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Overview

* VFC Updates

v 2018 Recertification

v Vaccine Management Plans
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v’ Digital Data Loggers

v  Temperature monitoring
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Disclosures

Speaker has no financial conflict with manufacturers of any
product named in this presentation. The use of trade names and
commercial sources during this presentation is for identification
only, and does not imply endorsement by the U.S. Department of
Health and Human Services, the U.S. Public Health Service, the
Centers for Disease Control and Prevention or the State of
California, Immunization Branch.
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2018 Recertification:

: State of California—Health and Human Services Agency
:!J{../ California Department of Public Health
¢) COPH

KAREN L. SMITH, MD, MPH EDMUND G. BROWN JR.
Director and State Health Officer Govemor

January 31, 2018 IZB-FY-17-18-06

TO: California Vaccines for Children (VFC) Program Providers

Sarah Royce, M.D., M.P.H., Chief
Center for Infectious Diseases
Division of Communicable Disease Control, Immunization Branch

SUBJECT: 2018 Vaccines for Children (VFC) Recertification

The California Department of Public Health (CDPH) Immunization Branch would like to
thank you for your participation in the Vaccines for Children (VFC) Program. The VFC
Program was created to help provide vaccines to children whose parents or guardians
may not otherwise afford or have access to vaccinations. By ensuring that eligible
children are vaccinated and vaccines are stored properly to maintain efficacy, VFC
Providers have been integral in improving the health of California’s children.

BACKGROUND

California Department of Public Health, Immunization Branch



2018 Recertification:

e Recertification is annually.

* Opened on January 31, 2018

e Access the on-line form from your account.

o Utilize the to help gather this information

ahead of time.
* Complete all required EZIZ lessons found on the
* Recertification closed on
e As of March 13th, had NOT recertified

California Department of Public Health, Immunization Branch


http://myvfcvaccines.org/
http://eziz.org/assets/docs/IMM-1207.pdf
http://eziz.org/eziz-training/

2018 Recertification:

State of California— Health and Human Services Agency California Department of Public Health

VACCINES FOR CHILDREN (VFC) PROGRAM

2018 VFC RECERTIFICATION WORKSHEET

Use this worksheet to gather information needed ahead of time to complete the online VFC Recertification Form on
MvyVFCvaccines.org.

DO NOT SUBMIT THIS WORKSHEET TO THE VFC PROGRAM.

Practice Information/Shipping

~gili
"

Employer identification Number (EIN) MNational Provider Identifier (MPI1)

CHDP Provider? MEDI-CAL Prowider? Would youlike tobe on

Cves  No C ves C No

the VFC online locator?
Tuesday : S {Closed for lunch from:
Wednesday : . (Closed for lunch from:

Thursday : S {Closed for lunch from:
Friday : . (Closed for lunch from:

Key Practice Staff

Role/Respon ty
Direct
Specialty: Phone Number:
Provider of Record
Clinic Title: Email:

_ -
Specialty: Phone Number:

California Department of Public Health, Immunization Branch



2018 Recertification:

e Who CAN recertify?
v’ Active VFC providers

* Who CANNOT recertify?

v’ Suspended providers
v’ providers with household combination vaccine storage units

* Consequences of not recertifying:

v May affect a provider’s ability to order vaccine
v No vaccine = not able to vaccinate our kids

California Department of Public Health, Immunization Branch



Completing 2018 Recertification:

* Accurate medical license numbers
 Calibration expiration date
 Digital data logger reminder

* VFC Customer Satisfaction Survey

« If you still have not re-certified contact your local VFC
Representative or the VFC Central Office immediately

California Department of Public Health, Immunization Branch



California Vaccines for Children (VFC) Program

2018 Program Participation Requirements at a Glance

Vaccine Maintain a current and completed vaccine management plan (for routine and emergency situations) that includes EZIZ VFC Program
Management Plan practice-specific vaccine management guidelines and protocols, names of staff with temperature monitoring Reguirements lesson
responsibilities, and completion dates of required EZIZ lessons for key practice staff. Designate a staff member
Updated for 2018 responsible for updating the management plan. WM
(mMM-1122)

Review and update the plan at least once a year, when VFC Program requirements change, and when staff with
designated vaccine management responsibilities change.

