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Presentation Objectives 

• Identify recent changes in provider participation 

requirements for CA VFC Program participants
 

• Review childhood and adolescent vaccines covered by 

the VFC Program 

• Discuss VFC Program requirements specific to vaccine 

availability and adolescents; required vs recommended 

immunizations 

• Review key aspects of proper vaccine management as 

outlined in the Program’s Vaccine Management Plans
	



  VFC PROGRAM 

OVERVIEW 



    21th Anniversary of the VFC 

Program 



   About CA’s VFC Program
	

50%  of CA’s 
children 0-18 years
of age are eligible to 
receive VFC supplied 

vaccines  (5M) 

 

VFC-Supplied 
vaccines are 

provider at no-
cost  to eligible children 

0-18 years of age, 
including those with no 

health insurance, 
American Indian/Alaskan 

Natives, and Medi-
Cal/CHDP  eligible 

children 

4,000 provider 
offices enrolled in the 
VFC Program, most of 
them are pediatric and 
family  practice offices 

11 Million doses of  
vaccines  are distributed 

annually 

15,000 calls are 
received by  VFC’s Call  
center annually,  staffed 

by  6.5 Customer 
Service Representatives 

½ Billion dollars 
worth of vaccines  are 
distributed annually 

20,000  vaccine 
orders are processed 

annually 

140 storage and 
handling incidents  

are reported each 
month- most of them 
due  to fridge left  open 
at the end of the day 

Over 2,000 QA  visits 
conducted annually  by VFC 

Field  Staff 



 Your Impact
 

YOU make it happen
 



   

   

 

* ^ Partial years 

 12,000,000 

9,602,307 

8,527,656 
8,088,297 

 10,000,000

8,000,565
7,718,353 7,786,515

 8,000,000 7,423,989 7,297,536 
7,045,660 

6,411,925 
5,888,130 

 6,000,000

 4,000,000

 2,000,000

 

2005 2006 2007* 2008 2009 2010 2011^ 2012 2013 2014 2015 

8
9
 M

il
li

o
n

 D
o

s
e
s
*


CA Vaccine Distribution 2005-2015
 

*Excluding Flu 

 



   

 
 

 
 

 

   
 

Vaccines Available Through VFC
 

•		The VFC Program includes all 
ACIP-recommended vaccines 

•		New vaccines are quickly 
incorporated into the program 
after 
•		the negotiation of a federal 

vaccine price contract; 

•		an official vote from ACIP; and 

•		An approved VFC Resolution 

•		CA makes all product, brands 
and presentations available to 
enrolled providers. 



   

  

ACIP-Recommended Pediatric and 

Adolescent Vaccines 
Adolescent vaccines 

•		 Human Papillomavirus (HPV) 

•		 Influenza  (flu) 

•		 Meningococcal conjugate  (MCV4) 

•		 Meningococcal B  

•		 Tetanus, Diphtheria, Pertussis  

(Tdap) 

Pediatric vaccines 

• Diphtheria,  Tetanus, Pertussis  (DTaP) 

• Hepatitis  A  (Hep A) 

• Hepatitis  B (Hep B) 

• Haemophilus influenza type b (Hib) 

• Inactivated  poliovirus (IPV) 

• Influenza (flu) 

• Meningococcal B (MenB) 

• Measles,  Mumps,  Rubella (MMR) 

• Pneumococcal conjugate (PCV13) 

• Pneumococcal polysaccharide (PPSV23) 

• Rotavirus  (RV) 

• Varicella (chickenpox) 

Combination  vaccines 

• DTaP-IPV combination  vaccine 

• DTaP-IPV/Hib combination vaccine 

• DTaP-HepB-IPV combination vaccine 

• MMR-V (MMR  + V) 



    

 

Vaccine Requirements vs. Federal 

Vaccine Recommendations 



     

  
   

  

 

  

VFC Program Requirement: Vaccine 

Availability 
• Providers, including non-traditional providers such as 

OB/GYNs, pharmacies, and others,  are required to offer age-

appropriate immunizations to patients served by their practice 

in accordance with schedules determined by the ACIP in its 

VFC resolutions 



     

