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Presenter Disclosure Information

I, Laurie Courtney, have been asked to disclose any relevant
financial relationships with ACCME-defined commercial entities
that are either providing financial support for this program or
whose products or services are mentioned during this
presentation.

I have no relevant financial relationships to disclose.

I may discuss the use of vaccines in a manner not approved
by the U.S. Food and Drug Administration, but in accordance
with ACIP recommendations
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« 2022 adult immunization schedule

- Administering vaccines

- Contraindications and precautions to vaccination

- Vaccine administration documentation requirements
- Vaccine safety

- Vaccine adverse events and VAERS reporting
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- Resources

MAIC 2022




]

= -— ( L
measles memngococcalr .

polio

diptheria ﬁ

MAIC 2022 4

smallpox



T

A, o Coa o SOt
L a0
Cord bttt oot wﬂw 0.
..\_.\.“n._\.\\_... _\.._...__. ._..,_1.

; ..-f..,
-3 ..r.... - 7

%

fmi? ;

._Q\_

iy o

At 7.
eal

f

'

llpox. But

a

0

gainst sm
802

al
iy

s spoofin 1

e thi

73 WOUAA O ido. _the Publioation
L

wly inoculated

[
c

Yl
[ LA

Az,

Zg{f’:

7
dies of people n

James Gillray to creat

LJ

iy
¢
Do

$

A

fecid'e
&
om the |

h satiris

5

£
1e fri

y
rg

'}
=

7
i
did not em

d that it prompted Briti

r

[

=

% ©

W @

% =
; W@
~ A=)
X % L
]
: | c =
L o=
Iw o =

(]
|~
B I
- !
t = ©
B s =
; P o
2 - =

~

) o o
) /w = o0
/.!. =
- [
=
— ']



World Health Organization
2019 Top Ten Threats to Global Health

Air pollution and climate change

Noncommunicable diseases

Global influenza pandemic

Fragile and vulnerable settings
Antimicrobial resistance

Ebola and other high-threat pathogens

Weak primary healthcare

Vaccine hesitancy

B B BEBE BaE

Dengue fever

10. HIV
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What Can You Do?

Educate yourself
Strong routine recommendation for vaccines
Presumptive approach

Speak from personal experience

- Avoid "missed opportunities”

What you say matters.
How you say it matters even more!

MAIC 2022



Principles of vaccination
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https://www.mlive.com/news/2014/12/how_do_vaccinations_work_the_s.html

HOW VACCINES WORK

Vaccines contain a modified form of When you get vaccinated, your
virus or bacteria that doesn't cause immune system responds just
disease, but does “teach” your as it does to any other

immune system what to do if you > “intrusion’, by creating

are ever attacked by the real, antibodies to fight off the
potentially dangerous virus or particular virus or bacteria.

bacteria.

Y

For some diseases, more After vaccination your body
than one dose of the remembers this specific intruder.

vaccine, or a booster dose If you ever come in contact with

later in life, may be needed the real virus or bacteria, the -*»

to ensure full and lasting right antibodies quickly destroy *-'k
protection. it — before it has the chance to A
make you sick.

MAIC 2022 10
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Types of Vaccines

- Inactivated vaccines

Hep A, 11V, IPV, rabies

- Live-attenuated vaccines
MMR, LAIV, Varicella, oral polio, rotavirus, BCG

- Subunit, recombinant, polysaccharide, and conjugate vaccines
Pneumococcal, Hep B, MenACWY/B, Shingles, HPV, Hib, Pertussis

« Toxoid vaccines

Diphtheria, Tetanus

- Messenger RNA (mRNA) vaccines

COVID-19

- Viral vector vaccines

COVID-19

: : 11
https://www.vaccines.gov/basics/types MAIC 2022



https://www.vaccines.gov/basics/types

Timing and Spacing of Vaccines

Refer to ACIP General Best Practice Guidelines

= Guidelines

Minimum age and interval tables

Table of combination vaccines

Spacing of live and inactivated antigens

Spacing of antibody-containing products and vaccines

MAIC 2022
https://www.cdc.gov/vaccines/hcp/acip-recs/general-recs/index.htm|
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https://www.cdc.gov/vaccines/hcp/acip-recs/general-recs/index.html
https://www.cdc.gov/vaccines/hcp/acip-recs/general-recs/timing.html

Minimum Ages & Intervals Table

Recommended and minimum ages and intervals between vaccine doses®:®)(:(@

Vaccine and dose number Recommended age Minimum age Recommended interval Minimum interval
for this dose for this dose to next dose to next dose
DTaP-1(%) 2 months 6 weeks 8 weeks 4 weeks
DTaP-2 4 months 10 weeks 8 weeks 4 weeks
DTaP-3 6 months 14 weeks 6-12 monthsi 6 monthsif
DTaP-4 15-18 months 15 monthsif 3 years 6 months
DTaP-5'9 4-6 years 4 years — —
HepA-1'¢ 12-23 months 12 months 6-18 months 6 months
HepA-2 =18 months 18 months — —
HepB-1™ Birth Birth 4 weeks-4 months 4 weeks
HepB-2 1-2 months 4 weeks 8 weeks-17 months 8 weeks
HepB-3© 6-18 months 24 weeks — —
Hib-1% 2 months 6 weeks 8 weeks 4 weeks
Hib-2 4 months 10 weeks 8 weeks 4 weeks
Hib-3™® 6 months 14 weeks 6-9 months 8 weeks
Hib-4 12-15 months 12 months — —
HPV-1 (Two-Dose Series)" | 11-12 years 9 years 6 months 5 months
MAIC 2022
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https://www.cdc.gov/vaccines/pubs/pinkbook/downloads/appendices/A/age-interval-table.pdf

Timing and Spacing of Vaccines

TABLE 3-3. Guidelines for spacing of live and inactivated antigens

Antigen combination Recommended minimum interval between doses

Two or more inactivated May be administered simultaneously or at any interval between doses
Inactivated and live™ May be administered simultanecusly or at any interval between doses
Two or more live injectable! 28 days minimum interval, if not administered simultanecusly

(@) Certain experts suggest a 28-day interval between tetanus toxoid, reduced diphtheria toxoid, and acellular pertussis (Tdap)
vaccine and tetravalent meningococcal conjugate vaccine if they are not administered simultaneously.

(b) In persons with functional or anatomic asplenia, MCV-D and PCV13 should not be administered simultaneously and should
be spacedby 4 weeks. Likewise for persons with immunosuppressive high-risk conditions indicated for PCV13 and PPSV23,
PCV13 should be administered first, and PPSV23 should be administered no earlier than 8 weeks later. For persons 65 years old

or older indicated for PCV13 and PPSV23, PCV13 should be administered first and PPSV23 should be administered 6-12 months
later.

(c) The live oral vaccines Ty21atyphoid vaccine and rotavirus vaccine may be administered simultaneously with or at any
interval before or afterinactivated or live injectable vaccines.

MAIC 2022
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https://www.cdc.gov/vaccines/hcp/acip-recs/general-recs/index.html

Coadministration of COVID-19
Vaccines with Other Vaccines

COVID-19 vaccines may be administered without regard to
timing of other vaccines.

Best practices for multiple injections include:

= Label each syringe with the name and the dosage (amount) of
the vaccine, lot number, initials of the preparer, and exact
beyond-usetime, if applicable.

= Separateinjection sites by 1 inch or more, if possible.

= Administer the COVID-19 vaccine and vaccines that may be
more likely to cause a local reaction in different limbs, if
possible.

MAIC 2022 15
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A-Z Index

C. c Centers for Disease Control and Prevention ) )
g CDC 24/7: Saving Lives, Protecting People™ Search Vaccines site = Q

Advanced Search

Immunization Schedules

6 O 0 &

For Healthcare Providers

Child and Adolescent Schedule Clinical Vaccination Resources

Recommended vaccination schedule for ages 18
years or younger

Download Schedule App for Healthcare Providers

Birth to 18 Years Vaccination Resources for Healthcare Providers

Adult Schedule

Recommended vaccination schedule for ages 19

Interim COVID-19 Immunization Schedule for Ages 5+

Guidance for COVID-19 vaccination schedules based on age and medical

years or older .-
condition

19 Years or Older COVID-19 Vaccination Schedule

MAIC 2022 17
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https://www.cdc.gov/vaccines/schedules/index.html

2022 Recommended Adult
Immunization Schedules for

Persons 19 Years or Older

MMWR Feb 18, 2022:
71(7);229-233

Available at:

https://www.cdc.gov/vaccines/schedules/hcp/imz/adult.html (CDC site, schedule with live links)
https://www.cdc.gov/mmwr/volumes/71/wr/mm7107al.htm?s cid=mm7107al w
https://www.cdc.gov/mmwr/volumes/71/wr/pdfs/mm7107al-H.pdf

MAIC 2022
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https://www.cdc.gov/vaccines/schedules/hcp/imz/adult.html
https://www.cdc.gov/mmwr/volumes/71/wr/mm7107a1.htm?s_cid=mm7107a1_w
https://www.cdc.gov/mmwr/volumes/71/wr/pdfs/mm7107a1-H.pdf

Adult Immunization Schedule

Recommendations for Ages 19 Years or Older, United States, 2022

COVID-19 Vaccination

ACIP recommends use of COVID-19 vaccines for everyone ages 5 and clder. COVID-18 vaccine and other vaccines may be administered on the same day. See
the COVID-19 Vaccine Preduct Information page for additional information.