Ensure all staff with assigned vaccine management responsibilities review, sign, and date the plan annually and
whenever the management plan is updated.

Conduct regular vaccine management drills to maintain competency and readiness for emergency procedures, such as
vaccine transport.

Key Practice Staff | Designate on-site practice staff for each key role required by VFC, maintain key practice staff information updated in Vaccine Coordinator Roles &
the practice’s profile, and immediately report key practice staff changes by logging into MyVFCVaccines. Changes to Responsibilities (IMM-968)
the Provider or Provider of Record Designee cannot be made online, and a Key Practice Staff Change Request form
needs to be completed and submitted to the VFC Program. VEC Key Practice Staff Change

Reguest Form (IMM-1166)

There are four required VFC roles:

Provider of Record (POR): The physician-in-chief, medical director, or equivalent role that signs and agrees to the
terms of the VFC “Provider Agreement” and the California VFC Program “Provider Agreement Addendum” and is
ultimately accountable for the practice’s compliance. Must be a licensed MD, DO, NP, PA, pharmacist, or a Certified
Nurse Midwife with prescription-writing privileges in California.

Provider of Record Designee: The on-site person designated by the Provider of Record to sign VFC documents on
his/her behalf and to assume responsibility for VFC matters in his/her absence.

Vaccine Coordinator: An on-site employee who is fully trained and responsible for implementing and overseeing the
provider’s vaccine management plan.

California Department of Public Health, Immunization Branch



VFC Program Requirements

* Reviewed and update by the California VFC program on annual basis

* Providers are responsible for reviewing program materials that come out
during the year

* Providers are required to update their internal policies/protocols to reflect
those changes

* Program Participation Requirements At-A-Glance is an essential for
understanding the VFC Program

* Review this document prior to annual recertification
v Program requirements can be found here

* Can be found on eziz.org

California Department of Public Health, Immunization Branch



Vaccine
Managemer

HERS
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Written Vaccine Management Plan

e All facilities storing and administering
vaccines should have them

v’ These plans are a requirement for
participation in the VFC Program

* Vaccine Management Plan (2 parts)

— include all aspects of vaccine
management, from ordering, storage
conditions to temperature monitoring.

Outline steps and key
contacts in case of an emergency, such as
a planed or unplanned power loss.

California Department of Public Health, Immunization Branch

Vaccine Manaaement Plan I

Section 1: Important Co

Vaccine Manaﬂement Plan l
in the event of an emergency, such as unit




Vaccine Management Plans

Should have a one already In place

« Should include practice-specific vaccine management guidelines &
protocols

« Have names of staff with temperature monitoring responsibilities
« List of staff who have completed the EZIZ online lessons (for key staff)

« Ensure all staff with assignhed vaccine management duties review, sign
and date the plan annually

California Department of Public Health, Immunization Branch



Vaccine Management Plans

« Review and update the plan at least once a year
v OR ... When VFC Program requirements change
v OR . . . When staff with vaccine management responsibilities change

 All staff with vaccine management responsibilities need to review,
sign and date the plan annually, or whenever the plan is updated

California Department of Public Health, Immunization Branch
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Skilled and Properly Trained Staff:

- Designate a primary and a back-u
vaccine coordinator (VC)

Waccines are expensive and sensitive to temperature. Careful vaccine
management is essential te protecting your vaccine supphy.

v Oversee storage and handling activities within

and a Backup Vaceine Coordinator to implement routine and emergency
vaccine management plans. Their names and contact information must be

th e C I I n I C reported to the VFC Program through MyVFCVaccines.org. In many
practices, the Vaccine Coordinator is a medical assistant. In other
practices, the Vaccine Coordinator is an LV, RN, office manager, or
v A description of the vaccine coordinator’s role is
I n CI u d e d I n th IS J O b al d Responsibilities of the Vaccine Coordinator
The Vaccine Ceerdinator’s responsibilities vary depending on the amount of vaccine the practice gives

/ 1 and practice protocols. In seme practices, theVaccine Coerdinator is responsible for all vaccine
S l I l u S e e q u a y ral n e management activities, including training other (especially new) . In other practices, a different person

may have one or more vaccine management responsibilities, such as ordering vaccines. Below is a list of

essential responsibiliti

Receiving vaccines
* Be present when vaccine is delivered and immediately process it into inventory.
= Ensure that acceptable temperature ranges have been maintained.