  

 
 

 
 

 

VFC Program Requirement: Vaccine 

Availability 

VFC 
entitles 
children 
to all ACIP 
vaccines 

VFC Providers agree to comply with immunization 
schedules, dosages, and contraindications that are 
established by the Advisory Committee on 
Immunization Practices (ACIP) for the vaccines 
identified and agreed upon in the Provider 
Agreement and Provider Profile UNLESS: 

In the VFC Provider's medical judgment, and in 
accordance with accepted medical practice, the 
VFC Provider deems such compliance to be 
medically inappropriate for the child; 







  

 

Adolescent Vaccine Distribution
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RECENT VFC PROGRAM 

PARTICIPATION 

REQUIREMENTS 



  

 

 

  

 

Why Requirements Matter?
 
• Requirements are critical in many
 

industries, including agricultural, 

food, and healthcare 

•		Health care regulations and 
standards are necessary to ensure 
compliance and to provide safe 
health care to every individual who 
accesses the system. 

•		Health care regulations are 
developed and implemented not 
only by all levels of government 
(federal, state and local) but by 
private organizations as well. 



  
    

 

  
 

  

   
    

 

 
   

  Why Requirements Matter?
 

They  are important and 
impact us on a daily basis. 

Requirements are critical 
in many industries, 

including agricultural, 
food, and healthcare. 

In healthcare, they are 
necessary to ensure 

compliance and to provide 
safe health care. 

They are developed and implemented by 
all levels of government (federal, state and 

local) and private sector. 

While sometimes confusing, and sometimes viewed as 
burdensome, they are critical to ensuring safe and effective 

care for those accessing the health care system. 



    VFC

  

  

  

   

 

  

    

   

 

Why Requirements Matter for
 
•		Entitlement program- making sure services or goods intended for a 

population are accessible to them. 

•		In VFC, this means making sure vaccines intended to VFC children are 

available to them. 

•		Appropriate management of resources 

•		Vaccines are administered according to schedules, dosages, and have 

been handled appropriately to protect those receiving them 

•		Stewardship and Accountability 

•		ensuring resources are accounted for, and unnecessary waste is 

prevented
 

•		Federal program 

• maintaining the integrity of the program is key for its continued success 

•		Knowledge and education- continuously improves delivery of 

service, and effective management of areas of the program 



    

     

 
 

    
  

  
   

 

   

   

  

Provider Agreements, plus Certification of 

Capacity to Store and Manage Vaccines 

•		 Requirements for participation in the VFC 
Program are set by CDC and outlined in 
the Program’s “Participation Agreement” 
–		 Providers must agree with set requirements 

upon enrollment and on an annual basis 
thereafter (Recertification) 

–		 Failure to meet recertification requirement 
leads to suspension of ordering privileges 

•		 Agreements and Certification of Capacity 

–		 Important documents for the provider of 

record 

–		 signing as responsible party to ensure clinic 

participates in the program according to 

those requirements 



     

 

 

Key Areas of VFC Requirement 

Changes 

• Provider Enrollment & Recertification 

• Quality Assurance and Accountability 

• Vaccine Management 



      

   

Roles & Rules of Engagement.. Critical 

for those in charge 



      

 

 

  

 

 

 

  

Emphasis on the Provider of Record 

and Responsibilities 
Provider of Record –Medical Director or equivalent at the office who must 
sign the enrollment forms and whose responsibilities include: 

•		Operate within all program requirements 

•		Account for VFC doses AND be accountable for vaccine loss 

(negligence) 

•		Identify, train, and evaluate skill for key staff with vaccine 

management responsibilities 

•		Ensure use of appropriate vaccine storage and temperature 

monitoring equipment 

•		Develop and implement vaccine management plans (routine and 

emergency) 

•		Be present during compliance visits or designate staff to act on 

his/her behalf on VFC Program related matters, such as signing the 

visit acknowledgement form, when the POR is unavailable. 



    

  

  

 

  

 

 

Key Practice Staff Educational 

Requirement 

•		Provider Education Goals are 

designed to support providers in 

meeting VFC requirements 

outlined on the CDC Provider 

Agreement. 

