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 |daho Immunization Program
staff (planning & organizing)

e QGuest speakers visiting Idaho
e Exhibitors
* You
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General Reminders

Parking

Restrooms
Phones

3
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General Reminders Continued

Conference Booklets
Refreshments

No breakout sessions this
year
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AGENDA

VIV VV VIV Y

8:15-9:15a.m.

9:15-9:45 a.m.

9:45 - 10:00 a.m.

12:15-1:00 p.m.
1:00 - 2:00 p.m.

2:00 - 2:15 p.m.
2:15-3:00 p.m.
3:00 - 3:30 p.m.

10:00-11:00 a.m.

11:00 - 11:15 a.m.

2016 Immunization Update
Dr. Andrew Kroger

Vaccine Management
[IP Staff

Break/Visit Exhibitors

Talking to Parents about Vaccines
Dr. Paul Offit

Idaho School Immunization Exemptions
[IP Staff

11:15 a.m. - 12:15 p.m. Addressing Vaccine Hesitancy

Dr. Andrew Kroger
Lunch and Videos

Bad Faith
Dr. Paul Offit

Break/Visit Exhibitors
Keynote Speaker Q & A Session

Evaluations, Awards, and Drawings

5
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IRIS Bingo - game explanation

e “Name the Disease” Activity

* Respond to questions
throughout day with the
corresponding answer on your
Bingo card

e When completing a Bingo,
shout out as soon as possible to
receive a special prize!

Note: Prizes were donated by the Idaho Immunization Coalition, and were not purchased with taxpayer dollars

6
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Evaluations and End of Day Drawing

 Turn in your completed Shot Smarts
evaluation during the final break

e Get a raffle ticket in exchange for your
completed evaluation

e Be here, in this room, when the winning
number is read

Note: Fitbits were donated by the Idaho Immunization Coalition, and were not purchased with taxpayer dollars

7
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Outreach and Vaccine IS CDC
Assessment Section Section Section Support

e e e . e — o —— — —— ——

afe Hewett
ram Manager

Martha Salas Cindy Steven
Admin Assistant Admin Assistz

Jennifer Baker Jeff Kingsbury (CDC)
11S Section Manager Public Health Advisor

Megan Keating Tamarie Olson
Outreach & Assess. Section Manager Vaccine Section Manager

Mezelle Moore Pam Lottman Suzee Moore Carrie Sprague
Outreach and Assessment Coordinator Quality Assur. and Train. Specialist Vaccine Management Coordinator Data Quality and Interop. Coord.

Sharon Zitlau

Bridget Denny Vacant
IRIS Help Desk Specialist

Quality Assur. and Train. Specialist Vaccine Inventory Specialist

Vacant
Quality Assur. and Train. Specialist

Marin Axtell
Qual. Improve. & Outreach Spec.
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Outreach and
Assessment Section

e Conferences and workshops

* Professional training
development

e School and childcare
immunization monitoring and
support

 Promotion and marketing

_ IDAHO DEPARTMENT OF HEALTH & WELFARE
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2016 Pink Book Course

10
6/7/2016

Note: This course is
replacing the annual
Booster Shots
Trainings



ldaho School Immunization Rates
2015-2016 Results

Health District

Adequately Immunized | 86.7% 73.0% 84.5% | 89.5% | 89.2% 84.5% 89.9% | 88.7%

Compliant| Conditionally Admitted | 1.2% 1.5% 1.3% 1.0% 0.9% 1.9% 0.9% 1.1%
Exempt 6.3% 12.6% 8.0% 5.8% 6.6% 4.1% 3.8% 4.6%

Non- Incomplete Record 5.5% 11.9% 5.5% 3.3% 3.2% 8.7% 4.9% 5.2%
Compliant| \  pecords 04% | 1.0% | 06% | 04% | 01% | 08% | 04% | 0.4%