- Storing vaccines
. e r O V I e r O r e C O r S O u e * Rotate the vaccine inventery so that vaccines with shorter expiration dates are used first.
*  Ensure that there are no expired vaccines in the refrigerater or freezer.
n . . n . *  KeepVFC vaccine separate frem private vaccine stoclk.
d t | n | d n r n n *  Perform routine cleaning on vaccine storage units.
Irectlty invoived in overseeing vaccine SR —
o o o o o o *  Use a cerdfied calibrated thermometer to review refrigerator and freezer temperatures.
*  Record minimum, current, and maximum temperatures on a VFC-supplied log twice a day.
I I I a n a e I I I e n aC I V I I e S I n e C I n I C * Take immediate action if temperatures are cutside acceptable ranges.
Implement the emergency vaccine management plan, if necessary.

*  Review vaccine temperature logs weekly.
*  Retain temperature logs for three years.

v" Financial implications of vaccine replacement

. - . . . . . = Perform a physical inventory of all vaccines in stock.
= Account for doses of returned or transferred vaccines since the last ord
COS C I n I Ca I l I l p I Ca I O n S O I I l IS an I n g O + Cemplete and submic the VFC vaccine order at MyVFCVaceines.org.
-

California Department of Public Health, Immunization Branch



New Temperature Monitoring Lesson
Required for key practice staff AND clinic staff responsible for
temperature monitoring

EZ I Z Lesson: Monitoring Storage Unit Temperatures

78% of Vaccine Coordinators
share storage and handling

Welcome to Monitoring Storage Unit Temperatures SRS i .
activities with other clinic staff

Rgbrigerstor Fenparsburs Log

HHHHHHHHH

uuuuuuuuuuuuuu

°)
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Required EZIZ Lessons for Key Practice Staff

VFC Program January
Requirements *

January

Storing Vaccines (NEW) 2018

Monitoring Storage Unit
Temperatures

(NEW)

January
2018

Conducting a Vaccine January

Inventory * 2018 Encouraged Encouraged

Refrigerator and Freezer January
Temperature Log (NEW) 2018

Vaccine Management January
Plan (NEW) 2018

*Test-out option available

2
California Department of Public Health, Immunization Branch
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Digital Data Loggers

Digital data loggers

California Department of Public Health, Immunization Branch



New VFC Requirement: Use of DDL for Temperature
Monitoring of VFC Supplied Vaccines- Summary
® Effective January 1, 2018, any vaccine storage unit storing VFC supplied

vaccines must have temperatures monitored by a continuous temperature
monitoring system or devices, such as digital data loggers.

e All VFC program providers must comply with this requirement prior to
being able to recertify for VFC Program participation in 2018.

e All thermometers (primary and back-up units) should have been replaced
with DDLs no later than December 1, 2017.

California Department of Public Health, Immunization Branch



New VFC Requirement: Use of DDL for Temperature
Monitoring of VFC Supplied VVaccines

Monitoring and Recording Temperatures Using DDLs

«  Maximum, minimum and current temperatures must be checked twice daily and documented
using current VFC Program temperature logs,

« Continuous temperature recording devices, digital data logger, and equipment (e.g.,
temperature alarm systems) do not eliminate the need for staff intervention and monitoring of
vaccine unit temperatures and taking immediate actions when indicated.

California Department of Public Health, Immunization Branch



New VFC Requirement: Use of DDL for Temperature
Monitoring of VFC Supplied Vaccines

Monitoring and Recording Temperatures Using DDLSs:

DDL must be inspected twice dally or sooner if a temperature alarm
nas been triggered.