•		 annual training must be provided on 

key program areas to all to enrolled 

providers annually
 

•		 Training completion must be tracked 

•		 A condition for continued participation 

•		CA’s approach: Utilize existing 

training platform for training and 

tracking completion of trainings
 



   

       

   

 

 

New Temperature Monitoring Lesson 

Required for key practice staff AND clinic staff 

responsible for temperature monitoring 

78% of Vaccine Coordinators 

share storage and handling 

activities with other clinic staff 



  

 

 
 

  
 

 

Training and Supervision
 

• Temperature monitoring is 
not a purely mechanical 
exercise. 

• Understanding the impact of 
the activity is critical. 

• Responsible staff must know 
how to react effectively to 
problems as soon as they 
arise. 

• Training not only is essential 
to allow adequate time for 
initial training, but training 
should be on-going, and 
verified. 



  

 

  

Temperature Monitoring
 

Recognizing that monitoring a unit’s current temperature ONLY, and 

not MIN or Max temperatures, is a critical gap in temperature 

monitoring. 





     

 

CDC Vaccine Storage and Handling
 
Improvement Project 

• Survey Question: What is the 

MIN temperature on a MIN/MAX 

thermometer? Select one. 



    

 

  
 

 

  

 
   

   

  

 
  

Enhanced Temperature Monitoring and 

Documentation 

Incremental changes 

• Temperature readings 
and frequency 

• Guidance for actions if 
temperatures are outside 
ranges 

• Documentation of 
actions taken 

• Recording staff 
member’s names 

• Supervisory review of 
logs 

• Checking for triggered 
alarms 

• Online documentation of 
actions taken 



     

  

 
  

 
  

 

   
 

 

  

 
 

 

 

Documentation of Storage and Handling 

Incidents 

•		If a cold chain failure is 
suspected (temperatures outside 
the recommended temperature 
range), providers must: 
•		 Store vaccine under correct
 

temperature storage conditions
 
•		Label the vaccine “DO NOT USE” 

so the vaccine is not administered 

until a response indicating the 

vaccine is acceptable for use has 

been received
 
•		Notify your clinic’s supervisor 

•		Report excursion into VFC’s 
new Storage and Handling 

Online Triage System
 
(SHOTS)
 
•		 Contact individual vaccine 


manufacturers for a determination 

of vaccine viability 



     

   

 
 

 

 

 

 

 
 

 

 

 

 

Improved use of Vaccine Storage 

Equipment 
2009: Stand 

alone 
refrigerators, 
household 

and purpose 
Mid 90’s: built, limited 

refrigerators, 
purpose 

build units 
standalone 

units 
optimal, 

household 

Any 
refrigerator. 

2000’s: No 
Dormitory-

style 
refrigerators, 
household 
combo unit 

use ok. 

combo unit 
use. 

2016: No 
combo 

standalone 
units ok. 



     

   

Improved use of Vaccine Storage 

Equipment 



   

 
  

 

  

 

   

 
 

Advance Temperature Monitoring 

Equipment 

Thermometer in 
each compartment of 
the refrigerator 

Use of Min/Max 
thermometers 

Use of buffered 
probes 

Use of high accuracy 
thermometers 

Use of continuous 
recording devices 



   

 

  

 

 

Accurate Temperature Monitoring 

Equipment 

• Thermometers are a critical 
component in ensuring 
vaccines are stored at the 
indicated temperatures. 

• Accurate and reliable 
thermometers- A worthwhile 
investment for any practice 
•		Inaccurate/inexpensive units 

could cost practices thousands 
of dollars due to inaccurate 
readings 
•		Vaccine loss 

•		Patient recall 

• Patient trust 



   

 

 
 

  
  

 

  

  

  
  

Continuous Temperature Recording 

Devices 
•		VFC is transitioning to the use of thermometers 

that provide continuous recording of min/max 
temperatures. 

•		 Digital Data Loggers 

•		These types of thermometer are preferred because 
they provide an indication of the length of time a 
storage unit may have been operating outside 
recommended temperature ranges. 