11
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Immunization
Information Systems (11S)
Section

e Data Quality

e Interoperability (Data
Exchange) with provider
EMR/EHRs

e Meaningful Use

 Help Desk
* Training
h.,_[ﬁAHo DEPARTMENT OF HEALTH & WELFARE
\Eﬁ{lsmﬁm? {PUBLIC HEALTH 6/7/2016 12



IRIS User Password Reset

 Began in February 2016

* Function has decreased password reset
requests directly to IRIS Help Desk

e Allows IIS Section to re-evaluate staff roles
and enhance business practices going
forward



Data exchange project with the Idaho
Health Data Exchange (IHDE)

Step 2
>
l Step 3
Pass-thru : :
— > :
Step 4 : :

< ‘

Step 1

14
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IRIS Stats

. The percent of vaccine administered data reported to IRIS through
electronic data exchange is: 76%

. The percentage of vaccines administered to children under 19 years of
age reported to IRIS within 30 days is: 97%

In IRIS: March 2014 March 2015 March 2016
Patients 1,247,682 1,368,761 1,459,993
Immunizations 13,475,153 14,627,207 16,177,633

15
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.

Vaccine Section

Vaccine Management
e Ordering
e Accountability

Provider Training and Support

Site Visits

e VFC visits with providers (Vaccine
Quality Assurance)

e AFIX visits with providers
(Vaccination Quality Improvement)

6/7/2016 16



[IP Vaccine Costs

$39,096,068
(737,269 Doses)

$35,811,557
$34,942,991 $34,725,259 (710,756 Doses)
(747,076 Doses) (771,247 Doses)

$34,439,476
(726,667 Doses)

SFY 2011 SFY 2012 SFY 2013 SFY 2014 SFY2015



SFY 2015 Vaccine Funding

Total: $39,096,068

Federal (VFC,
317)

State
(Assessment,
TriCare, SHIP)



2016 Idaho Immunization
Legislation

Bill S1294: Practice of Pharmacy

Description: Amending existing law to provide
that pharmacists may prescribe immunizations
for persons 6 years or older. (Previously they
were able to prescribe to those 12 years or
older)

Brought by: Idaho State Pharmacy Association

Status: Passed/Signed (effective 7/1/2016)

HﬁAHO DEPARTMENT OF HEALTH & WELFARE
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2016
Immunization Update

National Center for Immunization and Respiratory Diseases



Disclosures
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What's New?


















Meningococcal Disease



Meningococcal Vaccines



Meningococcal Conjugate Vaccines

d



Traveler to High-risk Area,
Present During Outbreak Caused by Vaccine Serogroup,
Microbiologists Working with Neisseria meningitidis

*Minimum interval 2 mos. If needed for travel
**If using MenACWY-CRM, do not give dose 2 before 12 mos. of age



Traveler to High-risk Area,
Present During Outbreak Caused by Vaccine Serogroup,
Microbiologists Working with Neisseria meningitidis

*2-dose primary series 2 mos. apart if HIV+



People with Persistent Complement
Component Deficiencies




People with Persistent Complement
Component Deficiencies

*If person received a 1-dose primary series, give booster at earliest
opportunity, then boost every 5 years



People with Functional or Anatomic
Asplenia, Including Sickle Cell Disease




People with Functional or Anatomic
Asplenia, Including Sickle Cell Disease

*Children should complete their PCV13 series before vaccination with
MenACWY-D; MenACWY-D should be given at least 4 wks. after last dose
of PCV13. MenACWY-CRM or Hib-MenCY may be given at any time before
or after PCV13



MenACWY Recommendations
and HIV

not

MMWR 2013;62(RR-2):1-28



The “Meningitis Belt”

wwwnc.cdc.gov/travel/yellowbook/



MNMUULITIT AUUITOLUCIIL INTCULUuUITITHT1I1IS1iIuativiio
Meningococcal Conjugate Vaccine
(MCV4)

(Menactra or Menveo)

*2-dose primary series 2 mos. apart if HIV+
**Minimum interval between doses is 8 wks.




