrowed regardless of inventory origin.
e Togenerateaborrow orreturnin NDIISthe providershould enterthe immunization exactly as it
was given (i.e., private vaccineinadvertentlygiven to a Medicaid-eligible child. The private lot
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numbershould be chosen and the VFCeligibility should be setto “Medicaid”). Thiswill then
borrow a private dose of vaccine.

e The NDDoH requiresthat providers return any borrowed vaccine (whether private or state
supply) within four weeks of the occurrence.

e Monthly NDIIS data is pulled and examined for datainconsistencies. If errors are discovered
they are reportedtothe providertofollow up and eitherinvestigate the reason forthe erroror
correct the data entryif a mistake was made.

BORROWING AND RETURNING FAQ

Q: We gave private vaccine to a child because the last time the child was seen here, the family had
private insurance. After we submitted the claim, however, we found out that the family no longer
had insurance coverage. What should we do in this situation?

A: VFCeligibility screening must be done at every immunization visit to prevent these mistakes from
happening. Since this child does not have healthinsurance, he/she is considered VFC-eligible and
should have been given VFCvaccine. In this situation, the private vaccine administered to the child
should be borrowed to the state supply. State-supplied vaccine should be returned to the private
supply. These borrow/return transactions must be documented both on the VFCVaccine
Borrow/Return Report and in the NDIIS.

Q: At our clinic, we rarely borrow between state-supplied and private vaccine inventories. It does
happen occasionally, but the nurses just know to replace the vaccine they’ve used with doses from
the otherinventory. Do we still need to document this in NDIIS?

A: Yes. Itis veryimportantthatall borrow/return transactions are documented, bothin NDIISand on
the VFCVaccine Borrow/Return Report.

Q: In the old NDIIS we could borrow a box of vaccine at a time and | noticed that this is no longeran
option. How do | borrow dosesin the NDIIS and can | borrow more than one dose at a time?

A:Inthe old system providers hadto go inand change the lot numberfrom state-supplied to privately-
purchased beforeitcould be enteredinanimmunization record if aborrow occurred. This method
did allow forborrowing more than one dose at a time. The currentsystemin NDIISno longerallows
this. In orderto borrow a dose the vaccine should be enteredinapatientrecord exactly asit was
administered. Forexampleifa “NotEligible” child received a state-supplied vaccine it would be
entered as VFC “Not Eligible” and the state lot number. Whenitis enteredin NDIIS this way the
system will generateaborrow. Inthis circumstance aprivately-supplied vaccine giventoaVFC
eligible child would pay back the borrowed dose. Borrows and returns are now patientbased so
therefore several doses cannot be borrowed in one transaction. They mustall be done individually
and entered exactly as was administered.
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To appropriately document a borrow/return transaction, all of the following must be compl eted:

O VFCVaccine Borrow/Return Report
O Borrowdose(s)in NDIIS
O Returndose(s)in NDIIS

VACCINE RETURN AND WASTAGE

Vaccine Return: All non-viablevaccine that needs to be returned to McKesson because it has expired,
spoiled because of atemperature excursion or due to a vaccine recall. Multi-dose vials (MDVs) can only
be returnedif nodoses have beendrawn fromthe vial. Partially used MDVs must be documented as
vaccine wastage.

Vaccine Wastage: All non-viable vaccinethatis not able to be returned to McKesson. Thisincludes
broken vaccine vials or syringes, vaccine drawn into asyringe but notadministered, lost or unaccounted
for vaccine and partially used MDVs.

Startingin 2014 all vaccine returns and wastages must be entered into NDIIS. Papervaccine return
formsare no longeraccepted. Fortrainingonhow to use the NDIISvaccine return and wastage module
go to www.ndhealth.gov/Immunize/NDIIS/Training.htm .Notify the Immunization Program if any vaccine
must be wasted as a result of exposure totemperatures outside of the acceptable range. Failure to

report wasted vaccine to the Immunization Program may resultin yourfacility nolongerbeingable to
receive state-supplied vaccine.

Return all unopened vials and manufacturer’s pre-filled syringes of non-viable vaccine to McKesson.

Vaccine provided by the NDDoH should never be discarded. The one exception would be open vials or
syringes, including multi-dose vials from which doses have already been withdrawn. These cannotbe
sent back to McKesson. The vaccine should be reported as wastage inthe NDIIS vaccine return and
wastage module. The openvials and syringes should then be discarded peryourfacility’s policy.

All spoiled/expired state-supplied vaccines must be returned to McKesson within six months of
spoilage/expiration. When returningvaccine itshould be placedinashippingcontainerfrom aprevious
shipment of vaccine from McKesson. Packing material should be used so thatthe vaccine cannot move
aroundin the container. The vaccine does notneed to be keptat refrigeratororfreezertemperatures
therefore, notemperature monitoring devices or cool packs need to be used. All containersreturnedto
McKesson should have a packingslip created by the NDIIS vaccine return and wastage module. A
McKesson shipping label should be attached to the outside of the containerand all old shippinglabels or
bar codes should be removed or crossed out.

PROCEDURE FOR RETURNING NON-VIABLE VACCINE TO MCKESSON

1. Allvaccine returnsshould be enteredinto the NDIIS vaccine return and wastage module.
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2. Withinonetotwo business daysthe primary contact should receive an automated emailfrom
NDIIS that their packingslip is ready to be printed. The providershould then go backinto the
previousvaccine return and printthe packingslip. McKessonwill send areturnlabel inthe mail.
If a pickup needs to be scheduled please contact the Immunization Program. Otherwisethe
shipmentcanbe sentanytime UPSis at yourfacility. Providersshould not contact UPS directly
to schedule a pickup, as thismay resultin the providerbeing charged for the shipping fees.

3. Priorto shippingunopened, non-viable vaccine, you must have a packing slip from NDIISAND a
shippinglabel from McKesson.

4. Shipunopenednon-viablevaccine and acopy of the packingslip ina shipping containerreceived
from previous vaccine shipments.

5. DO NOT shipviable vaccine to McKesson.

6. DO NOT shipviable ornon-viable vaccine tothe NDDoH.

VACCINE TRANSFER

All vaccine transfers of VFC or state-supplied vaccine must be approved by the Immunization Program
priorto the physical transfer of any vaccine. Theimmunization programreserves the rightto not
approve vaccine transfers. Dataon vaccine transfers can also be analyzed in NDIIS to determine the
frequency with which vaccine is transferred.

Providers musttransferthe vaccine in NDIISwhen vaccine is transferred to another enrolled vaccine
provider. This process removes the doses from the inventory of the transferring providerand adds them
to the inventory of the receiving provider.