•		 Data readings are downloaded 

•		 Have varying levels of alarm notifications 

•		 Are capable of storing thousands of temperature 

readings
 

• Traditional min/max thermometer must be reset 

regularly (after properly recording temperatures) 
for useful readings. 



   VFC Program Requirements: 

Thermometers 

2016 
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Unacceptable Thermometers
 

Fluid-
filled 

biosafe 
liquid 

bi-metal 
stem 

food household 
mercury 

Chart 
recorders 

difficult to 
read 

failure to 
change the 
chart paper will 
result in 
unusable 
temperature 
data 

• have significant limitations in temperature monitoring 

• can be difficult to read and only indicate the temperature at 

the precise time they are read 

• temperature fluctuations outside the recommended range 

are not detected 



   

 

 

 

 

Thermometer 

Vaccines 

Purchase your unit ASAP 

•		Vaccines refrigerator/freezers without 

temperature monitoring cannot store VFC 

vaccine supply (or store ANY vaccines 

really!)
 

•		Vaccines in a storage unit without a VFC 

compliant thermometer, or without
 
temperature monitoring will be deemed 

non-usable
 

•		Without documentation of the current, 

minimum, and maximum temperatures it is 

unclear what the highest and lowest 

temperatures the vaccines were exposed
 
to.
 

Temperatures 

Vaccines 



   

 

 

  

   

 

    

 

 

Temperatures Re-Created?
 

• 2016 Certification of Capacity to 

Store and Manage Vaccines 

Agreement, #7: 

•	 “The Vaccine Manager shall monitor and 

record the temperatures (including 

current, minimum and maximum 

temperatures) in the refrigerator and 

freezer twice each day…If temperatures 

are not monitored and documented, or if 

temperature logs are falsified, the 

affected vaccines will be automatically 

deemed non-viable and will be 

considered a negligent vaccine loss.” 



 

  

  

   

 

 

 

 

   

  

 

Thermometer Calibration
 

• All thermometers (primary and back-up) must be 

calibrated annually  (or every other year when the 

manufacturer recommends calibration done in a period 

that is longer than two years), and have a valid Certificate 

of Traceability and Calibration Testing, also known as a 

Certification of Calibration. 

• A valid Certification of Calibration must be kept on file 

according to recordkeeping requirements and be readily 

available for review during VFC visits. 

• Calibration should be conducted by an ILAC/MRA 

accredited laboratory. 

• Thermometer no longer accurate within +/-1°F (+/-0.5°C) 

as indicated in calibration measurement results must be 

replaced at the next calibration due date. 



  

 

Certificates of Calibration
 

Keep these in a safe place! 



 

 

 

 

   

  

Site Visits
 

Enrolled providers agree to site visits from VFC Program 

staff, including 

1) scheduled compliance visits (CV) 

2) unannounced storage and handling visits (USH); and 


3) visits for educational and programmatic support 



  

 

  

 

  
 

Stewardship and Accountability
 

3.7 Billion dollars worth of annual vaccine  
purchase are supported by the VFC Program nationwide  

Strong accountability and program 
stewardship are essential to maintaining a strong VFC 
program 

Difference between free and no cost vaccines…. 
Vaccines are free to eligible patients, and provided at no cost to 
providers. However, they are not free. They have been 
purchased with federal dollars. 



  

  

   

  

   

   

 

    

“Lance Rodewald, an immunization expert 

at the WHO’s China office, said the 

broader risk was that parents might “lose 

confidence in vaccines and decline routine 

vaccination of their children as a result of 

this incident.” 

“The authority said the vaccines in 

Shanghai are safe, but how do I know that 

the vaccines are refrigerated during the 

transport;” he said, holding a green booklet 

in which his daughter’s vaccines so far 

were recorded. “The credibility of the 

government is at stake.” 



  

  
  

 
 

    

 

Stewardship and Accountability
 

•		Scenario…. 

•		If you were running your own 
startup business…would you be 
OK with... 

•		A $10,000 perishable shipment 
received and tucked under a 
desk? 