Meningococcal Vaccination Recommendations
for College Students



MenACWY Revaccination
Recommendations

every sSyears

*Off-label recommendation. MMWR 2013;62(RR-2):10-11



International Travelers and
Revaccination*

*CDC Travelers Health website at http://www.cdc.gov/travel



Meningococcal B Vaccines




ACIP MenB Recommendations

*ACIP off-label recommendation
**Including sickle cell disease
www.cdc.gov/immwr/preview/mmwrhiml/mm6422a3.htm?s cid=mm6422a3 w




ACIP MenB Recommendations

Note:
= MenACWY is
recommended

=

www.cdc.gov/immwr/preview/mmwrhtml/mm6422a3.htm?s cid=mm6422a3 w




ACIP MenB Recommendations

* Permissive recommendation (Category B)



Meningococcal Serogroup B
Vaccine Recommendations



Meningococcal Serogroup B
Vaccine Recommendations



HUMAN PAPILLOMAVIRUS (HPV)
VACCINATION

www.cdc.qgov/vaccines/hcp/acip-recs/vacc-specific/hpv.html




Updated ACIP Recommendations

*Vaccination series can be started at 9 years of age
*ACIP off-label recommendation. MMWR 2015;64:300-4



Updated ACIP Recommendations
Administration

d

*ACIP off-label recommendation
MMWR 2015;64(29):300-4



9vHPV vaccination for persons who completed
a HPV vaccination series

52



Updated ACIP Recommendations
Interchangeability*

* Females: Any HPV vaccine product

* Males: 4vHPV or 9vyHPV* may be used

*ACIP off-label recommendation. MMWR 2015;64(29):300-4



PERTUSSIS VACCINATION OF
PREGNANT WOMEN

www.cdc.gov/vaccines/hcp/acip-recs/vacc-specific/tdap-td.html



ACIP Conclusions: Tdap and Pregnancy

d



Bottom Line



ACIP Recommendations:
Tdap and Pregnancy

*ACIP off-label recommendation; MMWR. Vol. 62 No. 7: Feb, 22, 2013



Special Situations and
Pregnant Women

*ACIP off-label recommendation;
MMWR. Vol. 62 No. 7; February 22, 2013 and MMWR 2011:60 (N0.41): 11424-1426



Tdap and Postpartum Women

not previously vaccinated



Pneumococcal Vaccines

*ACIP Off-label recommendation




Administering PCV13 and PPSV23 Vaccines
General Rules



Invasive Pneumococcal Disease

d



Invasive Pneumococcal Disease

d



PCV13 and
eneral Rules

ering



ACIP Recommendations for PCV13 and PPSV23
for Adults 19 Years and Older

Pneumococcal-naive

PPSV23
PCV13 *
“rovi [ eess Rl ereves RO 2
\ i J \ : J Y ]

>8 >5 years >5 years
weeks



ACIP Recommendations for PCV13 and PPSV23
for Adults 19 Years and Older

who have previously received PPSV23
PPSV23
PPSV23 *
- SN PCV13 [ES PPS\/23 (5 65 yoars)
\ Y )]\ Y ] . ]

>1 year >8 >5 years

! weeks :
||

>h years



ACIP Recommendations for PCV13 and PPSV23
for Adults 65 Years and Older

M|
a

PCV13
(@ =65 years) + PPSV23

12 months



ACIP Recommendations for PCV13 and PPSV23
for Adults 65 Years and Older

M|
a

PCV13
(@ =65 years) + PPSV23

8 weeks



ACIP Recommendations for PCV13 and PPSV23
for Adults 65 Years and Older

PPSV23* + PCV13
(@ > 65 years)
|

a
M|

> 1 year
PPSV23* N PCV13 N PPSV23*
(@ < 65 years) (@ > 65 years) (@ > 65 years)
L Y ) | Y J
> 1 year > 12 months

> S years



ACIP Recommendations for PCV13 and PPSV23
for Adults 65 Years and Older

PPSV23* + PCV13
(@ > 65 years)
|

a
M|

> 1 year
PPSV23* N I GAVARS N PPSV23*
(@ < 65 years) (@ > 65 years) (@ > 65 years)
L Y ) | Y J
>1year > 8 weeks