Cold-chain procedures must be used during the transfer of vaccine, evenif the distance between
providersis minimal. Refertothe CDC’s Vaccine Storage and Handling Toolkit
www.cdc.gov/vaccines/recs/storage/toolkit/storage-handling-toolkit.pdf forfurtherguidance on
transportingvaccine. If vaccine is beingshipped, providers must use a qualified pack out containerthat
guarantees propertemperatures can be maintained forthe transport of vaccine. If the vaccineisdriven
it should be packedina coolersothat appropriate temperatures can be maintained and neverplacedin
the trunk of a car or left forlong periods of time. Whenevertransferring ortransporting vaccine, a
continuous recordingthermometershould be placed inthe package. When the vaccine arrives atits
destination the thermometer should be checked to ensure that vaccines have stayed within the
appropriate temperature range.

Frozenvaccine can only be transferred ortransported in a portable freezer designed for this purpose.

Dryiceis nolongerallowedtobe used forthe transport of frozen vaccines. Frozen vaccine must stay
between-58°F and +5° F (-50° C and -15° C).

The immunization program has developed ashort tips guide on transporting vaccine and can be found
on our website at www.ndhealth.gov/Immunize/Providers/Forms.htm.
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PROVIDER-TO-PROVIDER TRANSFER OF VACCINES

Providers who have excess vaccine on hand that will not be used before expiration are encouraged to
transfer this vaccine to other providers to utilize, and thus avoid being charged for wasted vaccine.
Providers should begin this process within 3-6 months of the vaccine expiring. Itisthe provider’s
responsibility to find another provider willing to accept the vaccine, and also to properly pack and
transport the vaccine to that providerfollowing standard cold-chain procedures. While the NDDoH is
willingto assistwhen possible, itis very difficult to match odd numbers of vaccines with other provider
ordersand to try to arrange for transferring between providers. Providers canfind contactinformation
for other VFCprovidersintheirareainthe NDIISunderthe “Provider Lookup” box (the list can be sorted
by city, provider name, etc., by clickingon the headings). Providers mustalso transferthe dosesin
NDIIS. Providers may only transferstate or VFCvaccine to otherproviders who are currently enrolled
inthe Prevention Partnership Program. If you need help determining whetherthe provideris enrolled in
this program please contact the immunization program.

VACCINE PACKAGING/SHIPPING

There are a variety of materials available to ensure that vaccines are protected and are kept at the
appropriate temperature during transport. Vaccines otherthan varicella, MMRV and zoster vaccine
needto be keptcool, but not frozen, during the shipping process. Varicella, MMRV and zostervaccines
on the otherhand, needto be keptfrozen while being shipped. Because the use of dryiceis nolonger
recommended fortransporting frozen vaccines from provider offices, the North Dakota Immunization
Program does notallow shipping ortransporting of frozen vaccines unless a portable unit designed
specifically forfrozen vaccine storage is used.

Consideroutside temperatures when traveling with biologicals. Do not leave vaccine ina vehicle for
extended periods of time in eithervery cold or very hot temperatures. Do not use the trunk of a vehicle
to transportvaccines. Do notship vaccine if the daytime temperature is expected to exceed 90° F. Do
not ship vaccine if the nighttime temperatureis expected to be below 0° F unlessitisvaccine which
should be frozen. When transporting vaccine temperatures should be checked every 30 minutesto
ensure vaccine is beingstoredin appropriate temperatures.

Vaccines must stay adjacentto the cold packsin orderto maintain the desired internal temperature
range whenthe outside temperatureis extremely high.

For more specificinformation about transporting vaccines, visit CDC’s Storage and Handling Toolkit at
www.cdc.gov/vaccines/recs/storage/toolkit/storage-handling-toolkit.pdf. The Immunization Program
has also developed ashort tips guide on transporting vaccine and can be found on our website at
www.ndhealth.gov/Immunize/Providers/Forms.htm.
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VACCINE DISPOSAL

Dispose of all materials properly:

Syringes, needles, empty vials and material containing biologicals should be disposed in sharps
containers, designated waste containers, etc. and burned, boiled orautoclaved beforedisposing
inlandfills. Unused orexpired vaccines are considered hazardous if they contain mercury (such as
thimerosal) or cresol-based preservatives. These are most commonly found in multidose vials
and some pre-filled syringes. Any vial thatis not empty and contains vaccine with a mercury or
cresol-based preservative must be managed as hazardous waste per North Dakota’s
Pharmaceutical Waste Guidance. This can be accessed
athttp://www.ndhealth.gov/wm/Publications/NorthDakotaPharmaceuticalWasteGuidance.pdf .
Forinformation about vaccines that contain thimerosal visit http://www.vaccinesafety.edu/thi-
table.htm.

Hazardous waste should be kept separate and should be disposed of properly. Alist of hazardous
waste disposal companies can be found at
www.ndhealth.gov/WM/Publications/HazardousWaste ManagementCompanies.pdf. Most health
systems already have policies and procedures for handling hazardous waste.

You can assume that preservative-free vaccines (most commonly single-usevials) and single-dose
pre-filled syringes are non-hazardous.

Otherdisposable items such as cotton balls, gauze, etc. should be secured in garbage bags for
disposal.

RECEIVING VACCINE

Itisthe responsibility of the providerto arrange for someone to be available toimmediately receive and
properly store the vaccine. Thisemployee must be trained in propervaccine storage and handling. A
back-up employeeshould also be trained. Providers must be on site with appropriate staff toreceive
vaccine at leastone day a week otherthan Monday and for at leastfour consecutive hours on that day.
If this is not possible, vaccine cannot and will not be delivered to the clinic.

Providers should have written protocols (included in the vaccine management plan) in place for
receivingvaccine. When youreceive yourvaccine shipment, it should be examined immediately.

Steps for Receiving Vaccine:

Examine the shipping containerand its contents for any signs of physical damage.

Determineif the shipping time was less than 48 hours (four days for varicella-containing
vaccines). If the interval between shipment from the supplierand arrival of the product at the
facility was more than these time frames, the vaccines could have been exposed to excessive
heator cold that may have altered theirintegrity. Shipmentinformation can be found onthe
packingslip.

Cross-check the contents with the packing slip to be sure they match.
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e Checkthe vaccine expiration datesto ensure thatyou have notreceived any vaccines ordiluents
that have already expired or will expire soon.

e Checkthat lyophilized (freezedried)vaccines have been shipped with the correct type and
guantity of diluents forreconstitution.

e Examinethe vaccinesanddiluents for heat or cold damage:

e Checkthe vaccine cold chain monitor(s), if present, to determineif the vaccines or
diluents have been exposed to temperatures outside the recommended range(s) during
transport. Vaccines thatrequire reconstitution and their corresponding diluents will
arrive inthe same shipping container. Forvaricella-containing vaccines, the diluents
should be ina separate compartment, usuallyin the lid of the shipper.

e Checkthat the vaccines were packed properly. There should be aninsulating barrier (such as
bubble wrap, Styrofoam pellets, or some other barrier) between the vaccines and the
refrigerated orfrozen coolant packs.

e Allvaccines, exceptvaricella, MMRV and zostervaccines, must be refrigerated immediately at
35-46°F (2-8°C).

e Varicella, MMRYV and zoster vaccines must be immediatelystoredinthe freezerata
temperature between -58°F and +5° F (-50° C and -15° C). MMR can be refrigerated orfrozen
uponreceipt.

