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• Founded in 1999

• Members – 64 state, city & territorial 
immunization programs funded through NCIRD

• Standing Committees/Working Groups:

- Finance
- Epidemiology
- Immunization Registry
- Programmatic
- Research
- Vaccine Storage & Handling



Goal 4:  Goal 4:  Achieve better useAchieve better use
of existing vaccines…of existing vaccines…

“The science, technology, and use of vaccines 
continue to evolve.  These changes will require 
flexibility and adaptability in the existing mechan isms 
for vaccine delivery…”

Initial Guidance for an Update of the National Vacc ine Plan



Vaccine StorageVaccine Storage
& Handling& Handling







CDC/ACIPCDC/ACIP



ManufacturersManufacturers
(examples from (examples from pkgpkg inserts)inserts)



44% of offices had at least 1 documented storage pr oblem
Karen Bell et al.  Pediatrics , 2001





Manufacturer – Case by case assessment, but 
routinely will not provide response in writing

State/local health department - ?



2008 AIM Vaccine Storage2008 AIM Vaccine Storage
& Handling Survey& Handling Survey

Characterize:

• Range of VSH policies & procedures across 
immunization programs

• Support for more evidence-based standards 
or national policies for VSH

• Importance of VSH issues to programs



Survey ResponseSurvey Response

• 55 of 64 programs responded

- 48 of 50 state programs

- 6 of 6 city programs
- 1 of 8 territories

• Aggregate data being presented includes 
only state and city respondents (n = 54)



Need for Guidance:  Storage Units Need for Guidance:  Storage Units (n = 54)(n = 54)
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Vaccine S&H Survey,
January 2008



Vaccine Storage Failures &Vaccine Storage Failures &
Vaccine CompromiseVaccine Compromise



Current Practice:  What guidance do programsCurrent Practice:  What guidance do programs
give concerning vaccine storage failures? give concerning vaccine storage failures? (n = 54)(n = 54)
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56%

75%

87%

92%

Providers contact manufacturer

Program contacts manufacturer

Document lot/expiration date

"Do Not Use" while obtaining
guidance

Providers contact program

Vaccine S&H Survey,
January 2008



Current Practice:  What resources are used to Current Practice:  What resources are used to 
determine if vaccine is compromised? determine if vaccine is compromised? (n = 54)(n = 54)
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Other guidelines
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Published research studies

Vax distributor customer svc

ACIP guidelines
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Vax package insert
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Manufacturer hotline

CDC's "Vaccine Mgt"

Vaccine S&H Survey,
January 2008



Current Practice:  Who makes decisionCurrent Practice:  Who makes decision
that vaccine is compromised? that vaccine is compromised? (n = 54)(n = 54)
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NCIRD
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Vaccine S&H Survey,
January 2008



Respondents’ perception of impact ofRespondents’ perception of impact of
common outcommon out --ofof --range temperatures (range temperatures ( <<24 hrs)24 hrs)

on vaccine potencyon vaccine potency (n = 52 of 54)(n = 52 of 54)
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(1) Very Significant
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(3) Significant
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Vaccine S&H Survey,
January 2008
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Respondents’ perception of impact ofRespondents’ perception of impact of
common outcommon out --ofof --range temperatures (range temperatures ( <<24 hrs)24 hrs)

on vaccine potencyon vaccine potency (n = 52 of 54)(n = 52 of 54)
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(1) Very Significant
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(3) Significant
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Vaccine S&H Survey,
January 2008

(46-70oF or 8-21oC)

(33-35oF or 0.5-1.67 oC)



Need for additional evidenceNeed for additional evidence --based standardsbased standards
to determine vaccine compromiseto determine vaccine compromise
in the following conditions in the following conditions (n = 54)(n = 54)
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Need for consistent national policy forNeed for consistent national policy for
process of determining vaccine viability process of determining vaccine viability (n = 54)(n = 54)
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One Reason for Consistent National Policy One Reason for Consistent National Policy ––
Concerns about Potential LiabilityConcerns about Potential Liability