> S years



http://www.cdc.gov/vaccines/vpd-vac/pneumo/downloads/adult-vax-

clinician-aid.pdf




The New Pink Book
Now Avalilable

d

d

www.cdc.gov/vaccines/pubs/pinkbook/index.html
www.cdc.gov/vaccines/ed/webinar-epv/index.html




o 0o o O O

CDC Vaccines and Immunization
Resources

= nipinfo@cdc.gov www.cdc.gov/cdcinfo

www.cdc.gov/vaccines

www.cdc.qov/vaccines/hcp
@CDClZlearn

www.cdc.gov/flu

www.cdc.gov/vaccinesafety
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Vaccine
Management

6/7/2016
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Temperature Monitoring Equipment

 Two vaccine temperature monitoring
options
— TR-52j
O Equipment and software

O Download temperature information
manually

— PharmaWatch™
O Equipment
O Temperature information available online
O Alerts

78
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Vaccine Inventory

e Economic Ordering Quantity (EOQ)
— Ordering frequency is assigned

— Vaccine orders should be placed based on your
organizations ordering frequency

e Wasted vaccines must be reported
to the IIP and accounted for in IRIS

e Expired and spoiled vaccines must
be reported to the IIP, accounted for in
IRIS, and returned to McKesson

79
6/7/2016



Vaccine Wastage and Return

e Automated process in IRIS
— August 2016
— No more paper forms

80
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Vaccine Wastage and Return Training

e On-site trainings will be conducted
— July 18 — 28, 2016

e Cities:
Ponderay Meridian Blackfoot
Coeur d’ Alene Boise ldaho Falls
Moscow McCall Rexburg
Lewiston Twin Falls
Nampa Pocatello

Additional information about dates, times, and locations will be available soon

81
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Non-Deduct Ad Hoc Report
for Vaccine Inventory

* Will display information sent from an organization’s
EHR/EMR to IRIS that did not deduct from inventory

— Includes guidance about making corrections

* Will only be distributed to provider with electronic data
exchange

e Will be included with the 2016 re-enrollment
information

82
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Vaccines for
Children

6/7/2016
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Provider Re-enrollment

* Providers are required to re-enroll annually

e Packets will be distributed
in May 2016

e Completed forms are due on July 1, 2016

84
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6/7/2016

AFIX

85



AFIX-1IS

e Use of IRIS to generate immunization rates

— CoCASA will no longer be used
— IRIS organizations can run immunization rates

e |daho will be working collaboratively with other
states

e Target implementation is the Spring of 2017

86
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Immunization®information System Manager

ennifer Baker

Idaho Immunization B am
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der Trainings and Resources

”
Online Training

Conference and Workshop Presentations ] IRIS Videos _
! A
,"i LI
School T ization Requir (8/19/15) - Learn about Idaho's school immunization

requirements and utilizing IRIS.

= 3
- ”i LT
School Immunization Report (10/8/15) - Learn how to complete a school immunization report.

INFLUENTA

2015 Influenza Updates Webinar (11/18/15) - Dr. William Atkinson, MD, MPH, Associate Director
for Immunization Education Immunization Action Coalition, discusses influenza updates for the 2015 season.

chi (di
care . - - ‘
2016 Childcare Immunization Requirements (1/20/16) - Learn about Idaho's childcare
immunization requirements and utilizing IRIS.




Password Reset

Best Practices

DAHO DEPARTMENT O ELFARE
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Helpful Hints

Reset your own password OR reactivate your account
Know your email address

Try to log in to IRIS first before you hit “Forgot
Password”

Watch the webinar from March 16th posted at
www.immunizeidaho.com

Review the instructions on IRIS Home Page

93
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I ms IRIS Idaho’s Immunization Reminder gda_'ﬁﬂ |

Information System Program

RELATED LINKS

-

Production Region

HT-1

Updated February 16, 2016 Posted on 0271672016

IMPORTANT INFORMATION:

All requests for IRIS accounts and new passwords must be submitted online. Requests will
NOT be processed over the phone.