If there are any discrepancies with the packingslip or concerns about the shipment, immediately notify
the primary vaccine coordinator (or back-up coordinator). Label the vaccines “DO NOT USE” and store
the vaccines underappropriate conditions separate from othervaccine supplies. Then contact the
Immunization Program and/or vaccine manufacturer(s)for guidance.

RECEIVING VACCINE FAQ

Q: Our packing slip states that we received 10 doses of Hib vaccine, but we didn’t receive any. What
should we do?

A: Contact the Immunization Program immediately to report any discrepancies between the packing slip
and youractual shipment. The Immunization Program will work with McKesson to make sure thata
replacementshipmentissentassoon as possible.

Q: The vaccine shipmentwas delivered on a day when the primary vaccine contact was out. The other
staff membersinthe office that day were unsure of what to do with the vaccine, so the vaccine
wasn’t unpacked until the following business day. What should we do?

A: First, keep the potentially spoiled vaccine separate from the othervaccinesin the refrige rator.
Clearly mark the vaccine witha “DO NOT USE” sign until the vaccine’s viability can be confirmed. Call
all vaccine manufacturers (Appendix 2) to determine vaccine viability. They will need to know
specifics surrounding the situation, including what time the delivery was received, the room
temperature and the time the vaccine was stored in a proper environment.

33



To prevent this situation from happeninginthe future, all staff members should be trained on how to
properly receive vaccineshipments. In certain circumstances providers may be required to replace
doses of lost state or VFCvaccine due to improper storage of vaccine upon arrival.

VACCINE LOSS

Current state and federal vaccine contracts stipulate that spoiled or expired vaccines cannot be returned
to the manufacturerforreplacement. Such vaccine losses are absorbed directly by the North Dakota
Immunization program’s budget.

Prevention Partnership Providers are required to report all wasted, expired, spoiled or lost vaccine to
the North Dakota Immunization Program and must be physically returned to McKesson within six
months of expiring or wasting. Please reference the Vaccine Return and Wastage section fordirections

on how to reportand return nonviable vaccine. Thisdocumentserves asthe NDDoH Immunization
Program’s policy formanagementof incidents that resultin loss of state -supplied vaccine. Replacement
of state-supplied vaccine will be requested if wastage was due to the provider’sfailure to properly store,
handle orrotate vaccine inventory.

Dosesreplaced perthis policy must be administered to VFCor state-eligible patients.

DEFINITIONS

Wasted: Any vaccine that cannot be used. Thisincludes expired, spoiled and lost vaccines.
Expired: Anyvaccine with an expiration date that has passed.

Spoiled: Anyvaccine that exceeds the limits of the approved cold chain procedures oris pre-drawn and
not used within acceptabletime frames. Always consult with the Immunization Program before
determiningthatthe vaccineis non-viable.

Lost: Commercial carrier (FedEx or UPS) or United State Postal Service (USPS) does not deliverthe
vaccine or does notdeliverinatimely manner.

SITUATIONS THAT REQUIRE VACCINE REPLACEMENT

The immunization program with cooperation from the provider may determinethat replacementis not
necessary, evenif criteriafromthis section have been met, based on reasons that were outside of the
provider’s control.

Expired Vaccine

e Failuretorotate or attemptto transfervaccine that resultsin expired vaccine amounting to
greater than 20 doses of any one vaccine in a 30-day period.
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Spoiled Vaccine

e Pre-drawnvaccine thatis not used. Please note the North Dakota Immunization Program
strongly discourages the practice of pre-drawing vaccine.

e Handlingand storage mishaps by provider staff.

e Vaccinethatis leftout of the refrigeratororfreezerand becomesnon-viable. Call the vaccine
manufacturerfirstto help you determine the stability/viability of vaccine left out of the
refrigerator/freezer.

e Freezingvaccine thatis supposed to be refrigerated.
e Refrigeratingvaccine thatis supposedto be frozen.
e Refrigerator/freezerleftunplugged.

e Refrigerator/freezerdoorleftopenorajar.

e Refrigerator/freezerequipment problems where proof of repairorequipment replacementis
not provided to the North Dakota Immunization Program within 30 days from the date you
became aware of the situation.

e Non-weatherrelated poweroutagesinwhichthe providerfails to take precautions.

e Vaccinethatis considered spoiled due to the provider not checking and/or reviewing
refrigeratorand freezertemperatures twice daily.

e Vaccine thatis considered spoiled because a provider did not take immediate orappropriate
action on out-of-range temperatures.

e Replacementvaccine: health care providers who must re-vaccinate due to negligence in failure
to keepvaccine viable (temperatures out of acceptable range) orimproperadministration will
be responsiblefor purchasing the vaccine needed to re-vaccinate.

Wasted Vaccine

e State-provided vaccine givento children oradults who are not eligibletoreceive itbased onthe
most recent NDDoH Vaccine Coverage Table which can be found here
www.ndhealth.gov/Immunize/Providers/Forms.htm.

e Discardingvaccine before the manufacturer’s expiration date (includes multi-dose vials).
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SITUATIONS THAT DO NOT REQUIRE VACCINE REPLACEMENT

Belowisa list of situations thatare NOT considered “provider negligence.” This listis not exhaustive. In
these situations, the provideris deemed not to be at fault. You may be required to produce a letter from
the alarm/alert company orthe powercompany.

e A commercial carrieror USPS does not delivertothe providerin atimely manner. Before making
the determination that the vaccine is non-viable, first call the vaccine manufacturer.

e A providerwho hasa contract with an alert/alarm company has a refrigerator that malfunctions,
and the alarm/alert company does not notify the provider.

e A providermovesvaccine toanearby hospital due to anticipated inclement weather, the
hospital experiences a powerfailure, and the vaccine manufacturer later deems the vaccine not
viable.

e Powerwasinterrupted ordiscontinued due toastorm, and after consultation with the vaccine
manufacturerand the North Dakota Immunization Program, itis determined that vaccine is not
viable.

e Avialthatis accidentally dropped or broken by a provider.

e Vaccinethatis drawn at the time of the visit but not administered due to parental refusal ora
changein physician orders.

e Expiredvaccine amountingtolessthan 20 dosesina 30-day period thatis not due to provider
negligence.

e Expiredinfluenzavaccine thatis not due to provider negligence.

e Extraordinarysituations notlisted above which are deemed by the North Dakota Immunization
Program to be beyondthe provider’s control.

e Refrigerator/freezerequipment problems where proof of repairorequipment replacementis
providedtothe North Dakota Immunization Program within 30days from the date you became
aware of the situation.