•		Left a $5,000 purchase delivered 
by UPS outside your door 
unattended for days? 

•		Discovered $1,000 unaccounted 
each month you balanced your 
bank account? 



  

 

  

 

 

 

 

Vaccine Restitution 

Dose by Dose replacement 

• Providers must agree to replace vaccine on a dose-for

dose basis that is purchased with federal funds and 

deemed non-viable due to provider negligence or misuse. 

• Once a provider meets the Program’s criterion for 

restitution, lost doses must be replaced with doses 

purchased at private pricing 

Example: MMR ($20.11 vs. $62.79 at the private price) 



 VACCINE MANAGEMENT
 



    

 

 

 

  

    

 

Proper Vaccine Storage and
 
Handling… 
•		Vaccines are one of the most valuable 

resources in protecting the public’s health. 

•		Is key in ensuring vaccinated individuals 

are protected against vaccine preventable 

diseases. 

•		It is indeed a shared responsibility, from 

manufacturers to vaccinators, in ensuring 

everyone receiving a vaccine dose, 

receives a dose that has been handled and 

stored appropriately! 
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Importance of Temperature Monitoring
 

• Vaccines are sensitive biological products that may become 
less effective, or even destroyed, when exposed to 
temperatures outside the recommended range. 

• An immediate loss of potency of cold-sensitive vaccines may 
occur following freezing. 

• For vaccines exposed to temperatures above the 
recommended temperature range, there is some loss of 
potency with each episode of exposure. 

• Repetitive exposure to heat episodes could result in a 
cumulative loss of potency that is not reversible. 

• Once vaccine potency is lost, it cannot be regained. 



 

 

 

 

  

  

 

  

 

 

 

  

A world

wide
 
issue… 

“Despite the success of routine 

immunization programs, 

national vaccine supply chains 

are now strained to effectively 

manage the surge of new 

vaccine introductions, adapt to 

the needs of new delivery 

strategies, or benefit from new 

technological advances in cold 

chain equipment to increase 

their efficiency and 

effectiveness.” 



 Different Challenges
 





            

April 2012 EVM Training Course , 54

 

 

 

 

      

The to EVM are the nine criteria 

Vaccine 

Management 

Policies & 

procedures 

Distribution 

Functional 

infrastructure 

& 

system 

Capacity 

Storage 

Temperature 

Stock 

Management 

Maintenance 

Pre-shipment 

& 

arrivals 

Information 

System & 

supportive 

Management 

EVM sets minimum standards for the immunization supply chain 

WHO 

Approach 



     Principles of Vaccine Management are 

Universal 







 Same boat, experiencing 

same issues 



  

outu.be c

2010 OIG Report
 

• http://y /wdp g3QjzEA 

http://youtu.be/wdpcg3QjzEA




 Recent Headlines-2015 




     

 

 

Key Elements in Storage and 

Handling 

Skilled 

and trained staff 

Written Routine 
and Emergency 

Vaccine 
Management Plans 

Appropriate 
vaccine storage 

units 

Accurate 
temperature 
monitoring 
equipment 

Proper temperature 
monitoring AND 
documentation 



    

  

 
   

   

 
 

  
  

  

Skilled and Properly Trained Staff
 

•		Designate a primary and a back
up vaccine coordinator (VC) to 
oversee storage and handling 
activities within the clinic 
•		 A description of the vaccine 
coordinator’s role is included in this 
job aid 

• BOTH VCs must be equally trained 

•		The clinics’ provider of record, or 
member of management should 
be directly involved in overseeing 
vaccine management activities in 
the clinic 
• Financial implications of vaccine 

replacement cost AND clinical 
implications of mishandling of 
vaccines 



    

 

 

 

Skilled and Properly Trained Staff
 

•		 Incorporate training as 

part of new employee 

orientation 

• Schedule refresher 

trainings annually
 

•		 Complete trainings during 

VFC Recertification 

•		 Incorporate checks, such 

as demonstration skills to 

ensure proper procedures 

are followed 



   

   
 

  
 

 

 
 

 
 

 

Written Vaccine Management Plans
 

• All facilities storing and 
administering vaccines 
should have them 
•		For VFC Program participants, 

these plans are a requirement 
for participation in the VFC 
Program 

• Routine Plan – include all 
aspects of vaccine 
management, from ordering, 
storage conditions to 
temperature monitoring. 