DDL’s should record temperatures at a minimum of 30 min intervals
Download data a minimum of twice monthly from the data logger

Data downloads should be downloaded and stored in an electronic file
on your work computer.

Files should be easily retrievable and accessible to VFC Field Staff and
vaccine management staff.

Temperature files and VFC Temperature Logs must be kept for 3
years.

California Department of Public Health, Immunization Branch



Data Loggers Job Aids

Contact VFC

Sign up to receive
EZIZ news and
C letters

Frequently Asked
Questions

&

California Department of Public Health, Immunization Branch

A one-stop shop for immunization training and resources.

Question to Ask Vendors about Digital Data Loggers

Which of your products meet all the following requirements for data logger
a vaccine storage u

: a vial filled

Data Logger Setup & Use

Preparing New Data Loggers for Use

Refer to your device’s product guide or video to learn how to use your data logger. Please call your
vendor’s support contact number for all questions regarding setup, functionality, or configuration.

Set Up and Get Familiar with Functions

1. Determine what you will need to set up
and prepare your data logger to monitor
temperatures.

- Install software and canfigure the device
as needed. For some data loggers, data
download may require setup of a cloud
account or purchase of a flash drive.

« Locate the vendor's support contact number
in case you need to reach them during the
software installation or device setup.

2. Getfamiliar with your data logger.

+ Make sure you can find CURRENT, MIN, and
MAX readings. Some devices di y all of
these readings on the main digital display.
For others, you may have to access menus by
toggling buttons such as REVIEW, START, and

DISPLAY on the device.

Determine how your device will communicate
temperature alarms. Some data loggers may
display a red light or icon/symbol on the digital
display. Wi-Fi-enabled devices may issue text
messages or email alerts wirelessly.

3. Locate the necessary steps to download
temperature data files.

« Determine if your device must be stopped
before downloading data files to prevent
recording room temperatures.

+ Determine If your device must be unplugged
from the probe to download data files. Probe
must remain in storage unit at all times.

4. Locate the necessary steps to resume
temperature recording after data downloads.

- Determine how your device must be stored.
You may have to plug the data logger back into
the probe and press the START button.

+ Determine if your device must be reset
manually after recording temperatures.
Data loggers may reset either manually or
automatically.

5. Getfamiliar with your downloaded
temperature data files Induding summary
data.

« Make sure you can lacate key temperature
excursion details. Look for excursion time/
date, MIN/MAX temperatures, and total time
above/below alert limits.

« Locate the summary data. Most devices
generate a one-page summary of excursion
details that you'll need when reporting
temperature excursions to VFC.

Set up an electronic filing system for saving

your downloaded temperature data files to

your computer.

« Create separate folders for each storage unit
by location. For example, Injection_Room
Unit_01.

7. Store your data logger’s Certificate of

Calibration In a safe accessible location.

Configure Settings

Settings may be programmed on the data logger
of using the software installed on the computer
depending on your device.

1. Setthe temperature scale to Fahrenheit or
Celslus.

Set the recording Intervals to 15 minutes (If
not already pre-configured).

Set the LO/HI temperature alarm limits for
refrigerators and freezers:

[setings [ negurator_[reszer |
349°F (19°C) | -58.1°F (50.1°C)
[H [aerF@1q) |50 (149Q

Page 1 of 2

California Department of Public Health, Immunization Branch, Vaccines for Children (VFC) Program

This publi

IMM-1206 (1215)




Temperature
Monitoring




Temperature Monitoring:

e Ensure vaccine storage unit temperatures are recorded on current VFC
temperature logs.

* Monitor and record current, minimum and maximum temperatures in
vaccine refrigerators and freezers twice each day,

* Any VFC-approved mass vaccination clinic must monitor and record

temperatures every hour and attach data logger download summary
report to the transport log.

* Download and analyze temperature data files (feature of digital data
loggers) at the end of every two-week

California Department of Public Health, Immunization Branch



Temperature Monitoring:

* Acknowledge that if temperatures are not monitored and documented, if
temperature logs are missing, or if temperature logs are falsified, all affected
vaccines will be automatically deemed non-viable and considered a negligent
vaccine loss.