Using the schedule Download the schedule

To make vaccination recommendations, healthcare providers should: )
Printable schedule, color B

1. Determine needed vaccines based on age (Table 1)

2. Assess for medical conditions and other indications (Table 2) Printable schedule, black & white I

3. Review special situations (Vaccination Notes) Download the mobile schedule app
4. Review contraindications and precautions to vaccination (Appendix)

a Get Email Updates

More schedule resources

Compliant version of the schedule Vaccines in the schedule >

Schedule changes and guidance > * Syndicate the schedules on your website>

1 dose annually

Influenza live attenuated 1 dose annually
(LAIVY) ©

Tetanus, diphtheria,

pertussis

(Tdap or Td) 6 1 dose Tdap, then Td or Tdap booster every 10 years
Measles, mumps, rubella 1 or 2 doses depending on indication

(MMR) & (if born in 1957 or later)

Varicella 2 doses

(VAR) O (if born in 1980 or later)

Zoster recombinant
(RV) @

27 through 45
years

Human papillomavirus 2 or 3 doses depending on age at initial vaccination or
(HPV) @ condition

19
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UMITED STATES

Recommended Adult Immunization Schedule
for ages 19 years or older

2022

Recommended by the Advisory Committee on Immunization Practices
(www.cdc.govi/vaccines/acip) and approved by the Centers for Disease

How to use the adult immunization schedule

Determine Assess need Review vaccine Review Control and Prevention (www.cdc.gov), American College of Physicians
1 recommended for additional types, frequencies, contraindications (www.acponline.org), American Academy of Family Physicians (www.aafp.
vaccinations by recommended intervals, and and precautions org), American College of Obstetricians and Gynecologists (www.acog.org),
age (Table 1) vaccinations by considerations for for vaccine types American College of Nurse-Midwives {www.midwife.org), and American
medical condition special situations {Appendix) Academy of Physician Associates (www.aapa.org), and Society for Healthcare
or other indication [Notes) Epidemiology of America {www.shea-online.org).

{Table 2}
——

Vaccines in the Adult Immunization Schedule®

= ===

Report

» Suspected cases of reportable vaccine-preventable diseases or cutbreaks to
the local or state health department

+ Clinically significant pastvaccination reactions to the Vacdne Adverse Event

Haemophilus influenzae type b vaccine ActHIE* Repaorting System at www.vaers hhs.gov or 800-822-7967
Hibesrix* . .
PedyaxHIE* Injury claims
- All vaccines included in the adult immunization schedule except pneumococcal
Hepatitis A vaccine e Etr:' 23-valent polysaccharide [PPSW23) and zoster (RZV) vaccines are covered by the
Vaccine Injury Compensation Program. Information on how to file a vaccine injury
gt el ey e e e Hephciiers e claim is available at www.hrsa.gov/vaccinecompensation.
Hepatitis B vaccine HepB Ezg:::]tﬁ;x - Questions or comments
Haplisav-B* Contact www.cde gov/ede-info or B00-COC-INFO (800-232-4636), in English or
To—— vinus vaccine HPV Gardasil 9 Spanish, 8 am.—8 p.m. ET, Monday through Friday, excluding holidays.
Influenza vaccine (inactivated) 4 Many brands a Download the CDC Vaccine Schedules app for providers at
Influenza vaccine (live, attenuated) LAIV4 Flubist® Quadrivalent www.cde gov/vaccines/schedules/hep/schedule-app html,
Influenza vaccine recombinant] Rl Flublok® Quadrivalent Hel pfl.ll information
Measles, mumps, and rubella vaccine MMR M-M-R0* » Complete Advisory Committee on Immunization Practices (ACIP) recommendations:
Meningococcal serogroups A, €, W, ¥ vaccine MenACWY-D Menactra® www.cde govivaccines/hep/acip-recs/indechtm
MenACWY-CRM Meanveo® * General Best Practice Guidelines for Immunization
MenACWY-TT MenQuadfi® lincluding contraindications and precautions):
Meningocoeeal sercgroup B vaccine MenB-4c Bawsaro® www.ocdc.gov/vaccines/hopdacip-recs/general-recs/index hitmi
MenB-FHbp Trumenba® * Vaccine information statements: www.odc gow)vaccines/hep/vis/index. hitml
Pneumnococcal 15-valent conjugate vaccine BEVIS T . I'rfl'lanuall for the %Lll.‘e!llam:_e of Vaccine-Preventable Diseases
{including case identification and outbreak responsel:
Prneurnococcal 20-valent conjugate vaccine PCV20 Prevnar 20° www.cde govivaccines/pubs/surv-manual
Prneurnococcal 23-valent polysaccharide vaccine PPSV23 Pneumovax 23* * Trawvel vaccine recommendations: wwnw.odogow/trave
Tetanus and diphtheria toxoids Td Tenivac® * Recommended Child and Adodescent Immunization Schedule, United States, 2022:
Tdwax™ www.ocdc.gov/vaccines/schedules/hop/child-adolescent.htm
Tetanus and diphtherla toxolds and acellular pertussis vaccine Tdap Adacel® * ACIF Shared Clinical Decision-Making Recommendations: Scan QA code
Boostri® wwwocdc. gov/vaccines/acip/acip-scdm-fags. htm ur'ﬁm:&zle
Varicella vaccine VAR WVarivax®
Zoster vaccine, recombinant A2V Shingrix U.5. Department of

*Administer recommended vacdines il wvaccination history is incomplete or unknown. Do not restart or add doses to vaccine
series il there are extended intervals between doses. The use of trade names is for identification purposes only and does not

imply endorsement by the ACIP or CDC.

Health and Human Services
Centers for Disease
Control and Prevention

CEI0ET1-A
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IE-1: ][l Recommended Adult Immunization Schedule by Age Group, United States, 2022

Influenza inactivated (11V4) or
Influenza recombinant (RIV4)

Influenza live, attenuated
(LAIVE)

Tetanus, diphtheria, pertussis
(Tdap or Td)

Measles, mumps, rubella
(MMR)

Varicella
(VAR)

Zoster recombinant
(RZV)

Human papillomavirus (HPV)

Pneumococcal
(PCV15, PCV20, PPSV23)

Hepatitis A
(HepA)

Hepatitis B
(HepB)

Meningococcal A, C, W, Y
(MenACWY)

Meningococcal B
(MenB)

Haemophilus influenzae type b

{Hib)

Recommended vaccination for adults who meet age requirement,
lack documentation of vaccination, or lack evidence of past infection

1 dose annually

o)

1 dose annually

1 dose Tdap each pregnancy; 1 dose Td/Tdap for wound management (see notes)
1 dose Tdap, then Td or Tdap booster every 10 years

1 or 2 doses depending on indication
(if born in 1957 or later)

2 doses 24
(if born in 1980 or later)
2 doses for immunocompromising conditions (see notes) 2 doses

2 or 2 doses depending on age at

initial vaccination or condition 27 through 45 years

1 dose PCV15 followed by PPSV23 1 dose PCV15 followed by PPSV23
OR OR
1 dose PCV20 (see notes) 1 dose PCV20

2 or 3 doses depending on vaccine

2, 3, or 4 doses depending on vaccine or condition

1 or 2 doses depending on indication, see notes for booster recommendations

2 or 3 doses depending on vaccine and indication, see notes for booster recommendations

19 through 23 years

1 or 3 doses depending on indication

Mo recommendation/
Mot applicable

Recommended vaccination based on shared
dinical decision-making

Recommended vaccination for adults with an
additional risk factor or another indication

MAIC 2022
21



Table 2

Recommended Adult Immunization Schedule by Medical Condition or Other Indication, United States, 2022

Immuno- nfection CD4 End-stage

. Asplenia,
compromised | percentage and count |} o':gl::::“t renal

(excluding HIV [ . 150; >15% and - disease, or on
infection) <200 I:.::rr.z Lol hemodialysis

Heart or A=
Chronic liver Diabetes Health care

Pregnancy disease personnel®

lung disease;
alcoholism’

IIVa or RIV4 1 dose annually
HATVE Frecaution ! dose annua“‘r
Tdap or Td floos S s pseh 1 dose Tdap, then Td or Tdap booster every 10 years
pregnancy v
MMR 1 or 2 doses depending on indication
RZV 2 doses at age =19 years 2 doses at age =50 years
HPV 3 doses through age 26 years 2 or 2 doses through age 26 years depending on age at initial vaccination or condition
Pneumococcal
(PCV15, PCV20, 1 dose PCV15 followed by PPSV23 OR 1 dose PCV20 (see notes)
PP5V23)
HepA 2 or 3 doses depending on vaccine
HepB Fiooes 2, 3, or 4 doses depending on vaccine or condition
(see notes)
MenACWY 1 or 2 doses depending on indication, see notes for hooster recommendations
MenB Precaution 2 or 3 doses depending on vaccine and indication, see notes for booster recommendations
- 3 doses HSCT?

Hib recipients only 1 dose

Recommended vaccination Recommended vaccination Recommended vaccination Precaution—wvaccination - Contraindicated or not Mo recommendations

for adults who meet fior adults with an additional based on shared clinical might be indicated if recommended—wvaccine Mot applicable

age requirement, lack risk factor or another decision-making benefit of protection should not be administered.

documentation of indication outweighs risk of adverse .