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



    

  
  

  
 

 

 

 

 

Written Routine and Emergency 

Vaccine Management Plans 
• Plans help ensure staff 

training and quality 
assurance 

• All staff managing vaccines 
must be familiar with the 
clinic’s location and plan 
contents 
•		Plans must be reviewed and 


updated annually, or whenever 

personnel or other changes are 

made to the plans
 
•		Review must be documented in 


the plans
 
• Treat plans as fire drills-Not 

only have reviewed the 
plans, but have exercised 
them. 



   Vaccine Transport: WHO Guidance
 





 

  

Vaccine 

Transport: CA 

Guidance 



   

  

 

Survey Question: Dry ice can be used to transport vaccines between 

two clinics as long as a calibrated thermometer is used to monitor 

temperature during the transport. 

True 

False 

Don’t Know 



 

  

Vaccine 

Transport: CA 

Guidance 



   

 

 
   

 

  
 

Appropriate Vaccine Storage Units
 
• Vaccine storage units must 

be reliable,  maintaining 
adequate temperatures at 
all times to protect vaccine 
supply. 
•		The VFC Program has
 

specific vaccine storage
 
equipment requirements for 

participating providers, this 

includes types of units 

allowed, and specifications for 

those units
 



 Vaccine Storage
 



    

 

   

Appropriate Vaccine Storage Units
 

• Store refrigerated 

vaccines in a stand

alone refrigerator 

• Store frozen vaccines 

in a stand-alone 

freezer 

• Below +5 F(-15 C)
 



    

 

Appropriate Vaccine Storage Units: 

Refrigerator-only units 



   

 

 

  

   

  

Unacceptable Vaccine Storage Units
 

Household 

combination units 

are  no longer 

accepted for the 

storage of small 

supplies of vaccine. 



 Unit Specifications
 



  

78

Very High Volume, 

Biomedical, Pharm 






    Appropriate Vaccine Storage Units: Freezers
 



   Catching up with WHO’s 

Recommendations 



  Thermometer Requirements
 



     

    

    

 

  

 

 

Installing a new temperature monitoring 

device in your fridge? 

Play, Practice, and Test 

Practice and test before set

up in the unit 

1.	 Test alarm settings to make 

sure they work 

2.	 Practice resetting 

temperature readings
 

3.	 Train, and verify competency 

of thermometer use among all 

staff responsible for 

temperature monitoring 

http://www.google.com/url?sa=i&rct=j&q=&esrc=s&frm=1&source=images&cd=&docid=b0gOyFvey3PwLM&tbnid=g9NFo9nREowMLM:&ved=0CAUQjRw&url=http://prettybeautifulthings.com/2013/07/practice-makes-perfect/&ei=HM-XU5_ONpDzoAS2oIGoCw&bvm=bv.68693194,d.cGU&psig=AFQjCNEyxFCe4uZ9eVEq_uV0w_gLLFckkw&ust=1402544059999050


     

    

Installing a new temperature monitoring 

device in your fridge? 



 Temperature Documentation
 



SUMMARY
 



 

  

 

VFC Requirements 

• Not intended to be a burden for providers 

• Aimed at ensuring vaccine availability for VFC eligible 

children, preserving program integrity, ensuring safe 

management and handling of vaccines, ultimately 

ensuring the protection of children from vaccine 

preventable diseases 

• Try to minimize impact in practices as much as possible
 



   

      

  

Questions? 

Claudia Aguiluz 
Chief, Vaccine Management and VFC Program Section 

Immunization Branch - Division of Communicable Disease Control 

California Department of Public Health 

Phone: (510) 620-2630 

Fax: (877) 329-9832 

Claudia.Aguiluz@cdph.ca.gov 

www.eziz.org 

mailto:Claudia.Aguiluz@cdph.ca.gov
http://www.eziz.org/