PROCEDURES FOR VACCINE REPLACEMENT

The vaccine replacement policy applies to any vaccine received as wasted by the North Dakota
Immunization Programon or afterJanuary 1, 2014. Financial reimbursement will be expected for doses
wasted priorto December 31, 2013.

e The providerwill receive aninvoice from the NDDoH forvaccine reported as wasted to the
North Dakota Immunization Program.
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e Theinvoice will reflect the number of doses that must be replaced by purchasing private
vaccine. Replacement vaccine must be the same brand and type as the state-supplied vaccine
that was lost.

e Replacement of the vaccine is due within 60 days of receivingthe invoice.

e Ifreplacementisnotcompleted within 60days, the North Dakota Immunization Program will
not supply vaccine tothe negligent provider until proof of replacement is received.

e A copyof the purchase order for private vaccine must be submitted to the VFC Manager within
60 days. The NDDoH must be notified immediately when the purchased vaccinearrives so that
the lot numbers can be enteredintothe NDIIS as state-supplied vaccine. Replaced doses must
not be administered to VFCor state-eligible children untilthe NDDoH converts the private lot
numbersto state-supplied lot numbersin NDIIS.

FRAUD AND ABUSE

DEFINITIONS

Fraud and Abuse as defined inthe PublicHealth Code of Federal Regulations 455.2:

www.ecfr.gov/cgi-bin/text-
idx?c=ecfr&sid=d79098ee26f348al1ab87837a3cd89e5d&rgn=div5&view=text&node=42:4.0.1.1.13&idno
=42#42:4.0.1.1.13.0.132.3.

Fraud: An intentional deception or misrepresentation made by a person with the knowledge that the
deception could resultin some unauthorized benefit to himself orsome other person. Itincludesanyact
that constitutesfraud underapplicable federal or state law.

Abuse: Provider practices thatare inconsistent with sound fiscal, business, or medical practices, and
resultinan unnecessary costtothe Medicaid program, [and/orincludingactions thatresultinan
unnecessary costtothe immunization program, a health insurance company, ora patient]; orin
reimbursement for services that are not medically necessary or that fail to meet professionally
recognized standards for health care. It alsoincludes recipient practices that resultin unnecessary cost
to the Medicaid program.

All cases of suspected fraud and abuse will be handled according to this policy and the Centers for
Disease Control and Prevention’s (CDC) Vaccines for Children (VFC) Operations Guide: Module 10 Fraud
and Abuse.

Suspected VFCfraud orabuse may be reported to one of the followingindividuals:

Abbi Berg, VFC Manager, is designated as the primary contact.
2635 E. Main Ave., P.O. Box 5520
Bismarck, ND 58506-5520
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(P) 701-328-3324 (F) 701-328-2499
alberg@nd.gov

Molly Howell, Immunization Program Manager, is designated as first back-up.
2635 E. Main Ave., P.O.Box 5520

Bismarck, ND 58506-5520

(P) 701-328-4556 (F) 701-328-2499

mahowell@nd.gov

Miranda Baumgartner, VFC/AFIX Coordinator, is designated as second back-up.
2635 E. Main Ave., P.O. Box 5520
Bismarck, ND 58506-5520

(P) 701-328-2035 (F) 701-328-2499
mlbaumgartner@nd.gov

FRAUD AND ABUSE HOTLINE

Suspected cases of fraud and abuse should be reported immediately to the North Dakota Immunization
Program at 800.472.2180.

ALLEGATION AND REFERRAL DATABASE

A database will be maintained to monitorand document all actions taken on allegations related to fraud
and abuse of VFC program requirements, including actions taken to address identified situations. The
followinginformation must be collected:

e Provider’sname (Medicaid ID, if known)

e Address

e Source of allegation

e Date allegationreported to NDDoH Immunization Program

e Description of suspected misconduct

o SpecificVFCrequirementsviolated

e Specificdatesand actions taken with provider (specificfollow-up activities:
education, site visit, suspension, removal of vaccine, or otheractions taken priorto
disposition)

e Value of vaccine involved, if available

e Successof educational intervention

e Disposition (closed, referred, entered into educational process) of case and date of
disposition

FRAUD AND ABUSE DETECTION AND MONITORING
Fraud or abuse can occur in many ways, and some types of fraud and abuse are easierforthe

Immunization Programto prevent ordetectthan others, dependingon how the VFC programis
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implemented. The Immunization program uses provider profiles, ordering patterns, monthlyerror
reports, VFCsite visits, temperature logs and doses administered reports to monitor provider
compliance with VFC program requirements. The Immunization Program will try to differentiate
betweenintentionalfraud and abuse and unintentional abuse orerrordue to excusable lack of
knowledge.

Some examples of potential fraud and abuse that VFC staff mightencounterare:

. Providing VFCvaccine to non—VFC-eligible children;

° Selling or otherwise misdirecting VFCvaccine;

. Billing a patient orthird party for VFCvaccine;

. Charging more than the established maximum regional charge foradministration
of a VFCvaccine to a federally vaccine-eligible child;

. Not providing VFC-eligible children VFCvaccine because of parents'inability to pay
for the administration fee;

° Notimplementing provider enrollment requirements of the VFC program;

° Failingtoscreen patients for VFCeligibility, or screening improperly;

° Failingto maintain VFCrecords and comply with otherrequirements of the VFC
program;

° FailingtofullyaccountforVFCvaccine;

. Failingto properly store and handle VFCvaccine;

° Ordering VFCvaccine in quantities or patterns that do not match provider profile
or otherwise involve over-ordering of VFC doses;

o Excessive or unnecessary wastage of VFCvaccine.

Fraud and abuse situations that should be referred to an external agency includeany of the above
activities which, upon assessment, are found to have been conducted purposefully and with the intent
to misrepresent ordefraud the VFC program, and/or negligence of VFC responsibilities has occurred.
Situationsinvolving Medicaid will be referred to the North Dakota Medicaid program. All non-Medicaid
situations willbe referred to the Office of the Attorney General. [See Fraud and Abuse Referral
Procedure]

If the suspected case is identified by Immunization Program staff, the program managerand VFC
manager will be notifiedimmediately. Within 5working days, the appropriate Immunization Program
staff member will contact the providerin questionto performanin-depthinterview. Thisinterviewwill
be recorded using the Fraud and Abuse Report Form. Data to be collected includes dates, names of staff
involved, method by which the suspect activity was identified, a narrative of the activity in question, any
corrective actions taken by the Immunization Program staff, and any referrals made. If deemed
appropriate, areferral toan external agency will be made. [See Fraud and Abuse Referral Procedure]

If the suspected case isidentified by an outside individual, within 5working days the appropriate
Immunization Program staff member willfirstinterview the individualand then the provider, again
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recordingthisinformation onthe Fraud and Abuse Report Form. If deemedappropriate, areferral to
an external agency willbe made. [See Fraud and Abuse Referral Procedure]

A file will be started forthe providerin question and a copy of all verbal and written correspondence
retained. The Immunization Program will follow-up with the external agency within 7working days, or
soonerif furtherinformation needs to be shared.