Forgot Password?

dkdhktdhdbh ittt

ORIV RIE NI (If vou already have an IRIS account but need to reset i,

WeleRnl R1) R 3R YN (instryctions FORGOT PASSWORD INSTRUCTIONS.
ARE AN AUTHOREZED

USER.

sereserees REQUEST AN IRIS ACCOUN

FORGOT YOUR PASSWORD?

lick on the “FORGOT PASSWORD® box or click here for

If wvou are a healthcare provider, scheol, or childcare facWty needing an
form by selecting the appropriate link below. Complete all of the reguired inform
business days to receive yvour IRIS username and password.

# Healthcare Provider: REQUEST AN RIS ACCOUNT
& 5School Staff: BEQUEST AN RIS ACCOUNT
¢ Childcare Provider: BEQUEST AN RIS ACCOUNT

l SHOT SMARTS 94 - M nr
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Which vaccine preventable disease am I?

 |represent agroup of more than 150 related
viruses.

e My series has the lowest rate of completion
with 17.2% of boys and 38.3% of girls
completing the series in 2014.

e | am the most common sexually transmitted
infection (STI).

 During calendar year 2015, the IIP distributed

47,510 doses to protect against me.
Sources: Idaho Immunization Program, CDC, NIS Teen & NIS Children (19-35 months)
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HPV

(Human papillomavirus)



&

- ’ IDAHO DEPARTMENT OF HEALTH mﬂnga-
] ;',DIVISION"OF PUBLIC HEALTH

N

msugrr SMARTS
Idai vn@umzatwn Program 71901




// . AW
J%%///////// M i /A/AW/A//A////

/%//}////////// mnan

o
W///// i

S
/é/W/// -

L 2

,z

amm

L 4

| -
\\\\ \&\\\ ’
' % o . "\\m\m\m\m\\\m\w& e
X IDAHO DEPARTMENT OF HEALTH G;ANELFARE&‘ . ...
i DIVISION OF PUBLIC HEALTH - "\\"\\"\\&&&\&&&&“\\m

SMARTS

Ida m@unization Program




School Immunization Report
(SIR)

= Required for all public, private & parochial schools by
November 15 (IDAPA 16.02.15)

= Each year a report must be submitted for:
- Kindergarten
- 15t Grade
- 7th Grade

99
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Kindergarten -12t" Grade Doses

Immunization Child born on Child born Child born after
Requirement or before 9/1/99 through 9/1/2005
9/1/1999 9/1/2005
Diphtheria, Tetanus & 4 doses 5 doses* 5 doses*
Pertussis* (DTaP)
Polio** 3 doses 3 doses 4 doses**
Measles, Mumps & 1 dose 2 doses 2 doses
Rubella
Hepatitis B 3 doses 3 doses 3 doses
Hepatitis A - - 2 doses
Varicella - - 2 doses

* The 5t dose of DTaP is not necessary if the 4t" dose was given on or after the 4" birthday.

** The 4th dose of polio is not necessary if the 3rd dose was administered at age 4 years or
older and at least 6 months following the previous dose.

100
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7th Grade Doses

Immunization Requirement 7th — 11th grade students
Tetanus, Diphtheria & Pertussis booster 1 dose
(Tdap)

Meningococcal 1 dose

101
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Exemptions

ldaho allows for the following exemptions for school
entry:

= Medical — requires a physician’s signature

= Religious - requires a signed parent/guardian statement

= Philosophical - requires a signed parent/guardian
statement

*NOTE: Exempted children may be excluded from school during an
outbreak!