R N . “Vaccinate after pregnancy.
vaccination, or lack reaction

evidence of past infection

1. Precaution for LAIV4 does not apply to alcoholism. 2. See notas for influenza; hepatitis B; measles, mumps, and rubella; and varicella vaccinations. 3. Hematopoietic stemn cell transplant.

MAIC 2022
22



m Recommended Adult Immunization Schedule for ages 19 years or older, United States, 2022

Forvaccine recommendations for persons 18 years
of age or younger, see the Recommended Child
and Adolescent Immunization Schedule.

-OVID-19 Vacci "

COVID-19 vaccines are recommended within the
scope of the Emergency Use Authorization or
Biologics License Application for the particular
vaccine. ACIP recommendations for the use of
COVID-19 vaccines can be found at www.cdc.gov/

- HIV infection

- Men who have sex with men

- Injection or neninjection drug use

- Persons experlencing homelessness

- Work with hepatitis A virus in research laboratory or
with nonhuman primates with hepatitis A virus infection

-Tra
he

%’ COVID-19 Vaccination:

vaccines/hcp/acip-recs/vacc-specific/covid-19.html.

CDC’s interim clinical considerations for use of
COVID-19 vaccines can be found at www.cdc.gov/
vaccines/covid-19/clinical-considerations/covid-19-
vaccines-us.html.

Haemophilus influenzae type b vaccination

Special situations
* Anatomical or functional asplenia (including sickle cell
disease): 1 dose if previously did not receive Hib; if elective

Important details .

Hepatitis A vaccination

Routine vaccination

* Not at risk but want protection from hepatitis A
(identification of risk factor not required): 2-dose series
HepA (Havrix 6-12 months apart or Vaqta 6-18 months
apart [minimum interval: 6 months]) or 3-dose series HepA-
HepB (Twinrix at 0, 1, 6 months [minimum intervals: dose 1
to dose 2: 4 weeks / dose 2 to dose 3: 5 months])

Special situations
* At risk for hepatitis A virus infectlon: 2-dose series HepA
or 3-dose series HepA-HepB as above
- Chronic liver disease (e.g., persons with hepatitis B,
hepatitis C, cirrhosis, fatty liver disease, alcoholic liver
disease, autoimmune hepatitis, alanine aminotransferase
[ALT] or aspartate aminotransferase [AST] level greater
than twice the upper limit of normal)

after|
endg

Special situations

* Age 60 years or older* and at risk for hepatitis B virus
Infection: 2-dose (Heplisav-B) or 3-dose (Engerix-B,
Recombivax HB) series or 3-dose series HepA-HepB
(Twinrix) as above
- persons with hepatitis

t alcoholic liver disease,

he aminotransferase [ALT] or

AST] level greater than twice

Directs you to the Interim Clinical Sl by oh

itive persons; sexually active
ogamous relationships;

=0l Considerationsforuse of COVID-19 br treztment for a sexually

o3 vaccines
-Sett
targ - T B RE Tt =

kho have sex with men)
drug use

Isk for exposure to blood
HEsAg-positive persons;

> o =
or group homes and nonresidential day care facilities for
developmentally disabled persons (individual risk factor
screening not required)

Hepatitis B vaccination

Routine vaccination
* Age 19 through 59 years: complete a 2- or 3-, or 4-dose
series

- 2-dose series only applies when 2 doses of Heplisav-B* are
used at least 4 weeks apart

- 3-dose series Engerix-B or Recombivax HE at 0, 1, 6 months
[minimum intervals: dose 1 to dose 2: 4 weeks / dose 2 to
dose 3: 8 weeks / dose 1 to dose 3: 16 wesks])

- 3-dose series HepA-HepB (Twinrix at 0, 1, 6 months
[minimum intervals: dose 1 to dose 2: 4 weeks / dose 2 to
dose 3: 5 months])

-4-dose series HepA-HepB (Twinrix) accelerated schedule
of 3 doses at 0, 7, and 21-30 days, followed by a booster
dose at 12 mor

-4-dose series E
on adult hermo
normal adult d

Important details

*Note: Heplisav-B
lack of safety data in pregnant women

MAIC 2022

rrerererera s for developmentally
disabled persons; health care and public safety personnel
with reasonably anticipated risk for exposure to blood or
blood-contaminated body fluids; hemodialysis, peritoneal
dialysis, home dialysis, and predialysis patients; patients
with diabetes)

-Incarcerated persons

-Trawvel in countries with high or intermediate endemic
hepatitis B

*Note: Anyone age 60 years or older who does not meet
risk-based recommendations may still receive Hepatitis B
vaccination.

Human papillomavirus vaccination

Routine vaccination

* HPV vaccination recommended for all persons through
age 26 years: 2- or 3-dose series depending on age at initial
vaccination or condition:

- Age 15 years or older at Initial vaccination: 3-dose series
at 0, 1-2 months, & months (minimum intervals: dose 1 to
dose 2: 4 weeks / dose 2 to dose 3: 12 weeks / dose 1 to
dose 3: 5 months; repeat dose if administered too soon)

- Age 9-14 years at initial vaccination and recelved 1
dose or 2 doses less than 5 months apart: 1 additional
dose

- Age 9-14 years at initial vaccination and recelved 2
doses at least 5 months apart: HPV vaccination series
complete, no additional dose needed

23



Appendix

Recommended Adult Immunization Schedule, United States, 2022

Guide to Contraindications and Precautions to Commonly Used Vaccines
lAdapted from Table 4-1 in Advisory Committee on Immunization Practices (ACIP) General Best Practice Guidelines for Immunization: Contraindication and Precautions available at www.cdc.
gov/vaccines/hcp/acip-recs/general-recs/contraindications.html and ACIPs Recommendations for the Prevention and Control of 2021-22 Seasonal Influenza with Vaccines available at

www.cdc.gov/mmwr/volumes/70/rr/rr7005a1.htm

Interim clinical considerations for use of COVID-19 vaccines including contraindications and precautions can be found at
www.cdc.gov/vaccines/covid-19/clinical-considerations/covid-19-vaccines-us.html

Vaccine

Influenza, egg-based,
inactivated injectable (IIV4)

Contraindications’

« Severe allergic reaction (e.g., anaphylaxis) after previous dose of any influenza vaccine
(i.e., any egg-based IV, ccllV, RIV, or LAIV of any valency)

+ Severe allergic reaction (e.g., anaphylaxis) to any vaccine component? (excluding egg)

Precautions?

« Guillain-Barré syndrome (GBS) within 6 weeks after a previous dose of any type of
influenza vaccine

+» Persons with egag allergy with symptoms other than hives (e.g., angioedema,
respiratory distress) or required epinephrine or another emergency medical
intervention: Any influenza vaccine appropriate for age and health status may be
administered. If using egg-based lIV4, administer in medical setting under supervision
of health care provider who can recognize and manage severe allergic reactions. May
consult an allergist.

= Moderate or severe acute illness with or without fever

Influenza, cell culture-based
inactivated injectable
[{ccllV4), Flucelvax®
Quadrivalent]

+ Severe allergic reaction (e.g., anaphylaxis) to any cdIV of any valency, or to any
component® of cdlV4

« Guillain-Barré syndrome (GBS) within 6 weeks after a previous dose of any type of
influenza vaccine

+» Persons with a history of severe allergic reaction (e.q., anaphylaxis) after a previous
dose of any egg-based lIV, RIV, or LAIV of any valency. If using cdV4, administer in
medical setting under supervision of health care provider who can recognize and
manage severe allergic reactions. May consult an allergist.

» Moderate or severe acute illness with or without fever

Influenza, recombinant
injectable [(RIV4), Flublok®
Quadrivalent]

« Severe allergic reaction (e.g., anaphylaxis) to any RIV of any valency, or to any
component® of RIV4

« Guillain-Barré syndrome (GBS) within 6 weeks after a previous dose of any type of
influenza vaccine

+» Persons with a history of severe allergic reaction (e.q., anaphylaxis) after a previous
dose of any egg-based IIV, cclIV, or LAIV of any valency. If using RIV4, administer in
medical setting under supervision of health care provider who can recognize and
manage severe allergic reactions. May consult an allergist.

= Moderate or severe acute illness with or without fever

Influenza, live attenuated
[LAIVA, Flumist®
Quadrivalent]

+ Severe allergic reaction (e.g., anaphylaxis) after previous dose of any influenza vaccine
(iL.e., any egg-based IV, ccllV, RIV, or LAIV of any valency)

« Severe allergic reaction (e.g., anaphylaxis) to any vaccine component? (excluding egqg)

+ Adults age 50 years or older

« Anatomic or functional asplenia

+ Immunocompromised due to any cause induding, but not limited to, medications and
HIV infection

+ Close contacts or caregivers of severely immunosuppressed persons who require a
protected environment

+ Pregnancy

« Cochlear implant

+ Active communication between the cerebrospinal fluid (C5F) and the cropharynx,
nascpharynx, nose, ear, or any other cranial CSF leak

« Received influenza antiviral medications oseltamivir or zanamivir within the previous 48

heurs, peramivir within the previous 5 days, or baloxavir within the previous 17 days.