The NDDoH will investigate all allegations of suspected fraud and abuse and will determine if the
situationisintentional fraud and abuse or unintentional abuse or error due to excusable lack of
knowledge of the VFC program with no purposeful intent to misrepresent or defraud the VFC Program.
If the situationis found to be unintentional, an educational intervention will be made.

Immunization Program staff will provide in-depth education to the provider’s key staff about the VFC
program and North Dakota enrollmentand accountability requirements. The providerwill be required
to complete and return a corrective action plan detailing the steps that will be taken to prevent further
incidents. Thissigned plan must be returned to the Immunization Program within one month. The
providerwill also be required to sign an acknowledgmentthatitreceived additional education, and that
any recurrence of suspected fraud and abuse may resultin termination fromthe VFC program and
referral toan external agency forinvestigation.

If the investigation determines the situationisintentional the situation will be reported to an external
agency for investigation.

FRAUD & ABUSE REFERRAL PROCEDURE

If the VFC program determines from the assessment of information available that the situation requires
referral forfurtherinvestigation by an outside agency, the VFC program must make these referrals
within 10 working days from assessment. All suspected cases of fraud and abuse that require further
investigation mustbe referred to the Medicaid Integrity Group (MIG). All referrals will be sent to:

CMS Medicaid Integrity Group
(F) 410-786-0711
MIG Fraud Referrals@cms.hhs.gov

The followinginformation should be included to assist the MIG and the state Medicaid agencyin
evaluatingthe case:
e Name, Medicaid provider|D (if known), address, providertype (e.g., private
provider).
e Source of complaint(e.g., provider officer, VFC staff, anonymous caller).
e Date onwhichawardee received information that provider might be engagedin
behavior putting the VFC program at risk of loss due to fraud or abuse.
e Description of suspected misconduct with specificdetails including:
o Complete description of alleged behavior, persons involved and contact
information if available; include actions taken by program to confirm
behavior.
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o SpecificMedicaid statutes, rules, regulations violated, and how conduct of
providerviolated the rules orregulations.
o Value ofvaccine involved, when available.

e ContactinformationforVFCFraud and Abuse Coordinator.

e Have available all communication between the VFC program and the provider
concerning the suspected misconduct. Thisincludes signed provider enroll ment
forms, any education given to provideras a result of previous compliance problems,
and any general communication giventoall enrolled providers.

The Medicaid Integrity Group will then refer the case to the appropriate state Medicaid agency. The
state Medicaid agency will conduct preliminary investigations and, as warranted, refer appropriate cases
to the state’s Medicaid Fraud Control Unit following the Federal Regulatory schemefoundin 42 CFR
section 455.15.

Upon receivingasuspected fraud and abuse case, an auditor/investigator will conduct athorough
investigation and compile acriminal report oraudit report (depending on the type of case). The reportis
discussed with Utilization Review Management to determine course of action. Cases may then eitherbe
handledinternally orreferred to the Office of Inspector General or Attorney General’s office. The entity
takingaction will be responsible forreporting any sanctions to the Office of Integrity for the national
register. The contacts for Medicaid are:

Shanna Mills, Administrator, Fraud and Abuse

Medical Services Division Department of Human Services
600 E Boulevard. Ave, Department 325, Bismarck, ND 58505
701-328-4024

smills@nd.gov

Jodi Hulm, Administrator, Health Tracks/Healthy Steps Programs
Medical Services Division Department of Human Services

600 E Boulevard. Ave, Department 325, Bismarck, ND 58505
701-328-2323

jhulm@nd.gov

Allegations notinvolving Medicaid will be reported by the State Health Officerto the Office of the
Attorney General within 5working days requesting the assistance from the Office of the Attorney
General. The contact forthe Office of the Attorney Generalis:

Wayne Stenehjem, Attorney General
State Capitol

600 E. Boulevard Ave.

Dept. 125

Bismarck, ND 58505

701-328-2210

wstenehjem@nd.gov
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If deemed necessary afterreview by the state Medicaid agency, fraud may be referred to the
Department of Health and Human Services (DHS) Office of the Inspector General using the following
link:

https://oig.hhs.gov/fraud/report-fraud/index.asp

Initial contact forreferrals will be made by the Immunization Program to the appropriate agencyviaa
phone call to the designated contact person. The Immunization Program willthen providethe agency
with written documentation, includingacompleted Fraud and Abuse Report Form, North Dakota
Providerenrollment agreements and profiles, North Dakota Immunization Information System (NDIIS)
data, and any other pertinentinformation that has been obtained. Follow-up contact may be made via
phone or email but mustbe documented.

REPORTING OF VFC FRAUD AND ABUSE CASES TO THE CDC

All suspected cases of VFCfraud and abuse that are referred to the Medicaid Integrity Group for further
follow-up must be reported to the grantee’s Program Operations Branch (POB) project officer within
two working days of the referral to the Medicaid Integrity Group. Itis acceptable to copy the project
officeron the referral to the Medicaid Integrity Group as the official report to the CDC.

North Dakota POB Project Officer:

Sapana Parikh

National Centerfor Immunization and Respiratory Diseases
Centers for Disease Control and Prevention

1600 Clifton Rd, MS A-19, Atlanta, GA 30333

(P) 404-639-7523

euh8@cdc.gov

PERSONNEL TRAINING

AllVFC program staff will be trained on how to prevent, identify and follow up on situations thatinvolve
suspected VFCfraud and abuse or non-compliance with VFC program requirements. All VFC program
staff will be trained onthe properuse of the Centersfor Disease Control and Prevention’s (CDC) Non-
compliance with VFC Provider Requirements Protocol. The Fraud and Abuse policy will be disseminated
to new employees as part of employee orientation and will be reviewed as part of new employee
training. The North Dakota VFC Program Staff Manual outlines procedures to ensure the identification of
fraud and abuse.

ENROLLMENT & EXCLUSION CHECKING PROCEDURE

The North Dakota Immunization Program will exclude providers from participatinginthe VFC program
and the Prevention Partnership Program if the provideris found to be in non-payment status under
Medicare, Medicaid, and other Federal health care programs. Exclusion of providers may also occur due
to Office of Inspector General (OIG) sanction, failure to renew license or certification regi stration,
revocation of professional license or certification, ortermination by the North Dakota Medicaid Agency.

42


https://oig.hhs.gov/fraud/report-fraud/index.asp

The North Dakota Immunization Program will monitor OIG exclusions by checking the List of Excluded
Individuals and Entities on the OIGwebsite upon providerenrollment at exclusions.oig.hhs.gov/. This list
will be checked quarterly thereafterand compared to currently enrolled providers. Claims are not
processed by Medicaid for providers on the OIG list. Providers are strongly encouraged to check the
OIG list of excluded individuals/entities on the OIG website priorto hiring or contracting with any

individuals or entities. Enrolled providers who employ a person (including, but not limited to,
physicians, mid-level practitioners, nurses or nursing aides) from the excluded provider list will be
terminated from the program and the state Medicaid and MIG agencies will be notified.