* Ensure VFC temperature logs are legible and completed accurately, and in
ink.

* Immediately cross out, correct, and initial neatly any inadvertent
documentation error.

* Ensure the supervisor certifies and signs that temperatures were recorded
twice daily,

* Acknowledge that temperature logs missing during a VFC site visit but found
at a later date will not be accepted.

California Department of Public Health, Immunization Branch



2018 Temperature Monitoring Logs

Refrigerator Temperature Log E Freezer Temperature Log

MONTH & YEAR gp refrigerator in OK range. Keep freezer in OK range.

F 5.0¢F

Check temperatures twice a day. eaday.
710, and

rinitials.

-1

California Department of Public Health, Immunization Branch



2018 Temperature Monitoring Logs

(3 Refrigerator Temperature Log

MONTH & YEAR _ REFRIGERATOR LOCATION/ID ~ VFCPIN

MONTH  TIME  INITIALS ALARM  CURRENT  MIN

Exampla, .7

W00 am. ] ; +3 "

*QVFC 1-877-243-8832

California Department of Public Health, Immunization Branch



2018 Temperature Monitoring Logs

N
(@ Refrigerator Temperature Log Instructions .
n c p refrigerator in OK range. ‘ Instructions

MONTH & YEAR REFRIGERATOR LOCATIONAD

HKeap refrigerator in OK range.

I6.0°F G450 F
_—

If no alarm:
r MIN,

P

IF ALARM WENT OFF:
r MIN,

If no alarm:

Clear MIMAK
Ensure data logger is in
place and recording.

ALARM WENT OFF:

1-877-243-8832 e e years. IMM-1125 Page

California Department of Public Health, Immunization Branch



2018 Temperature Monitoring Logs

(@ Refrigerator Temperature Log

MONTH & YEAR REFRIGERATOR LOCATIONAD c Keep refrigerator in OK range.

If no alarm:
r MIN,
(4

IF ALARM WENT OFF:

r MIN
D

1-877-243-8832

California Department of Public Health, Immunization Branch

Supervisor's Review

When log is complete

Wt

= understand that falsifying this log is
grol { i lac L arwd
terminatian from the W



Temperature Monitoring Changes:

* As of January 1st, 2018, the new acceptable temperature for
refrigerated vaccines is 36° - 46° Fahrenheit

Keep refrigerator in OK range.

California Department of Public Health, Immunization Branch






VEC Eligibility

* Who'’s eligible to receive VFC vaccine:
v' Children birth through 18 years of age

v' Medicaid eligible. In California, Medi-Cal and/or CHDP
v Uninsured: A child who has no health insurance coverage (regardless of income)
v Native American Indian or Alaska Native:

v Underinsured: Underinsured children are eligible to receive VFC vaccine only through a Federally
Qualified Health Center (FQHC) or Rural Health Clinic (RHC)

California Department of Public Health, Immunization Branch



VFEC Program Administration Fees

Providers may charge a vaccine administration fee to non-Medicaid VFC eligible
children

Maximum admin fee is $26.03 per dose in CA

For non-MediCal VFC-eligible children, waive the administration fee if the
parent/guardian is unable to pay.

For Medi-Cal children, never bill the difference between Medi-Cal’s administration fee
and the administration fee cap to the parent/guardian.

Acknowledge that revaccination is recommended if non-viable vaccines have been
administered to patients

California Department of Public Health, Immunization Branch



Integrity

California Department of Public Health, Immunization Branc



Program Integrity

e Clinic staff will conduct themselves in an ethical, professional, and
respectful manner in all interactions with VFC Program staff.

e Never alter, or falsify immunization or VFC Program-related records

* |tisa VFC Program requirement to maintain records for a period of
three years

California Department of Public Health, Immunization Branch



California Department of Public Health, Immunization Branc



ACIP’s 2018 Recommended Immunization
Schedules are published!

e The 2018 Children and Adolescents and Adults Immunization Schedules
are now available online.

» Color print copies will be mailed to all VFC providers in the spring,
along with the 2018 POM and Temperature logs.