« Guillain-Barré syndrome (GBS) within 6 weeks after a previous dose of any type of
influenza vaccine

= Asthma in persons aged 5 years old or older

+ Persons with egg allergy with symptoms other than hives (e.g,, angicedema,
respiratory distress) or required epinephrine or another emergency medical
intervention: Any influenza vaccine appropriate for age and health status may be
administered. If using LAIVE (which is egg based), administer in medical setting under
supervision of health care provider who can recognize and manage severe allergic
reactions. May consult an allergist.

+ Persons with underlying medical conditions (other than those listed under
contraindications) that might predispose to complications after wild-type influenza
virus infection [e.g., chronic pulmonary, cardiovascular (except isolated hypertension),
renal, hepatic, neurclogic, hematologic, or metabolic disorders (including diabetes
mellitus)]

= Moderate or severe acute illness with or without fever

1. When a contraindication is present, a vacdne should NOT be administered. Kroger A, Bahta L, Hunter P. ACIP General Best Practice Guidelines for Immunization. www.cdc.gov/vaccines/hcp/acip-recs/general-recs/

contraindications.html

2. When a precaution is present, vaccination should generally be deferred but might be indicated if the benefit of protection from the vaccine outweighs the risk for an adverse reaction. Kroger A, Bahta L, Hunter P
ACIP General Best Practice Guidelines for Immunization. www.cdc.gov/vaccines‘hcp/acip-recs/general-recs/contraindications.html

3. Vaccination providers should check FDA-approved prescribing information for the most complete and updated information, including contraindications, wamings, and precautions. Package inserts for U.S.-
licensed vaccines are available at www.fda.gow/vaccines-blood-biologics/approved-products/vaccines-licensed-use-united-states.
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2022 Changes

*  Hepatitis B: HepB vaccine universally recommended, detailed notes

* Influenza: "Special situations” section in the Influenza note was condensed by moving
information on contraindications and precautions for influenza vaccines to the newly
created appendix

*  Meningococcal: A note was added at the end of section that states, “MenB vaccines may be
administered simultaneously with MenACWY vaccines if indicated, but at a different
anatomic site, when feasible”

*  Pneumococcal: Added PCV15 and PCV20 to the list of pneumococcal vaccines and removed
PCV13. Details added in notes.

«  Zoster: "Special situations” section pregnancy bullet was revised to increase clarity. This
bullet now states “"There is currently no ACIP recommendation for RZV use in pregnancy.
Consider delaying RZV until after pregnancy.” Additionally, the immunocompromising
conditions bullet was revised to reflect the new ACIP recommendations for zoster
vaccination. This bullet now states “RZV is recommended for use in persons aged 19 years
and older who are (or will be) immunodeficient or immunosuppressed because of disease or

therapy.”’

https://www.cdc.gov/vaccines/schedules/hcp/schedule-changes.html
https://www.cdc.gov/mmwr/volumes/71/wr/mm7107al.htm?s cid=mm7107al wb
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Administering vaccines
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Vaccine Administration

Preper vaccine ad ministratien i oritical to ensure that vaccinatien k& safe and effective. COC recommends thatall
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Administration
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Screen for Contraindications and Precautions
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events follzwing waccination. All patients should bescreened for
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Health fare prefessionak sheuld be prepared te previde somprehensive
wactine infarmation.
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Administer the YWaccine(s)]
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Document the Yaccination(s)
Health care providers are required by law te recerd certain infermation
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Vaccine

Administration

https://www.cdc.gov/

vaccines/hcp/admin/admin-

protocols.html
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Seven Rights of
Vaccine Administration

* Rig
* Rig
* Rig
* Rig
* Rig

Nt Patient

Nt Time

Nt Vaccine (and Diluent)

Nt Dosage

Nt Route, Needle, Technique
Nt Injection Site

Nt Documentation
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Administering Vaccines: Dose, Route, Site, and Needle Size

https://www.immunize.org/catg.d/p3085.pdf

Vaccine Dose Route | | Injection Site and Meedle Size
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Hial dlurs i nrae b [Hik: L5 mL 184 i .
gy influs type b (HiG) = Children 12 mas ar alder, . E::Fﬂ:::iu:nzzr;:ﬁ;d;
. =18 ys: 05 mL adolescents, and adults . E .
Hepatitis & [HepA) ([¥] tisswe over triceps
=15 ys: 1.0mL P
Intramuscular (IM) injection
Engeria-B; Racombivar HE Use a 72-75 gauge needle. Choose the injection site and nesdle l=ngth
Hepatitis B [H=pE) =10 yra- 05 mL ri o the ersont Th &
m,“_”w oy b e Aecsmibierr HE 220 yrs: 1.0 mL " at is appropriate to the person’s age and body mass.
. il ey NEEDLE
1.0 ml aghult farmudsfize on o Jdou schedale. z]B'rrsl:ﬂfs L AGE LEHMCTH IMJECTION SITE
Human papillomavirus [HPV) 0.5 mlL 184 Mewbarns [1st 28 days) R Anterolateral thigh muscle
02 L 1 L i h Iy Infants {1-12 mos) 1 Anterolateral thigh muscle
a " 2mlL 0.1 ml in =ac
! e wated (LAIV) nastril) nasal 1-1%" | Amteroclateral thigh muscle’
Spray Toddlers [1-2 years] e ——— ",
al 1
Afluria: 0.25 mL —1o Id ""““l' “[ m
i -1 i :
Influenza, inactivated (IIV); for ages |  Fluzone: 0.25 00 0.5 mL " ‘t:a""']'é"" : : | ot “h’"""
- = I years 1=1%" Amt teral thi |
B35 raritid Fluari, Flucehax, FluLaval: Brovatera High musce
0.5mL Adoletcents anid e =17 Dieltaid muscle of arm®
Influenza, inactivated {1IV), =3 yrs; 0.5 mL (11=18 years] 1=1%" | Anterolateral thigh muscle
recombinant (RIV), =18 yrs; 1A
high-dase [HD-1IV) =65 yrs FluZone HD: 0.7 mL Adults 19 yeart or obder
Femal le <130 |b ¥-1"" | Deltoid le af
Measles, Murmps, Rubella (MMR) a5 L Subeut emale or male < 5 id muscle of arm
Meni " bk C, W, Y e » Female or male 130-152 |bs 1 Dreltaid muscle of arm
[MenACWY) e Female 153-200 lbs 1 | Detioid emsscle of
Male 153-260 |bs = toid muscle of arm
Meningoeoceal seragroup B (MenB) 0.5 mL 1
Prneumococcal conjugate f:::"_l 0.5mlL Ik :::T:I;Eﬂ-r "“““ 1" Deltoid muscle of arm
Pneumcoccal palysacchari L7]
[PESEV] 0.5mL 5ub|l::urt Female or male, any weight 1L Anterolateral thigh muscle
Palia, inactivated [IPV) 0.5mL ;Mb:r " A pidle ey e e i) nwhebine, et MOTE: hlways refer 1o the package insest
ubut infanes, ard patiens weighing kess tan T301ba included wath each Biokgic for complete
Ratarix: 1.0 m 1B hg) fow UM injection in the Selisid ecle waccne sdministration infermatien. COC's
Rotavirus [FV) Dl LI Chral orny § the i streiched Sght, the sebostimeost g eenny Committee on Imeunization
Rotateg: 2.0 mL tigaws i6 et buachad, ared the injection is made
) Practices (ACIF) recommendations forthe
Varicella [VAR) 0.5mlL Subcut , ::ET: anghe i the skin particslar vaccine should be reviewed s
MAIC 2022

29


https://www.immunize.org/catg.d/p3085.pdf

I T

Handouts & Staff Materials Clinic Tools Vaccine Information Statements Talking about Vaccines

. = :
@ ' mmunize.o rg formerly Immunization Action Coalition (IAC)

%

vreicame Hﬂﬂdﬂuts ) — Over 230 materials IAC's COVID19
Free educational materials * from IAC experts »
IZ Express for patients and staff ready for your use web page
[eeee———— forup-to-date
Ask the Experts | i S| 1 I e r—— &) Handouts Main Page information
m i s e Categorized
- o — I e
T i b = “ii ;L Soried alphabetically
= Laminated 2 0 22

Shop IAC

@ 1zExpress

Ask the Experts! 7
IAC experts

Immunization Schedules

answer more than ; " ?
Immunization news and Delivered weekly to 1,000 questions ? ’ -
information from your your inbox FREE! 5 ; L
trusted source for more g h-.“h:" . J ’ g lFIghtthnﬂuand
than 20 years! SUBSCRIBE professiona COVID-19 too:
about vaccines . i et
and their use. :m‘:-j,ﬂd.;r;gm”
g st Vaccinating Adults:
o A Step-by-Step Guide el M
i .: Download FreEe 142-page Guide + === '
T al ; : ' r Translating COVID-19
_ES ‘.’.’1 www.immunize.org/guide wJ F I U Strategies to Improve
— DE FENSE Influenza Seasonal

https://www.immunize.org/

MAIC 2022

30


https://www.immunize.org/

creenin

« Is key to preventing serious adverse reactions

« Specific questions intended to identify
contraindications or precautions to vaccination

- Screening must occur at every
iImmunization encounter
(not just before the first dose)

« Use of a standardized form facilitate effective
screening

«  For COVID-19 vaccine, screening will inform
the length of the observation period

https://www.cdc.gov/vaccines/hcp/acip-recs/general-recs/contraindications. html
https://immunize.org/clinic/screening-contraindications.asp
http://www.immunize.org/handouts/screening-vaccines.asp
https://www.cdc.gov/vaccines/covid-19/downloads/pre-vaccination-screening-form. pdf

Screening Checklist

for Contraindications BATE OF BIRTH o L
to Vaccines for Adults

For patients: The following questions will help us determine which vaccines you may be given today. If you
answer “yes” to any question, it does not necessarily mean you should not be vaccinated. It just means
additional questions must be asked. If a question is not clear, please ask your healthcare provider to explain it.