The North DakotaImmunization Program also has the right to exclude providers that are not following
any other Prevention Partnership Program requirements. Vaccine willbe removed from the provider’s
possession and the provider will be prohibited from receiving future shipments until the exclusionis
lifted. The excluded provider or entity will be required to re-applyforthe Prevention Partnership
Program afterthe exclusionislifted. The North Dakota Immunization Program, State Attorney’s Office,
and the Medicaid Fraud and Abuse Unitwill work closely togetherto share any informationregarding
allegations and exclusions due tofraud and abuse.

The North Dakota VFC Program Manual: Module 10 Fraud and Abuse outlines procedures regarding
exclusion of providers fromthe VFC program.

VFCPROVIDER TERMINATIONS

The NDDoH will determine whether or not a providershould be terminated from the VFC program.
Providers will be notified in writing (certified letter) and through email of termination from the VFC
program.

Providers thatare terminated fromthe VFC program (both voluntarily and involuntarily) will be reported
to the state Medicaid agency viaemail. [See Fraud and Abuse Referral Procedure, North Dakota
Medicaid contacts]

ANNUALREVIEW OF FRAUD AND ABUSE POLICY

This policy will be reviewed, ata minimum, annually. The NDDoH VFC Manager is responsible for
maintaining and updating this policy. When updated, this policy must be reviewed and approved by the
Immunization Program Manager and the Attorney General’s Office. A copy of the updated policy will be
sentto the Medicaid contacts.

FRAUD AND ABUSE AND PROVIDER ACCOUNTABILITY

North Dakota providers will sigh an annual agreement, on behalf of all practitioners associated with
theirclinic, toadhere tothe rules of the VFCand North Dakota Immunization Program.

The North Dakota Immunization Program recognizes that staff turnoverisafrequent occurrence within
clinics. North Dakota providers are required to train new staff regarding the Fraud and Abuse Policy and
VFCrequirements.
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Providers may request education on the requirements of the Vaccines for Children (VFC) and Prevention
Partnership programs for their staff at any time. This education may be accomplished through the use of
compliance site visits orinformative presentations. Providers interested in further education on
program requirements should contact the North Dakota Immunization Program at 701.328.2378 or toll-
free 800.472.2180.

FRAUD AND ABUSE PREVENTION

The North Dakota Immunization Program takes many steps to prevent fraud and abuse. VFC
Coordinators conduct site visits ata minimum of 50% of enrolled providers peryear. The NDIIS tracks
VFCeligibility at the dose level. Arandom sample of ten records from the provider’'s medical recordsis
comparedto the NDIISVFCeligibility. If adiscrepancyisfound, the VFC providerissues a corrective
action. Site visit dataand corrective actions are tracked in CDC’s online database. The North Dakota
Immunization Program reviews NDIIS data monthly for VFCaccountability issues, including VFC doses
beingadministered to “noteligible” children. VFC Coordinators then follow-up with providers as
needed. The NDIISis also used by providers for vaccine ordering. Providers are limited to athree month
vaccine supply based on currentinventory and past doses administered. Providers who wishto order
more than a three month supply must provide ajustification. The NDDoH provides ongoing education to
providers regarding VFCaccountability. Educational opportunitiesinclude “Lunch and Learn”
presentations, astatewide immunization conference, site visit presentations, and the requirement for
two staff at each provider office toreview an online VFC Accountability and Storage and Handling
presentation eachyear.

VACCINES FOR CHILDREN (VFC) QUESTIONS AND ANSWERS

Vaccines for Children Program Eligibility
1. Whatis the VFC Program?

The VFC programis a federally-funded program that provides vaccines at no cost to children who
might not otherwise be vaccinated because of inability to pay. VFC was created by the Omnibus
Budget Reconciliation Act of 1993 as a new entitlement programto be a required part of each
state's Medicaid plan. The program was officiallyimplemented in October 1994 as part of the
President's Childhood Immunization Initiative. Funding for the VFC programis approved by the
Office of Management and Budget and allocated through the Centers for Medicare & Medicaid
Services (CMS) to the Centers for Disease Control and Prevention (CDC). CDC buys vaccines ata
discountand distributesthemto grantees—i.e., state health departments and certain local and
territorial publichealth agencies—whichinturn distribute them at no charge to those private
physicians' offices and publichealth clinics registered as VFC providers. Children who are eligible
for VFCvaccines are entitled to receive pediatricvaccines that are recommended by the Advisory
Committee on Immunization Practices through passage of VFCresolutions.
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2. Whois eligible forthe VFC Program?

Childrenthrough 18 years of age who meet at least one of the following criteria are considered
federally vaccine-eligible and therefore eligible to participate inthe VFC program:

o Medicaid eligible:achild whoiseligible forthe Medicaid program. (Forthe purposes of the
VFCprogram, the terms Medicaid-eligible and Medicaid-enrolled are equivalent and referto
children who have healthinsurance covered by a state Medicaid program.)

e Uninsured:a childwhohas nohealthinsurance coverage.

¢ Indian (American Indian or Alaska Native): as defined by the Indian Health Care Improvement
Act (25 U.S.C. 1603).

e Underinsured: Children who have commercial (private) health insurance but the coverage
doesnotinclude vaccines, children whoseinsurance covers only selected vaccines (VFC-
eligible for non-covered vaccines only), or children whoseinsurance caps vaccine coverage at
a certainamount— once that coverage amountisreached, these children are categorized as
underinsured. Underinsured children are eligible to receive VFCvaccine only through a
Federally Qualified Health Center (FQHC) or Rural Health Clinic (RHC), unless the child’s clinic
has signed an agreement with a FQHC to administervaccines to underinsured children on
theirbehalf. Local publichealth units in North Dakota are delegated authority to vaccinate
underinsured children with VFCvaccine. The North Dakota Department of Health supplies
federal 317 vaccine to private providers to vaccinated underinsured children.

3. Are childrenwho are on Healthy Steps (SCHIP) VFC-eligible?

No. Children who are on Healthy Steps are considered insured. Providers should administer
privately-purchased vaccine and bill the Healthy Steps program.

4. If a child has health insurance that covers vaccinations but has a high deductible, is that child
VFC-eligible?

No. Children who have health insurance but have high deductibles are considered insured. Once
the deductible is met, insurance covers vaccinations. They should be given privately-purchased
vaccine and insurance or the parentshould be billed.