Who’s #1?
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Types of Exemptions Reported
(2015 SIR)

4.9 %
9.6%

™ Philosophical
| Medical

85.5% "I Religious

104
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2015 -2016

105
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83.2%

2011

Trends Graph
(Adequately Immunized Students)

81.6%

2012

83.9%

2013

106
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85.6 %

2014

86.7%

2015



10%

8%

6%

4%

2%

0%

Trends Graph

(Student Exemptions)

-

2011

2012

2013

107
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2014

2015



Exemption Misuse

Reasons some parents
file an exemption:

= forgotten or misplaced
record

" recently moved and do
not have a record copy

= offered as an “easy” way
out because of immunization
errors




Ways YOU can help:

Address vaccine hesitancy concerns with parents
Don’t miss opportunities to vaccinate

Ensure only valid doses are given

Double check immunization data entered into IRIS

Communicate with parents about the need for
upcoming vaccinations



Your role is crucial!

Thank you for all that you do to keep Idaho’s
children healthy!

110
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Addressing Vaccine
Hesitancy

Andrew Kroger M.D., M.P.H.

National Center for Immunization and Respiratory Diseases
(NCIRD)

Centers for Disease Control and Prevention



Time
Complicated science
Disease versus vaccine

Emotions (fear, anxiety) can be
driving conversation



Comparison of 20t Century Annual Morbidity and Current
Morbidity: Vaccine-Preventable Diseases

20th Century 2014 Percent

Disease Annual Morbidity"  Reported Cases T Decrease

Diphtheria 21,053 1 > 99%
Measles 530,217 644 > 99%
Mumps 162,344 1,151 99%
Pertussis 200,752 28,660 86%
Polio (paralytic) 16,316 0 100%
Rubella 47,745 8 > 99%
Congenital Rubella Syndrome 152 0 100%
Tetanus 580 21 96%
Haemophilus influenzae 20,000 27* > 99%
Total 999,159 30,512 97%
Vaccine Adverse Events Not available ~30,000 Not available

T JAMA. 2007;298(18):2155-2163

Tt CDC. MMWR January 9, 2015 / 63(53);ND-733-ND-746. (MMWR 2014 provisional week 53 data)

* Haemophilus influenzae type b (Hib) <5 years of age. An additional 12 cases of Hib are estimated to have occurred among the 226 reports of Hi (< 5 years of
age) with unknown serotype.

National Center for Immunization & Respiratory Diseases

1/9/2015 Historical Comparisons of Vaccine-Preventable Disease Morbidity in the U.S.



Vaccinations universally recommended
or mandated

Ongoing safety monitoring needed for
the development of sound policies and
recommendations



Pre-licensure
Vaccine Safety Studies

Laboratory
Animals

Humans



Phase | trials — 20 to 100 volunteers
Serious adverse reactions

Phase 2 trials — hundreds of volunteers
Best dose for safety and efficacy
Correct number of doses

Phase 3 trials — few hundred to several thousand volunteers
(2000-5000)
Usually include a control group which receive a placebo
Looks at safety and efficacy
Common adverse reactions are identified



ldentify rare reactions

Monitor increases in known reactions - ldentify
risk factors for reactions

ldentify vaccine lots with increased rates of
reactions

ldentify “signals” —reports of adverse events
more numerous than would be expected



Jointly administered by CDC and FDA
National reporting system

Passive - depends on healthcare
oroviders and others to report

Recelves ~30,000 reports per year

http://vaers.hhs.gov/






Detects:

= New or rare events
= |ncreases in rates of known events

= Patient risk factors

VAERS cannot establish causality

= Reportable Events Table
(https://vaers.hhs.gov/resources/VAERS Table of Reportable

Events_Following_Vaccination.pdf)
= Not all reports of adverse events are causally related to vaccine
= Additional studies required to confirm VAERS signals and

causality



“After this therefore because of this”

Temporal association does not prove
causation

Just because one event follows another
does not mean that the first caused the
second



Disease No disease

Vaccine a o)

No vaccine C d
Rate In “vaccine” group N ala+b
Rate in “no vaccine” group c/c+d

If the rate in “vaccine” group is higher than the rate in
the “no vaccine” group, then vaccines may be the cause



Risk of Autism Spectrum Disorder (ASD)
Among Children in Denmark, 1991-1998

ASD No ASD
Vaccine 345 440,310
NoO vaccine 77 96,571
Risk in “vaccine” group 7.83/10,000
Risk in “no vaccine” group - 7.96/10,000