Not 
Concerned, 

47%

Concerned, 
53%

28/53 programs are concerned 
about legal liability issues
when making a decision to 
consider a vaccine usable 
following exposure to
out-of-range temperatures

Vaccine S&H Survey,
January 2008



RevaccinationRevaccination



Star Tribune - Minneapolis/St Paul  Dec 12, 2007

CBS Evening News – Newton MS  Dec 1, 2006

Willamette Week - Portland OR  Jan 25, 2006

USA Today – Denver CO  Feb 10, 2004



Current Practice:  Who determines if Current Practice:  Who determines if 
revaccination is recommended? revaccination is recommended? (n = 54)(n = 54)
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advisory board

Decision left up
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Vaccine S&H Survey,
January 2008

28% (15/54) have specific written guidelines



Current Practice:  What resources are used to deter mine Current Practice:  What resources are used to deter mine 
if a recipient should be revaccinated? if a recipient should be revaccinated? (n = 54)(n = 54)
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Vaccine S&H Survey,
January 2008



Need for Better EvidenceNeed for Better Evidence --Based andBased and
National Policy for Revaccination National Policy for Revaccination (n = 54)(n = 54)

Vaccine S&H Survey,
January 2008
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Overall: How critical are these VSH Overall: How critical are these VSH 
issues to your program? issues to your program? (n = 54)(n = 54)

Vaccine S&H Survey,
January 2008
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CostsCosts

• Financial

• Time

• Confidence

• Contribution to supply shortages?



$2,352,426Extrapolation
to State

$392,71777Total

$127,28951Expired vaccines

$187,1336Improper Storage

$34,7724Shipping/Receiving

$42,95816
Refrigeration 

problems

Loss
(in dollars)

# of 
incidences

Category

Howard Backer MD MPH,  CA Immunization Prg

Documented Vaccine Losses By Category, 2006 Documented Vaccine Losses By Category, 2006 ––
San Francisco Bay Area 10 County RegionSan Francisco Bay Area 10 County Region



$467,31822,922Total

$212,8949,691
Spoilage reported

by provider

$254,42413,231
Refrigeration 

problems

Loss
(in dollars)

# DosesCategory

Documented Vaccine Losses By Category, 2007 Documented Vaccine Losses By Category, 2007 ––
Alaska Immunization ProgramAlaska Immunization Program





~ $5,700



“Cash in the trash”







Vaccine 2-8o C 20-25o C 37o C >45o C Freezing

Tetanus, 
diphtheria 

toxoids
>3 years months months

Unstable 
above 55 0 unstable

Hepatitis B >4 years months weeks
@ 45oC--

days
unstable

MMR 2 years >1month >1 week Unstable unstable

Pertussis
18-24 

months
2 weeks 1 week

710% loss of 
potency/day

unstable

IPV 1-4 years weeks weeks little data unstable

Conjugate 
vaccines

>2 years >2 years
no data
possibly 
unstable

unstable
unstable,

if aluminum 
adjuvant

Polysaccharide
vaccines

2 years
weeks to 
months

no data no data unstable 

Stability of Selected Vaccines, WHOStability of Selected Vaccines, WHO









Recommendation:  Develop scienceRecommendation:  Develop science --based based 
recommendations for vaccine storage/handling recommendations for vaccine storage/handling 

and management of patientsand management of patients

• Convene consensus conference
(NCIRD, NVAC, ACIP, AIM, IOM, FDA, others?)

• Obtain/require stability data from manufacturers 
(FDA “versus” CDC)

• Fund/encourage vaccine thermal research

• Develop rational revaccination guidelines

• Establish standards for purpose-built storage 
equipment



Goal 4:  Goal 4:  Achieve better useAchieve better use
of existing vaccines…of existing vaccines…

• Strategy #3 - develop policies to mitigate 
impact of shortages

• Strategy #4 – management of vaccine storage 
& handling exceptions

• Strategy #7 – improve product quality oversight
Milestone:  FDA evaluate current  
regulations/ policies re: product evaluation

Objective 4.1 – Ensure consistent availability of 
vaccines & mitigate impact of shortages