-
1. Are you sick today? O [} [m]
2. Do you have allergies to medications, food, a vaccine component, or latex? O m] [m}
3. Have you ever had a serious reaction after receiving a vaccination? o o o
4. Do you have a long-term health problem with heart, lung, kidney, or metabolic disease
(e-g., diabetes), asthma, a blood disorder, no spleen, complement component deficiency, o o o
a cochlear implant, or a spinal fluid leak? Are you on long-term aspirin therapy?
5. Do you have cancer, leukemia, HIV/AIDS, or any other immune system problem? o o a
6. Do you have a parent, brother, or sister with an immune system problem? O O a
7. In the past 3 manths, have you taken medications that affect your immune system, such
as prednisone, other steroids, or anticancer drugs; drugs for the treatment of rheumatoid O O a
Prevaccination Checklist
for COVID-19 Vaccines
For vaccine recipients: Patient Name.
The following questions will help us determine if there is
any reason you should not get the COVID-19 vaccine today. Age
If you answer “yes” to any question, it does not necessarily mean you
should not be vaccinated. It just means additional questions may be asked. 8
If a question is not clear, please ask your healthcare provider to-explain it Don't
Yes No know

1.

Are you feeling sick today?

2.

3.

Have you ever received a dose of COVID-19 vaccine?
 If yes, which vaccine product did you receive?

Opfizer [ Moderna [ Janssen (Johnson & Johnson) O Another product
Have you ever had an allergic reaction to
(This would includ llergic reaction hylaxis) that rec hrine or EpiPen® or that
would also include an allergic reacti hours that caused h iling, or respiratory distress,

gotathe hospital. It

* A component of a COVID-19 vaccine including either of the following:

© Polyethylene glycol (PEG), which is found in some medications, such as laxatives and
preparations for colonoscopy procedures.

© Polysorbate, which is found in some vaccines, film coated tablets, and intravenous steroids.

4.

* A previous dose of COVID-19 vaccine.

* Avaccine or injectable therapy that contains multiple components, one of which is a COVID-19
vaccine component, but it is not known which component elicited the immediate reaction

Have you ever had an allergic reaction to another vaccine (other than COVID-19 vaccine) or an
injectable medication?

(This would include.a severe allegi eaction eg. anaphylars that equired treatment with epineghrine or EpiFen* o that
<aused you 1o go to the hospital. It
sweling, o respiratory distress, including wi

o)

5.

Have you ever had a severe allergic reaction (e.q, to ing other than a
of COVID-19 vaccine, or any vaccine or injectable medication? This would include food, pet, venom,
environmental, or oral medication allergies.

Have you received any vaccine in the last 14 days?

Haue urii suar had 2 nncitiue tect far COMIN-10 ar hac 2 dnctar ser tald unn that uai had COVIN-1a7

MAIC 2022

31


https://www.cdc.gov/vaccines/hcp/acip-recs/general-recs/contraindications.html
https://immunize.org/clinic/screening-contraindications.asp
http://www.immunize.org/handouts/screening-vaccines.asp
https://www.cdc.gov/vaccines/covid-19/downloads/pre-vaccination-screening-form.pdf

Contraindication and Precautions

Contraindication
- Increases risk for a serious adverse reaction
« A vaccine should not be administered when present

- Many are temporary, vaccinations can often be administered later
when the condition leading to a contraindication no longer exists

Precaution

« May increase the risk for a serious adverse reaction, cause diagnostic
confusion, or compromise the ability of the vaccine to produce
immunity

- In general, vaccinations should be deferred

« However, a vaccination might be indicated in the presence of a
precaution if the benefit of protection from the vaccine outweighs the
risk for an adverse reaction

MAIC 2022
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Contraindications &
Precautions

2022 Immunization Schedule, Appendix

https://www.cdc.gov/vaccines/schedules/downloads/adult/adult-
combined-schedule.pdf

CDC: Table 4.1 in Best Practices

https://www.cdc.gov/vaccines/hcp/acip-recs/general-
recs/contraindications.html

IAC: Guide to Contraindications and
Precautions to Commonly Used Vaccines

https://www.immunize.org/catg.d/p3072A.pdf

IAC: Guide to Contraindications and
Precautions to Commonly Used Vaccines
in Adults

https://immunize.org/catg.d/p3072.pdf

CDC: Interim Clinical Considerations for
COVID-19 Vaccines

https://www.cdc.gov/vaccines/covid-19/info-by-product/clinical-
considerations.html

MAIC 2022

For information on contraindications and precautions when
administering COVID-19 vaccine, see CDC's COVID-19
Vaccine Quick Reference Guide for Healthcare Professionals at

Guide to Contraindications and Precautions
to Commonly Used Vaccines'*

Vaccine Contraindications’ Precautions’

Hepatitis B (HepB) « Severe allergic reaction (e.g., anaphylaxis) after a previous dose | » Moderate or severe acute illness with or without fever
or to a vaccine component

* Hypersensitivity to yeast

« Infant weighing less than 2000 grams (4 Ibs, 6.4 02)*

Rotavirus « Moderate or severe acute illness with or without fever
(RVS [RotaTeg],

RV1 [Rotarix])

« Severe allergic reaction (e.g., anaphylais) after a previous dose
or to a vaccine component
« Severe combined immunodeficiency (SCID)

« Altered immunocompetence other than SCID
« Chronic gastrointestinal disease®

« History of intussusception « Spina bifida or bladder exstrophy*

« Severe allergic reaction (e.g., anaphylaxis) after a previous dose | « Moderate or severe acute illness with or without fever

or to a vaccine component « Guillain-Barré syndrome (GBS) within 6 weeks after a previous dose of tetanus toxeid-
« For pertussis- ing vaccines: E hy (e.g., coma, containing vaccine

decreased level of consciousness, prolonged seizures) not attribut- | 4 History of Arthus-type hypersensitivity reactions after a previous dose of

able to another identifiable cause within 7 days of administration | diphtheria- or tetanus toxoid-containing vaccine; defer vaccination untilat least

of a previous dose of DTP or DTaP (for DTaP); or of previous 10years have elapsed since the last tetanus toxoid-containing vaccine

dose of DTP, DTaP, or Tdap (for Tdap) « For DTaP and Tdap only: Progressive or unstable neurologic diserder (including
infantile spasms for DTaP), lled halopath

Diphtheria, tetanus,
pertussis (DTaP)

Tetanus, diphtheria,
pertussis (Tdap)

Tetanus, diphtheria
(DT, Td)

seizures, of prog defer
until a treatment regimen has been established and the condition has stabilized

Haemophilus influenzae | + Severe allergic reaction (e.g., anaphylaxis) after a previous dose | + Moderate or severe acute illness with or without fever
type b (Hib) or to a vaccine component

« Age younger than 6 weeks

Inactivated poliovirus « Severe allergic reaction {e.g., anaphylaxis) after a previous dose | « Moderate or severe acute illness with or without fever

Appendix C: Triage of people with a history of allergies or allergic
reactions

MAY PROCEED WITH COVID-19
PRECAUTION TO COVID-19 VACCINATION VACCINATION
Among people without a Among people without a
contraindication, a history of: contraindication or precaution, a
* Any immediate allergic reaction’to  history of:

other vaccines (non-COVID-19) or
injectable therapies®

* Allergy (including anaphylaxis) to
oral medications (including the
oral equivalent of an injectable
medication)

s MNon-severe, immediate (onset <4
hours) allergic reaction’ after a
previous dose of COVID-1% vaccine® * History of food, pet. insect.

wenom, environmental, latex, etc.,

Note: people with 2 contraindication to allergies, including anaphylaxis

mMRNA COVID-19 vaccines have a
precaution to Janssen COVID-18 Vaccine,
and vice versa"

* Family history of allergies

Actions:
* 30-minute observation period:
people with history of anaphylaxis
(due to any cause)

Actions:
* Risk assessment

* 30-minute cbservation period if
vaccinated (see footnotes 5 and 6
for information on vaccination
setting)

* 15-minute observation pericd: all
other people

Consider referral to allergist-
immunologist
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Vaccine Information Statements (VISs)

and

EUA Factsheets for Vaccin

e Recipients

ealthcare provider requirements

- Public and private providers
 Give before vaccine is administered

- Applies to every dose of a vaccine
series not just the first dose

- Opportunities for questions should be
provided before each vaccination

- Available in multiple languages

https://www.cdc.gov/vaccines/hcp/vis/index.html
http://www.cdc.gov/vaccines/hcp/vis/index.html
http://www.immunize.org/vis/
https://www.cdc.gov/vaccines/covid-19/info-by-product/index.html

VAC

Hepatitis B Vaccine:

What You Need to Know

E INFORMATION STATEME|

Many vaceing information Statements are
‘wralable in Spenish and other languages.
See wwwEmmUNZe rg/ViS

Hojas de ivformacén sobre vacunas estin
disponibles en ospahol y en muches okros
hmas. Vise www inun 22 0rg/vs

1. Why get vaccinated?

2. Hepatitis B vaccine

Hepatitis B vaccine can prevent hepatitis B.
Hepatitis B is a liver disease that can cause mild
illness lasting a few weeks, or it can lead to a serious,
lifelong illness.
= Acute hepatitis B infection is a short-term illness
that can lead to fever, fatigue, loss of appetite,
nausea, vomiting, jaundice (yellow skin or eyes,
dark urine, clay-colored bowel movements), and
pain in the muscles, joints, and stomach
= Chronic hepatitis B infection is a long-term
illness that occurs when the hepatitis B virus
remains in a person's body. Most people who go
on to develop chronic hepatitis B do not have
symptoms, but it is still very serious and can lead
toliver damage (cirrhosis), liver cancer, and death.
Chronically infected people can spread hepatitis B
virus to others, even if they do not feel or look sick
themselves.