Relative Risk = 0.98
Madsen et al. N Eng J Med 2002;347:1477-82



Phase IV Trials
~10,000 participants

Better but still limited

Vaccine Safety Data Link (Large Linked
Databases)

Clinical Immunization Safety Assessment
Project



Vaccine Safety Datalink (Large linked
database):

Links vaccination and health records

Partnership with large health plans: population under “active
surveillance”

« 9 HMOs
e 3% (9 million) of U.S. population
Plans, executes immunization safety studies

Investigates hypotheses from medical literature, VAERS reports,
changes in schedules, introduction of new vaccines



[F

= 4
v5afer Healthier People

Improve understanding of vaccine safety issues at
individual level

Evaluate individual cases with adverse health
events

Develop strategies to assess individuals

Conduct studies to identify risk factors

http://www.vaccinesafety.org/CISA



Established by National Childhood
Vaccine Injury Act (1986)

Q http://www.hrsa.gov/vaccinecompensation/

“No fault” program

Covers all routinely recommended
childhood vaccines

Vaccine Injury Table

(www.hrsa.gov/vaccinecompensation/vaccineinjurytabl
e.pdf)



Recent (and Ongoing) Vaccine
Safety Concerns by the Public

Immune system overload

Aluminum

Thimerosal and autism/neurologic injury
Syncope



Data overall suggest that two vaccines
given simultaneously can be as
Immunogenic and safe compared with
an arbitrary interval between the doses

As many as NINE vaccine doses could
potentially be given at one visit

What about simultaneous
administration of multiple vaccine
doses?



Simultaneous Vaccination —

Multiple Vaccines
Biological mechanism of immune system capacity

— Antibody level (10 ng/mL) a proxy for
seroprotection

— Certain number of B cells required within one
week to provide that level (N = 1000)

— Rate at which B cells divide (every 16 hours)
mean that one B cell clone is sufficient for
each vaccine epitope (one B cell clone per
epitope can accomplish this in one week)

— 100 epitopes per vaccine

— Need 100 B cells to provide protection in one
mL of blood



Since we have 10,000,000 B cells / mL of
blood

We only need 100 cells / single vaccine
response

We have immune capacity to generate a
response to 100,000 vaccines, if needed

Offit, Paul, et. Al. Vaccine Safety, Vaccines 6" ed. 2013



Many inactivated vaccines
contain aluminum adjuvants

Aluminum can be toxic to
preterm infants and renal

dialysis patients



Exposure to preterm and renal
patients is via IV fluids

Aluminum content in vaccines Is
small —4 mg by 6 months of age

By contrast: 10-30 mg from milk
Ingestion
Aluminum is a common component

of many foods (baked goods,
cheese)



Thimerosal (ethylmercury)
INn Vaccines

Preservatives used Iin vaccines to reduce
bacterial growth in multidose vials

Thimerosal Is a preservative used in many
biologic products (including vaccines) since the

1930s
Thimerosal is 50% ethylmercury by weight



Methylmercury

e Neurotoxic

e Found In fish — environmental
contaminant

Ethylmercury

e Used in thimerosal



Methylmercury

Reference Values

Agency Value

Environmental 0.1 ug/kg/day (Rfd)
Protection Agency

3.3 ug/kg/week
World Health

Organization



Half Life of Total Mercury (Hg) Washout of Infant Monkeys Given
Methyl Mercury Orally or Thimerosal (Ethyl Mercury)

Intramuscularly T
Infant Monkeys — 4 doses of 20 pg/Kg at days 0, 7,

14, 21
T1/2 Methyl Hg Ethyl Hg
Blood 59.5 days + 24.1 24.2 days+ 7.4
Brain 19.1days + 5.1 6.9 days + 1.7