5. Are all children who have Medicaid as a secondary insurance covered by VFC?

Situations can occur where children have private health insurance thatincludes full immunization
benefitsand Medicaid as a secondary insurance. These children are VFC-eligibleas longas they are
enrolledin Medicaid. VFCis an entitlement program, and participation is not mandatory foran
eligible child. For children that have full immunization benefits through a primary private
insurance, the decision to participate in the VFC program should be made based on what is
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financially most cost effective to child and his/herfamily. The options for private providers are
described below:

Option 1

Providers can administer VFCvaccine and bill insurance only for the administration fee. If this
optionisused, providers must notbill insurance for the cost of vaccine. Providers may choose to
billinsurance atthe private rate for the vaccine administration fee. If the insurance company
refuses payment, Medicaid can then be charged for the administration fee. As a precaution,
Medicaid may not be billed more than the VFCvaccine administration fee cap. The parentor
child should neverbe charged more than the VFCvaccine administration fee cap.

This optionis easiest for providers and best for patients, as there is no risk that the patient
will be billed forany amount for which the primary insurance or Medicaid refuses payment.

Option 2

A provider canadminister private stock vaccine and bill the primary insurancecarrier for both
the cost of the vaccine and the administration fee. If the primary insurance pays less than the
Medicaid amount forthe vaccine administration fee, the provider can bill Medicaid forthe
balance of the vaccine administration fee up to the amount Medicaid pays for the
administration fee. If the primary insurance denies payment of vaccine and the administration
fee, the provider may replace the privately purchased vaccine with VFCvaccine and bill
Medicaid for the administration fee. The provider must document this replacementin the NDIIS
using the borrow/return functionality.

The parent/guardian of a child with Medicaid as secondary insurance must never be billed fora
vaccine or an administration fee. Providers may be reimbursed a higheramount if privately
purchased vaccine isadministered and both the vaccine and administration fee are billed to the
primary insurance. The deciding factor on which vaccine inventory to use should be based on
what will be most cost effective forthe family.

Note: Local publichealth units (LPHUs) participating in the universal supply program must use
option 1.

6. If achild is AmericanIndian and has healthinsurance, is the child eligible for VFC vaccine?

American Indian/Alaskan Native children are always VFC-eligible. VFCis an entitlement program
and participation is not mandatory foran eligible child. For AlI/AN children that have full
immunization benefits through a primary private insurance, the decision to participate inthe VFC
program should be made based on whatis financially most cost advantageous to the child and
family.

7. If aparentis unsure if their child is underinsured, should I give VFC vaccine to that child?
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No.You should requestthatthe parentcheck theirchild’sinsurance coverage. If unknown,
administer private vaccineand bill insurance. Afterinsurance is billed, if itisfound that the child is
underinsured, VFCvaccine may be swapped for the private dose of vaccine administered. All
borrow/return transactions of state-supplied vaccine must be documented in the NDIIS.

8. How often do | have to check a child’s VFC status?

A child’s VFCstatus must be checked every time the child comesto a clinicforvaccination. The VFC
status must be enteredintothe NDIIS forevery dose of vaccine administered.

9. If achildis a memberof a Participating Provider Organization (PPO) or Exclusive Provider
Organization (EPO) and travels “out of network” for immunizations and the immunizations are
not covered “out of network,” but would have been covered within the PPO or EPO, is the
child VFC-eligible?

No.The childis notconsidered VFC-eligible, because the child’simmunizations would have been
covered withinthe PPO or EPO.

10. If achild’sinsurance coverage forimmunizationsis capped at a certain amount, is the child
considered VFC-eligible once the cap is met?

Yes. Once the insurance capis met, the insurance will nolonger coverimmunizations, so the child is
considered underinsured and therefore VFC-eligible. For example, if aninsurance company will
only coverup to $500 for immunizations and thatamount has been met, thenthe childis
considered VFC-eligible.

11. Are children who have health insurance but whose insurance covers only a percent of the cost
of one or more vaccines eligible for the VFC program? For example, the insurance covers 80%
of the cost of MCV4.

No, these children are considered to be insured for the purposes of the VFC program and are not
eligible toreceive VFCvaccine.

12. Can a child who has insurance that limits the coverage to a specificnumber of provider visits
annually be considered underinsured for the purposes of the VFC program once the number of

covered visits is reached?

If the child’sinsurance will not cover the cost of the vaccine afterthe child has exceeded the
number of covered provider visits, the child can be considered underinsured forthe purposes of
the VFCprogram.

13.Is it acceptable for a VFC-enrolled provider to turn away a VFC-eligible child
because his/her parent didn't want all the vaccines that a child was eligible to
receive administered at one clinical encounter?
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This questionis outside the scope of the VFC program.

14. Is it acceptable for a VFC-enrolled provider to ask that parents who do not wish
to have their child vaccinated to find a new medical home?

Thisquestionisoutside the scope of the VFC program.
Administration Fees
1. Whatis the maximum vaccine administration fee | can charge for the VFC Program?

StartingJanuary 1, 2013, the Centers for Medicare and Medicaid Services (CMS) set the vaccine
administration fee cap at $20.99 for North Dakota.

2. How much does ND Medicaid reimburse for the vaccine administrationfee?

Starting with the 2013 Prevention Partnership Agreement providers are able to bill up to $20.99 per
dose of vaccine administered. Medicaid will reimburse providers up-frontata lowerrate. Providers
are requiredto accept ND Medicaid’s reimbursement. Physician’s offices that specialize ininternal
medicine, family medicine or pediatrics and self-attest to theireligibility are able toreceivea
quarterly lump sum paymentto bringreimbursement up to $20.99 perdose. The self-attestation
formis located at http://www.ndhealth.gov/Immunize/Providers/Forms.htm. At this time
pharmacies and local publichealth units are not eligible forthe quarterly payment.

3. If achild is AmericanIndian and has insurance, what is the maximum vaccine administration
feel can charge for the VFC Program?

If using VFCvaccine for an American Indian child who hasinsurance, the provider may bill insurance
SO for the cost of vaccine and the private rate for the vaccine administration fee. However, if
insurance does not fully coverthe private vaccine administration fee, the provider cannot charge
the patientor their parent more than the VFCvaccine administration fee cap.

4. If aparent of a VFC-eligible childis unable to pay the vaccine administration fee, can | refuse
to vaccinate that child?

No. A provider cannotrefuse to vaccinate a VFC-eligible child if the parentis unable to pay the
vaccine administration fee.

5. What are the administration fee requirements forinsured children who have private health
insurance benefits that include immunization coverage (non-VFC-eligible children)?

The VFC administration fee caps only apply to VFC-eligible children and do not apply to privately-
insured children.

6. Can providerssend a billin order to collect the vaccine administration fee after the date of
service (forvaccines provided to non-Medicaid VFC-eligible children)?
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There are norestrictions against sending a bill for the vaccine administration fee afterthe point of
service. However, the provider cannot send the bill for the vaccine administration feeto collections
if the parent cannotafford to pay (i.e., if the parent does not pay the bill). The providercan send
the office visitfee orany othervisitfee (i.e., labs) to collections if unpaid, but not the vaccine
administration fee. The federal requirement restricts the provider from seeking paymentif the
parentcannot affordit.