Hepatitis B is spread when blood, semen, or other

body fluid infected with the hepatitis B virus enters

the body of a person wha s not infected. People can

become infected through:

- Birth (if a pregnant person has hepatitis B, their
baby can become infected)

= Sharing items such as razors or toothbrushes with
an infected person

= Contact with the blood or open sores of an infected
person

= Sex with an infected partner

= Sharing needles, syringes, or other drug-injection
equipment

- Exposure to blood from needlesticks or other sharp
instruments

Most people who are vaccinated with hepatitis B

vaccine are immune for life.

Hepatitis B vaccine is usually given as 2, 3, or 4 shots.

Infants should get their first dose of hepatitis B

vaccine at birth and will usually complete the series

at 6-18 months of age. The birth dose of hepatitis B

vaccine is an important part of preventing long-

term illness in infants and the spread of hepalitis B

in the United States.

Children and adolescents younger than 19 years

of age who have not yet gotten the vaccine should

be vaccinated.

Adults who were not vaccinated previously and

want to be protected against hepatitis B can also

get the vaccine.

Hepatitis B vaccine is also recommended for the

following people:

* People whose sex partners have hepatitis B

* Sexually active persons who are not in a long-term,
monogamous relationship

* Peaple seeking evaluation or treatment for a
sexually transmitted disease

* Victims of sexual assault or abuse

Men who have sexual contact with other men

+ Peaple who share needles, syringes, or other drug-
injection equipment

* People who live with someone infected with the
hepatitis B virus

« Health care and public safety workers at risk for
exposure to blood or body fluids

+ Residents and staff of facilities for developmentally
disabled people

« People living in jail or prison

* Travelers to regions with increased rates of
hepatitis B
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Healthcare Provider Documentation

Providers must ensure that the recipient's permanent medical record (whether paper-based
or electronic) contains all of the required vaccine administration documentation, which shall
consist of the following:

- Date of administration of the vaccine

- Vaccine manufacturer and lot number of the vaccine

 Name and title of person administering the vaccine

«  The address of the facility where the permanent record will reside

- Date printed on the appropriate VIS

« Date the VIS was given to the vaccine recipient, or the parents/legal representative

«  Best practices also include documenting: dosage, site, route, vaccine expiration date, any
adverse events, and any vaccine refusal

« The patient or parent should be provided with a personal immunization record that
includes the vaccination(s) and date administered.

« All MA licensed health care providers must report administered IZs to the MIIS

MAIC 2022
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COVID-19 Specific
Documentation Requirements

« COVID-19 vaccination providers must document vaccine
administration in their medical record systems within 24 hours of
administration

« Document each recipient's vaccine administration information:

o Medical record:
The vaccine and the date it was administered, manufacturer, lot
number, vaccination site and route, name and title of the person
administering the vaccine

o Vaccination record card (given to recipient):
Date of vaccination, product name/manufacturer, lot number, and
name/location of the administering clinic or healthcare professional.

o Immunization information system (IIS):
Report the vaccination to the appropriate state/local IIS.

MAIC 2022
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Vaccine safety
and
adverse event reporting



Safety is a priority

during all phases of vaccine development, authorization or approval,and use

The Vaccine Life Cycle

safety at every phase

GUIDE
ACIP
ADVISORY
COMMITTEE ON
IMMUNIZATION
PRACTICES
BLA

BIOLOGICS LICENSE
APPLICATION

cDC l"":.‘ "".l‘ | safety
CENTERS FOR " : continues with

DISEASE CONTROL | CDC + FDA

AND PREVENTION
safety

FDA monitoring

FOOD AND DRUG
ADMINISTRATION

IND

INVESTIGATIONAL
NEW DRUG
APPLICATION

safety
is a priority
during vaccine
development
+ approval

CLINICAL STUDIES/ TRIALS POST-APPROVAL
MONITORING +

DISCOVERY PRE- 8

s RESEARCH
g
73

BASIC a
RESEARCH CLINICAL &
STUDIES =

3
&

Q <
ARy g N

MAIC 2022

https://w ww.cdc.gov/vaccinesafety/ensuringsafety/history/index.htmli#anchor 1593624850886



https://www.cdc.gov/vaccinesafety/ensuringsafety/history/index.html#anchor_1593624850886

Importance of Vaccine Safety

Public confidence in vaccine safety critical

- Higher standard of safety is expected of vaccines

* Vaccines generally given to healthy people
to prevent disease (vs. ill to treat, for drugs)

* Lower public risk tolerance for adverse
reactions, especially in healthy children

* Vaccination universally recommended and
mandated

MAIC 2022
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Vaccine Adverse Reactions

Adverse reaction

- An untoward effect caused by a vaccine
- A vaccine side effect

Adverse event

- Any medical event following vaccination

 May be true adverse reaction o
{ investigation is needed to

- May be only coincidental distinguish between these

MAIC 2022
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Managing Acute Vaccine Reactions

in a Community Setting

Administering any medication, including vaccines,
The table below  has the potential to cause an adverse reaction.

- Staff must have appropriate training

to take if an screen patients for vaccine contraindications

and equipment to manage reactions cecusfollowig 5 Crecis for Comranicaton o aceies

Medical Management of Vaccine Reactions in Adults

they can vary from minor (e.g., soreness, itching)
to the rare and serious (e.g., anaphylaxis). Be
prepared.

Vaccine providers should know how to rec-
ognize allergic reactions, including anaphylaxis.
Have a plan in place and supplies available

vacc

- Staff should be familiar with signs and | in a Community Setting

Log|

Medical Management of Vaccine Reactions in Children and Teens

Administering any medication, including vaccines, occur, they can vary from minor (e.g., soreness,

Sy m pto m S Of h y pe rse n Si t i V i ty/a n a p h y Ia X i S The table below has the potential to cause an adverse reaction. itching) to the rare and serious (e.g., anaphy-
describes steps To minimize the likelihood of an adverse event,  laxis). Be prepared.
to take if an screen patients for vaccine contraindications Vaccine providers should know how to rec-
adverse reaction  and precautions prior to vaccination (see “Screen-  ognize allergic reactions, including anaphylaxis.

occurs following  ing Checklist for Contraindications to Vaccines ~ Have a plan in place and supplies available to

® A I I Va CCi n a ti O n p rOV i d e rs S h O u I d be Cu r re n t I y vaccination. for Children and Teens” at www.immunize.org/  provide appropriate medical care should such

catg.d/p4060.pdf). When adverse reactions do  an event occur.

Certified in CPR REACTION SIGNS AND SYMPTOMS

MANAGEMENT

injection site

- Severe reactions are rare

Localized Soreness, redness, itching, or swelling at the Apply a cold compress to the injection site.

Consider giving an analgesic (pain reliever) or
antipruritic (anti-itch) medication.

Slisht bleeding.

Anply pressure and an adhesive compress over

Interim Considerations:

° Screen i n g Ca n h eI p prevent reacti On S Preparing for the Potential Management of

Anaphylaxis at COVID-19 Vaccine Sites

Y PO St V a CCi n a t i O n O b Se rV a t i O n A serious allergic reaction (e.g., anaphylaxis) after a previous dose or to a component of a COVID-19 vaccine or an immediate allergic
reaction of any severity after a previous dose or known (diagnosed) allergy to a component of a COVID-19 vaccine are contraindications

1o vaccination.

iNni 4 Trained land iate medical for severe allergic reactions must
- There must be a clinic emergency plan for O o s

administration of a COVID-19 vaccine.

dealing with reactions and you need to o
ensure that all staff are familiar with that plan | owmuwdme

CDC recommends the following observation periods
after vaccination:

= 30 minutes: Persons with an immediate allergic reaction

- Have Emergency Treatment Standing Orders e e e
signed before the clinic ety recotion i

https://www.immunize.org/catg.d/p3082.pdf diagnosis is primarily made based on recognition of clinical

Symptoms often occur within 15-30 minutes of
vaccination, though it can sometimes take several hours
for symptoms to appear. Early signs of anaphylaxis can
resemble a mild allergic reaction, and it is often difficult
to predict whether initial, mild symptoms will progress
to become an anaphylactic reaction. Not all symptoms
listed above are necessarily present during anaphylaxis,
and not all patients have skin reactions.