Brain concentrations of thimerosal

exposed ~3 fold

lower than methyl mercury exposed

T Burbacher TM
etal in
Environmental
Health
Perspectives,
doi:10.1289/ehp.
7712

(available at
http://dx.doi.org
) — Online 21
April 2005



Cohort study: 14,000 children in UK

Exposure was determined by time
since vaccination

Outcomes collected through parental
guestionnaires

Heron J, Golding J, Pediatrics 2004



No association between dose of
thimerosal and speech, behavior at 3
months, 6 months of age

Association between dose of thimerosal
at 3 months of age and poor prosocial
behavior, not observed at 6 months of
age

Authors concluded that early exposure to
thimerosal had no deleterious effect on
neurologic or psychologic outcomes

Heron J, Golding J, Pediatrics 2004



Case-control study conducted in 3 managed care organizations

256 children with autism spectrum disorder (ASD), 752 without
ASD

Case and control children had similar cumulative exposure to
ethylmercury

Exposure to ethylmercury from thimerosal-containing
Immunizations during pregnancy or in the first 20 months was not
associated with an increased risk of any ASD

Cristofer, Pediatrics, 2010



“... given what the scientific literature tells
us today, there is no evidence that
thimerosal or the MMR vaccine cause
autism. Evidence does not support the
theory that vaccines are causing an
autism epidemic.”

- Dr. Geri Dawson, July 30, 2009



Vasovagal reaction

Can occur after
vaccination or any
other anxiety
provoking activity



Since 2001, 666 reports of syncope
reported to VAERS

80% of reports occur in the first 15
minutes of vaccination

Increasing reports since 2005,
coincident with vaccines
recommended for adolescents



Concerning public health
Issue Is head injury following
syncope

/6% of VAERS reports of
head injury following

syncope occur in
adolescents



Adolescents and adults should be seated
during vaccination

Consider a 15 minute waiting period
following vaccination of adolescents



Opportunities for questions should

be provided before each vaccination

Vaccine Information Statements (VISS)
= Must be provided before each dose of vaccine
= Public and private providers

= Available in multiple languages






Your Source for VISs
WWW.Immunize.org




For providers:

= If provider recommends Iit, parents more
Ikely to follow

= Ask, acknowledge, and advise

= Start at prenatal visit, develop trust
= Offer reliable resources

= Know the science

* Do not get defensive



Use the Four C’s of Effective
Communication

Chemistry
Clarity
Consistency
Credibility



Committee findings:

= CAUSAL RELATIONSHIP between some vaccines
and adverse events
« MMR, V2V, Influenza, etc., and anaphylaxis

» REJECTION OF 5 RELATIONSHIPS
e Including MMR and autism, TIV and asthma

Overall, the committee concluded that few health
problems are caused by, or clearly associated with,
vaccines



What parents want:
» Delayed vs. alternate schedules

= Facts and statistics
* Trust good websites
= Do not want to be talked down to

= Unbiased, non-coercive, credible, non-
judgmental information



Institute of Medicine - Mission

= Review scientific findings and stakeholder concerns related to the
safety of the recommended childhood immunization schedule

» |dentify potential research approaches, methodologies, and study
designs that could inform this question

= |ssue asummary report

Findings
= |OM committee finds no evidence that the schedule is unsafe

» Following the complete childhood immunization schedule is
strongly associated with reducing vaccine-preventable diseases

= Committee calls for continued study of the immunization schedule
using existing data systems

www.iom.edu/childimmunizationschedule
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CDC Vaccines and Immunization
Resources

= nipinfo@cdc.gov www.cdc.gov/cdcinfo

www.cdc.gov/vaccines

www.cdc.qgov/vaccines/hcp
@CDClZlearn

www.cdc.gov/flu

www.cdc.qov/vaccinesafety







Which vaccine preventable disease am I?

e | am very contagious and can live in a room up to
two hours after the infected person has left.

e | cause a rash of tiny, red spots that start at the
head and spread to the rest of the body.

e Therash | cause can be accompanied by diarrhea,
coughing, runny noses and red eyes.

e |n 2014, | reportedly infected 667 people in 27

states.
Sources: Idaho Immunization Program, CDC, NIS Teen & NIS Children (19-35 months)
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Measles
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