Private and VFC Inventories

1. If myclinicdoes not have any private vaccine for insured children, can | borrow VFC vaccine
and then pay that back later when | receive additional private vaccine?

Providersthatcare for VFC-eligible and privately insured children in North Dakota must maintain
two separate inventories of vaccines: privately purchased vaccine forthe privately insured children
and state-supplied vaccine forthose who are eligible. Borrowing between the two inventories of
vaccines may occur, but mustbe a rare occurrence (i.e., delayed vaccine shipment, outbreak). VFC
vaccine cannot be used as a replacement program fora provider’s privately purchased vaccine
inventory. All borrow/return activity must be documented inthe NDIISand on the VFC Vaccine
Borrow/Return Report. The VFC Vaccine Borrow/Return Report must be kept on hand forthree
years. Please note: for seasonal influenza vaccine, providers may use private stock seasonal
influenzavaccine to vaccinate VFC eligible children if VFC seasonal influenzastockis not yet
available. Those private stock doses used on VFC eligible children can later be replaced when VFC
stock becomes available. As a caution, due to the nature of influenzavaccine supply, providers
may borrow private vaccine to VFC stock at theirown risk, as replacement VFC doses are not
guaranteed. Providers must neverborrow VFC influenzavaccine to vaccinate privatelyinsured
children.

2. If a VFC-eligible child starts a series at age 18, can the series be completed using VFCvaccine
after the child turns 19?

No. Once a childturns 19, the childisno longer VFC-eligible. Adults 19and older mustreceive
privately-purchased vaccine.

3. Asa VFCprovider,do | have to orderor offerall VFCvaccines available from the state health
department?

Yes. A provider may make a medical judgmentthataspecificVFC-eligible child should notreceivea
certainvaccination, but the vaccine must be stocked so itis available to all other VFC-eligible
children.

4. Must specialty providers offerall age-appropriate VFC vaccines to their VFC-eligible patientsin
order to enrollin the VFC program?
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Specialty providers, at the discretion of the NDDoH, may limit their VFC practice to particular
relevantvaccines. Specialty providers may include inpatient settings such as birthing hospitals,
pharmacies, juvenile detention centers and family planning clinics.

5. Does a Medicaid-enrolled providerhave to offer VFC vaccines?

A Medicaid-enrolled provider has to offerall services to Medicaid children that they offerto
insured children. Therefore, if aprovideris offering vaccines toinsured children, then they have to
offervaccinesto Medicaid children. Medicaid will not cover the costs of privately-purchased
vaccines, which is why providers are highly encouraged to enroll in the VFC program.

Vaccine storage and handling

1. Where can | get more information on vaccine storage and handling?

CDC’s Vaccine Storage and Handling Toolkit is available online and was sent out with the 2013
annual enrollment. Providers may also visitthe ND Immunization Program website at

www.ndhealth.gov/immunize.

2. What is the impact of a power outage on vaccine and what should be done with
vaccine?

General proceduresforpoweroutages are described inthe Vaccine Storage and Handling Toolkit.

All providers should have an Emergency Vaccine Retrieval and Storage Plan Worksheet preparedin

advance to guide themin the event of a poweroutage or otheremergency. This shouldinclude
plansfor alternative storage and transport of vaccines.

Note: The following key messages forimmunization providers:

In any type of poweroutage:

e Do not openfreezersandrefrigerators until poweris restored, excepttotransportvaccine
to an alternative storage location.

e Monitortemperatures and duration of power outage; don’t discard vaccine; don’t
administer affected vaccines until you have discussed with publichealth authorities.

3. Are "Dorm Style" refrigerators acceptable storage units for VFC vaccines?

StartingJanuary 1, 2013, dorm style refrigerators may never be used to store VFCvaccines. These
types of refrigerators may not be used for eventemporary storage.

4. Some of our providers have small compact storage units that were designed to
hold medical biologicals. Are these storage units acceptable for permanent
storage of VFC vaccine?

Yes, these types of vaccine storage units are acceptable if they meet the following conditions:

a) Therefrigeratorandfreezer compartments each have aseparate external door, or
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b) Unitsare stand-alone refrigerators and freezers

Refrigerators orfreezers used forvaccine storage must comply with the following requirements:

e Be abletomaintainrequired vaccine storage temperatures year-round;
e Belarge enoughtoholdthe year's largestinventory;
e Ataminimum, have aworking certified dataloggerinside each storage compartment;

¢ Be dedicatedtothe storage of vaccines. (Food and beverages must not be storedin a vaccine
storage unit because this practice resultsin frequent opening of the door and destabilization of
the temperature.)

5. Some of our providers have been removing VFC vaccine that comes in
manufacturer prefilled syringes from the original packaging to store in plastic
containers if storage space is a concern. What is CDC’s position on this?

CDC's positionisto have providers store vaccine in their original containers to help protect the

vaccine from damage due to storage errors, as well as, to decrease the possibility of administration

errors from inadvertently confusing similarly packaged vaccines. Storinginthe original packaging
alsomakes it easierto check expiration dates and ensure that staff are using the correct lot number
for documentingimmunizations.
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APPENDICES

1. “Do Not Disconnect” Warning Signs

2. Vaccine Manufacturers’ Quality Control Phone Numbers
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DO NOT DISCONNECT WARNING SIGNS

Do not unplug the refrigerator/freezer (§

WARNING

or hreak circuit.
Expensive vaccine in storage. DO NOT UNPLUG!

In event of electrical problem, immediately contact:

Refrigerator Contains Vaccines!

DO NOT UNPLUG!
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VACCINE MANUFACTURER QUALITY CONTROL NUMBERS

Vaccine Manufacturers’ Quality Control Phone Numbers

GlaxoSmithKline Merck sanofi pasteur
877-356-8368 877.829.6372 800.822.2463
¢ Infanrix® ® PedvaxHIB® ® DAPTACEL®
* Kinrix® * VAQTA® ® DECAVAC®
¢ Pediarix® ¢ GARDASIL® ¢ Pentacel®
¢ Cervarix * MMR-11® ® ADACEL®
* Boostrix® * PNEUMOVAX 23® ¢ ActHIB®
¢ Havrix® * RECOMBIVAX® s |-POL®
¢ Engerix-B® ¢ RotaTeq® ¢ Menactra®
* Twinrix® ® VARIVAX®
¢ Rotarix® * ZOSTAVAX®
* ProQuad®
Massachusetts Novartis Pfizer Medimmune
Biological Labs
617.474.3000 800.244.7668 800.999.9384 (opt 1) 877.633.4411
»Td s Menveo® »Prevnar 13® » FluMist®
When a temperature in a vaccine storage unit is discovered outside of the recommended ranges, it is vital to
contact the vaccine manufacturers to determine the viability of the vaccines.
i: ?E?Airngneﬁﬁgza :f vaccine tmustp be waste:i ;[;(f:, ;;p;i;;gon date for a vaccine must be changed, contact the North Dakota
mmunization Program a 472, X
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