Healthcare personnel should consider anaphylaxis
i when patients present with generalized signs or
i symptoms such as hives, serious or life-threatening

https://www.immunize.org/catg.d/p3082a.pdf
https://www.cdc.gov/vaccines/covid-19/downloads/IntermConsid-Anaphylaxis-covid19-vaccine-sites.pdf
https://www.cdc.qgov/vaccines/pubs/pinkbook/vac-admin.html
https://www.cdc.gov/vaccines/hcp/acip-recs/general-recs/adverse-reactions.html
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Recommended Meds and Supplies for the
Management of Anaphylaxis

Should be available at all sites If feasible,include at locations
Epinephrine (e.g., prefilled syringe, autoinjector)* Pulse oximeter

H1 antihistamine (e.g., diphenhydramine, cetirizine)t  Oxygen

Blood pressure monitor¥ Bronchodilator (e.g., albuterol)

Timing device to assess pulse H2 antihistamine (e.g., famotidine, cimetidine)
Intravenous fluids
Intubation kit

Adult-sized pocket mask with one-wayvalve (also
known as cardiopulmonary resuscitation (CPR) mask)

*COVID-19 vaccination locations should have at least 3 doses of age-appropriate epinephrine available at all times, and
the ability to quickly obtain additional doses to replace supplies after epinephrine is administered to a patient.

https://www.cdc.gov/vaccines/covid-19/clinical-considerations/managing-anaphylaxis.html MAIC 2022 42
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Key Messages: Preparing for the Potential
Management of Anaphylaxis

Early recognition of Prompt treatment with Activation of emergency
anaphylaxis symptoms epinephrine medical services

Py

W/,

0%

OO0
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CDC Vaccine Safety Monitoring

= Authorized COVID-19 vaccines are being administered under the most
intensive vaccine safety monitoring effort in U.S. history

= Strong, complementary systems are in place—both new and established
v-safe VAERS VsD CISA Project

-8 7 g

_ ' ¥ ¥
wsafe I | VAERS e 0
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VAERS is the nation’s early warning system for vaccine safety

NATIONWIDE

VAERS

Vaccine Adverse Event
Reporting System

http://vaers.hhs.gov

https://www.cdc.gov/vaccinesafety/ensuringsafety/monitoring/vaers/index.html
https://vaers.hhs.gov/about.html MAIC 2022 45
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VAERS

VAERS accepts all reports from everyone regardless
of the plausibility of the vaccine causing the event or
the clinical seriousness of the event

key strengths key limitations
= Rapidly detects potential * Inconsistent quality and
safety problems completeness of information
= Can detect rare adverse * Reporting biases
events = Generally, cannot determine

cause and effect
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What to Report to VAERS

* Providers are required by law to report to VAERS:
o Any adverse event listed on the VAERS Table of Reportable
Events Following Vaccination
o Any adverse event listed by the vaccine manufacturer as a
contraindication to further doses

* Providers are encouraged to report:
o Any adverse event following the administration of a vaccine,
whether or not it is clear the vaccine caused the event
o Vaccine administration errors

 Manufacturers are required to report:
o All adverse events that come to their attention

https://vaers.hhs.gov/resources/infoproviders.html
https://vaers.hhs.gov/reportevent.htmi MAIC 2022 47
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COVID-19:What to Report to VAERS

Required to report:
« Vaccine administration errors, whether or not associated with an adverse event

- Serious AEs regardless of causality. Serious AEs per FDA are defined as:

Death
A life-threatening AE
Inpatient hospitalization or prolongation of existing hospitalization

A persistent or significant incapacity or substantial disruption of the ability to conduct normal life
functions

A congenital anomaly/birth defect

An important medical event that based on appropriate medical judgement may jeopardize the
individual and may require medical or surgical intervention to prevent one of the outcomes listed
above

« Cases of Multisystem Inflammatory Syndrome
« Cases of COVID-19 that result in hospitalization or death

Encouraged to report:
- Any additional clinically significant AEs following vaccination, even if they are not
sure if vaccination caused the event.

https://vaers.hhs.gov/fag.html

https://www.cdc.gov/vaccines/covid-19/vaccination-provider-support.html
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What to Report to VAERS

- Any clinically significant or medically important adverse
event following immunization even if you are not certain the
vaccine caused the event

« Some examples of adverse events to report
« Local: unusual redness, swelling, pain at injection site

- Systemic: unusual fever, myalgia, headache
- Allergic: hives, pruritus, anaphylaxis

- Vaccination errors (e.g., wrong drug administered)

https://vaers.hhs.gov/reportevent.htmi
https://www.cdc.gov/vaccines/hcp/acip-recs/general-recs/adverse-reactions.html MAIC 2022
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The Provider’s Role

Immunization providers can help to ensure the safety and efficacy
of vaccines through proper:

Communication on benefit and risk, and expected side effects

Vaccine storage and handling practices

Accurate timing and spacing of vaccine doses

Screening for eligibility, contraindications and precautions

Vaccine preparation and administration, and appropriate observation period
Being able to recognize early signs and symptoms

Management of adverse reactions

Trained in use of emergency equipment

Reporting to VAERS and any additional COVID specific databases

Documentation in MIIS and medical record

MAIC 2022 51



Vaccination and COVID-19 Pandemic



@ Centers for Disease Control and Prevention
= CDC 24/7: Saving Lives, Protecting People™

Interim Guidance for Immunization Services During the COVID-19 Pandemic

Purpose of Guidance
Importance of Immunization Services During the COVID-19 Pandemic

WVaccine Recommendations During the COVID-19 Pandemic

Considerations for Routine Vaccination

Additional Considerations for Influenza Vaccination

Deferring Routine Vaccination Visits for Persons with Suspected or Confirmed COVID-19 Who Are in Isolation or Persons with a Known
COVID-19 Exposure Who Are in Quarantine

Vaccine Administration During the COVID-19 Pandemic

General Practices for the Safe Delivery of Vaccination Services

Interim Guidance to Prevent Mother-to-Child Transmission of Hepatitis B Virus

https://www.cdc.gov/vaccines/pandemic-guidance/index.html

53
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Prevent Mother-to-Child Transmission (MCT)
of Hepatitis B Virus

- Guidance for OB and pediatric staff to prevent MCT of
hepatitis B during the COVID-19 pandemic and related
disruptions in services

 Prioritize ACIP recommendations for prevention of mother-
to-child transmission of HBV infection

- Ensure women can advocate for themselves and their baby

- HBIG and hepatitis B vaccine at birth (within 12 hours);
timely completion of hepatitis B vaccine series;
postvaccination serologic testing

- Perinatal Hepatitis B Prevention Program

MAIC 2021
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Universal Hepatitis B Birth Dose

- Provide the birth dose of hepatitis B vaccine to all
other newborns within 24 hours of birth to prevent
horizontal hepatitis B virus transmission from
household or other close contacts.

- ACIP recommendation for ALL babies, within 24
hours of birth

= Infants <2,000 grams, born to HBsAg negative mothers:
administer 1 dose at chronological age 1 month or hospital
discharge (whicheveris earlier)

- Important safety net!!
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Use Personal Protection Equipment

Mational Center for Immunization and Respiratory Diseases

Vaccine Administration:
COVID-19 Personal Protective Equipment

* Gloves are not required unless the
person administering the vaccineis

_— likely to come in contact with
potentially infectious body fluids or
‘f;_\‘:_ N L {,;_.l

has open lesions on their hands

" I
] ¥

Face mask Eye protection Gloves e |If gloves are worn, they should be
. ded: All healthcar . ded: . ded: Intra lor .
providers (V93 masks ot of moderatersubstantl oratumcngs e changed between patients
recommended) community transmission . Optional: Intramuscular or
- Optional: Areas of minimal/ subcutaneous vaccines
no community transmission .
unless otherwise indicated as a ® Perform hand hyglene between

part of standard precautions

patients, even if wearing gloves

www.cdc.gov/vaccines/pandemic-guidance/index.html
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Recommendations are Rapidly Evolving...

Always check the websites for the latest

A COVID-1% Vaccination

guidance and information

COVID-19 Vaccination Clinical & Professional Resources

Product Info by U.S. Vaccine
Interim Clinical Considerations
Clinical Care

Provider Requirements and
Support

Training and Education

‘Vaccine Recipient Education

https://www.cdc.gov/vaccines/covid-19/index.html

What's New

:

y
:
L]

Interim COVID-19 Immunization Schedule for
Ages 5+ B

Equity in Childhood COVID-18 Vaccination

Barriers to Equity In Childhood COVID-19
Vaccination

10 Things to Know About the COVID-19
Vaccine for Children

Resources to Promete COVID-18 Vaccine for
Childrep and Teeps

- langusges v | GpASLvideos | EasytoRead |
Clinical Resources for Each COVID-19 Va COoVID-19

Product Information by U.5. Vaccine

Your Health Vaccines Cases & Data Work & School Healthcare Workers

Health Depts Science More

Highlights

Vaccines & Immunocompromised Individuals
COVID-19 Prevention in Schools

Booster Shots

Infection Control Guidance

Get Vaccinated!

COVID-19 Vaccines are Widely Available.