* A program letter for VFC providers is in the works.
* Copies of the schedule will be included in visit packets.

* For healthcare professionals:
%

v

California Department of Public Health, Immunization Branch


https://urldefense.proofpoint.com/v2/url?u=http-3A__links.govdelivery.com-3A80_track-3Ftype-3Dclick-26enid-3DZWFzPTEmbWFpbGluZ2lkPTIwMTgwMjA2Ljg0OTEzNzcxJm1lc3NhZ2VpZD1NREItUFJELUJVTC0yMDE4MDIwNi44NDkxMzc3MSZkYXRhYmFzZWlkPTEwMDEmc2VyaWFsPTE3MTcxNTIzJmVtYWlsaWQ9ZWRnYXIuZWRuYWNvdEBjZHBoLmNhLmdvdiZ1c2VyaWQ9ZWRnYXIuZWRuYWNvdEBjZHBoLmNhLmdvdiZmbD0mZXh0cmE9TXVsdGl2YXJpYXRlSWQ9JiYm-26-26-26103-26-26-26https-3A__www.cdc.gov_vaccines_schedules_hcp_child-2Dadolescent.html&d=DwMFAA&c=Lr0a7ed3egkbwePCNW4ROg&r=M1zG2PRFjptnIZtakC4od8oPzopn1mdZqncG8SSoFMQ&m=vx_dv16Qqmj3shdbAf67ETX2bDPZpHRaZzLsjrxxfAA&s=vHR2xYy47bi7WSMr5AJSc3ek-tJyWo58i0R5QVZV0nw&e=
https://urldefense.proofpoint.com/v2/url?u=http-3A__links.govdelivery.com-3A80_track-3Ftype-3Dclick-26enid-3DZWFzPTEmbWFpbGluZ2lkPTIwMTgwMjA2Ljg0OTEzNzcxJm1lc3NhZ2VpZD1NREItUFJELUJVTC0yMDE4MDIwNi44NDkxMzc3MSZkYXRhYmFzZWlkPTEwMDEmc2VyaWFsPTE3MTcxNTIzJmVtYWlsaWQ9ZWRnYXIuZWRuYWNvdEBjZHBoLmNhLmdvdiZ1c2VyaWQ9ZWRnYXIuZWRuYWNvdEBjZHBoLmNhLmdvdiZmbD0mZXh0cmE9TXVsdGl2YXJpYXRlSWQ9JiYm-26-26-26104-26-26-26https-3A__www.cdc.gov_vaccines_schedules_hcp_adult.html&d=DwMFAA&c=Lr0a7ed3egkbwePCNW4ROg&r=M1zG2PRFjptnIZtakC4od8oPzopn1mdZqncG8SSoFMQ&m=vx_dv16Qqmj3shdbAf67ETX2bDPZpHRaZzLsjrxxfAA&s=jyMkuxD0xUeXNFjuEvEj2-XDYeDKjuxEB87Wry5jTzk&e=

2018 IMMUNIZATION SCHEDULE FOR CHILDREN

Figure 1. Recommended Immunization Schedule for Children and Adolescents Aged 18 Years or Younger—United States, 2018.
(FORTHOSE WHO FALL BEHIND OR START LATE, SEE THE CATCH-UP SCHEDULE [FIGURE 2]

Th Ay

T i

bella® (MMR)

NOTE: The above recommendations must be read along with the footnotes of this schedule.

California Department of Public Health, Immunization Branch
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Afternoon TEAch

e New for 2018
 Webinar-based educational opportunity

* Topics range from VFC Program requirements to current ACIP
recommendations

* Will be broadcast approximately every two months to start

California Department of Public Health, Immunization Branch



Special Thanks to:

« Karen Turner, Section Chief Field Services
» Claudia Aguiluz, VFC Program Manager

» Christina Sadorra-Sapad, MPA, Asst. Section Chief, VFC
Program

 Michele Thomas, MPH, PHA, Centers for Disease Control and
Prevention

» Brenton Loule, Sr. Field Representative, Bay Area Region

California Department of Public Health, Immunization Branch



S_teven J. Van_Tine
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