GUIDANCE
SCIENCE UPDATES

HEALTHCARE WORKERS
U.S. GOVERNMENT RESPONSE (USA.gov) [4
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CDC COVID-19 Vaccination Gateway Page

Takes You To.....

Pfizer-BioNTech Yaccines

# COVID-19 Vaccination Managing Anaphylaxis
Moderna Vaccine
Product Info hyU.f/
Vaccine Myocarditis and
Jansseqn cine _ N
Pericarditis
Interim Clinical | Considerations
Considerations ELIA
Clinical Care EUI Lab Tests After Severe
Allergic Reactions
Provider Requirements
and Support FAQs= for Healthcare

Professionals

Training and Education . .
5 Training & Education
Vaccine Recipient
Core Competencies
Education P
BasedonRole
Heslth Departments Trainings
planning & Partnerships Competencies Assessment Form
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CDC COVID-19 Gateway Page Takes You
To.....

Languages v | & ASLVideos | Easyto Read

COVID-19

Your Health Vaccines Cases & Data Work & School Healthcare Workers Health Depts Science More

A Your Health A Vaccines
A Community, Work, & School

About COVID-19 Your Vaccination

Health Equity - Promoting Fair
COVID-19 by County

Find a Vaccine Access to Health

Variants of the Virus . Homeless Populations
Specific Groups of Feople , .. .
Cleaning, Disinfecting, &

Symptoms o . .
When Getting Your Ventilation Correctional & Detention
Testing Vaccine Facilities
Workplaces & Businesses
Contact Tracing Types of Vaccines

Tribal Communities

o Available Schools & Child Care

Pravent Getting Sick
Possible Side Effects . N Guidance for COVID-19

If You Are Sick Colleges & Universities

. Stay Up to Date with Communication Resources
S fic G f Peopl .
pECTC aroups BT reoRiE Vaccines Parks, Sports, & Recreation

Activities & Gatherings
Safety & Monitoring Retirement & Shared Housing

Travel

59
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Resources



- & =
® Immunize.org  men mmuncason cson comon I T

Handouts & Staff Matenals Clinic Tools Vaccine Information Statements Talking about Vaccines

yyRicoms Ask the Experts s Eoen B e
IAC experts answer your PR Lo SRS IAC's COVID-19

IZ Express immunization questions to more than 1,000 questions web page
about vaccines and their use for up-to-date

—_—
. information
—L T SEE

Experts! 8 @ _J
Handouts Y

Immunization News © Read Ask the Experts _Ordernow! |
Laminated 2022

Shop IAC !W#{P"Iz_at.'onl Schedules

-

_=,,I

. IZ Express Aascthe Experts!

answer more than

Immunization news and  Delivered weekly to 1,000 questions ? ? ;r:#_:'j WEBINAR WATCH

information from your your inbox FREE! from

trusted source for more heaithcare J , ’ - Fight the flu and

~ SUBSCRIBE professionals COVID-19 too:

than 20 years! e = 2 i L
mt ‘“‘I wenza I-mlm
and their use. :L““mm

n adults

inati ;o
wawsus Vaccinating Adults:

. A Step-by-Step Guide N

P A | & wesman O

# H

,'. Download FrEE 142-page Cuide Pl
7 Eﬂ www.immunize.org/guide ; _ m&mﬂg
&) FLU DEFENSE" | immssie
Iu\hedlllﬂnn Efforts
Favorites T S Help Shield Older Adult Patients from Influenza (9120121}
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Some Favorite Immunize.org Resources

= |AC Express (subscribe) https://immunize.org/subscribe/

» Askthe Experts https://immunize.org/askexperts/

= Packagelnserts https://www.immunize.org/fda/

= Vaccine Terms in Other Languages https://www.immunize.org/catg.d/p5122.podf

= Hepatitis A and Hepatitis B Vaccines: Be Sure Your Patients Get the Correct Dose
https://immunize.org/catg.d/p2081.pdf

= Vaccines with Diluents: How to Use Them
https://www.immunize.org/catg.d/p3040.pdf

= Guide to Contraindications and Precautionsto Commonly Used Vaccines
https://immunize.org/catg.d/p3072a.pdf

= Don’t Be Guilty of These Preventable Errors in Vaccine Administration
https://www.immunize.org/catg.d/p3033.pdf

= Administering Vaccines (multiple info sheets)
https://www.immunize.org/handouts/administering-vaccines.asp
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https://www.immunize.org/catg.d/p3033.pdf
https://www.immunize.org/handouts/administering-vaccines.asp
https://immunize.org/

Education

Resources

Immunization Education and Training Home Page
https://www.cdc.gov/vaccines/ed/index.html

You Call the Shots (web-based training course)
https://www.cdc.gov/vaccines/ed/youcalltheshots.html

Current Issues in Immunization Webinar (CIIW)
https://www.cdc.gov/vaccines/ed/ciiw/index.html

Immunization Courses: Webcasts and Self Study
https://www.cdc.gov/vaccines/ed/courses.html

Pink Book Series
https://www.cdc.gov/vaccines/ed/webinar-epv/index.html

ACIP General Best Practice Guidelines for Immunization
https://www.cdc.gov/vaccines/hcp/acip-recs/general-

recs/

COCA Calls/Webinars
https://emergency.cdc.gov/coca/calls/index.asp

CDC Vaccine Administration webpage
https://www.cdc.gov/vaccines/hcp/admin/admin-
protocols.html

NFID Webinars
https://www.nfid.org/about-nfid/continuing-medical-
education/webinars/

CDC Recommended and Minimum Ages and Intervals
Between Vaccine Doses
https://www.cdc.gov/vaccines/hcp/acip-recs/general-
recs/timing.html#antibody

https://www.cdc.gov/vaccines/pubs/pinkbook/downloa
ds/appendices/a/age-interval-table.pdf

Immunize.org
https://www.immunize.org/

MDPH Immunization events/webinars
https://www.mass.goVv/service-details/immunization-
division-events

MCAAP Immunization Initiative Webinars
http://mcaap.org/immunization-cme/

CHOP Vaccine Education Center
https://www.chop.edu/centers-programs/vaccine-
education-center

ACIP Recommendations gateway page
https://www.cdc.gov/vaccines/hcp/acip-recs/index.html

https://www.immunize.org/acip/
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COVID-19 Vaccine Training and
Education Resources for Providers

The Immunization Division at MDPH has put together a resource page to
help providers navigate the vast amount of available COVID-19
information online

https://www.mass.gov/info-details/covid-19-vaccine-training-and-
education-resources-for-providers

CDC, in partnership with the U.S. Department of Veterans Affairs, offers
an Interactive COVID-19 Vaccine Conversations Module for Healthcare
Professionals to aid healthcare personnel in effective COVID-19 vaccine
conversations with patients. The module includes:

. Tips for Having Effective Vaccine Conversations with Patients

. Five COVID-19 Vaccine Conversations in Practice: Case Scenarios


https://www.mass.gov/info-details/covid-19-vaccine-training-and-education-resources-for-providers
https://www.cdc.gov/vaccines/covid-19/hcp/conversations-module.html

Storage and Handling Resources

MDPH Guidelines for Compliance with Federal and State Vaccine
Administration Requirements:
https://www.mass.gov/doc/quidelines-for-compliance-with-federal-
vaccine-administration-requirements/download

CDC Storage and Handling Toolkit (with COVID-19 addendum):
https://www.cdc.gov/vaccines/hcp/admin/storage/toolkit/index.html

USP COVID-19 Vaccine Toolkit: Operational Considerations for
Healthcare Practitioners:
https://www.usp.org/covid-19/vaccine-handling-toolkit
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MDPH Immunization Division
Contact Information

3 o
Immunization Division Main Number Q“’k’ﬂ“’ub} B

For questions aboutimmunization ] ] Immunize MA K
recommendations, disease reporting, etc. MDPH Vaccine Unit

Phone: 617-983-6800 (24/7 MDPH Epi line) " none: 617-983-6828 |
Email questions to: dph-vaccine-management@ mass.gov
Fax: 617-983-6840

Website:
https://www.mass.gov/topics/immunization

G

Website: https://www.mass.gov/service-details/vaccine-
management

COVID email box:
MIIS Help Desk COVID-19-Vaccine-Plan-MA@mass.gov
Phone: 617-983-4335 * Whocan vaccinate

Fax: 857-323-8321 Who can get vaccine
®* \Vaccine prioritization

Email questions to: miishelpdesk@ mass.gov *  Where to get vaccinated
Website: https://www.mass.gov/service- * How X’ group will get vaccinated
details/massachusetts-immunization-information-

system-miis

66

MAIC 2022



https://www.mass.gov/topics/immunization
mailto:miishelpdesk@mass.gov
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MDPH Regional
Immunization Nurses

Laurie Courtney

Nurse Manager
617-983-6811
Laurie.a.courtney@mass.gov

Denise Dillon
Northeast

978-851-7261x4038/781-292-0668
denise.dillon@mass.gov

Linda Jacobs
Southeast
508-441-3980

linda.jacobs@ mass.gov

Phyllis Schilp

Metro Boston/MetroWest
617-983-6838/781-223-2336
phyllis.schilp@ mass.gov

Theodora Wohler
Southeast

617-983-6837 /781-675-0205
theodora.wohler@mass.gov

Sharon Leary
Western/Central
617-620-6152

sharon.leary@mass.gov
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