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Approval Timeline & ACIP Recommendations

Timeline:

Johnson & Johnson submitted for an Emergency Use Authorization (EUA) on February 4, 2021

Vaccines and Related Biological Products Advisory Committee (VRBPAC) recommended
authorization to the U.S. Food and Drug Administration (FDA) on February 26, 2021

* FDA issued an EUA for the Janssen COVID-19 vaccine on February 27, 2021
* ACIP met on February 28, and March 1, 2021 to give recommendations for use

ACIP recommends the Janssen COVID-19 vaccine for persons 18 years of age and
older under the FDA’s EUA

ACIP states no preference for any of the three authorized COVID-19 vaccines

Results of the Janssen phase Il clinical trials not comparable with mRNA vaccines
* Different calendar time

* Different geography



Explaining Viral Vector COVID-19 Vaccines

—

Viral vector vaccines use a modified version of a different virus as a vector
to deliver instructions, in the form of genetic material (a gene), to a cell

* These do not contain live virus and cannot cause infection with either
COVID-19 or the virus that is used as the vector

* Like all vaccines, viral vector vaccines for COVID-19 have been rigorously
tested for safety before being authorized for use in the United States

* Vaccines of this type have been well-studied in clinical trials, and viral vector
vaccines have been used to respond to recent Ebola outbreaks

* The genetic material delivered by the viral vector does not integrate into a
person’s DNA




Janssen COVID-19 Vaccine Efficacy

—

* The clinical trial demonstrated an overall efficacy of 66.3% against symptomatic,
laboratory-confirmed COVID-19

* Efficacy estimates for severe outcomes assessed 228 days post vaccination were
higher: 83.5% for severe disease, 100% for hospitalization

* Higher efficacy against severe outcomes than for any symptomatic COVID-19

* VE against deaths due to COVID-19: 100%

* Efficacy against severe disease remained high across world regions (73-82%),
suggesting protection against severe illness with variant strains

* Similar vaccine efficacy demonstrated by age, comorbidities, sex, race, and ethnicity



Janssen COVID-19 Vaccine / §
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Interim Clinical Considerations for Use of mRNA
COVID-19 Vaccines Currently Authorized in the United

Janssen COVID-19 Vaccine  siaes

_, s Imiter
* We now have 3 COVID-19 vaccines to help

rn considerations: preparing for the potential management of anapindasds sfver COVID-19 vaccination

Summary of recent changes (last updated February 10, o Tis Page
2021):

Background

in the fight against SARS-CoV-2
* Our focus for this presentation is for the

= MNew recommendstions for preventing, reporting. and managing mRMA

Z0MID-19 waocine administration errors (Appendix A).

»  larification on contraindicatons and precautions. Persons with a known

[diagnosed) allergy to PEG, snother mBMA vaccine component. or
polysorbate, have s contraindication to vaccination. Persons with a

Authaorized 2ge groups

Administration
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* Differences come with vaccine platform,
age indication, dosing schedule, and
storage and handling

This website will be updated to include the

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

vacdinated persons wiho mest oriteria will no langsr be reguired to
guarantine following an exposurs to someons with COVID-19. Additional
considerations for patients and residents in healthcare settings are
provided.

= Additionsl information and updated recommendations for testing for TE

infection. TE testing can be done before or at the same time 25 mRMA
COMID-19 waccination, or othenwise delsyed for 24 weeks after the
completon of mhlA COVID-19 vaccination.
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https://www.cdc.gov/vaccines/covid-19/info-by-product/clinical-considerations.html

Contraindications and
Precautions

for Janssen COVID-19
Vaccine (Johnson &
Johnson)




Prevaccination Checklist
for COVID-19 Vaccines

Patient Name

Tools to Identify Persons with

any reason you should not get the 9 vaccine today.
If you answer “yes” to any question, it does not necessarily mean you

L] L] L] L]
Contraindications and Precautions e e S e

1. Are you feeling sick today?

. Have you ever received a dose of COVID-19 vaccine?

* Screen patients prior to receipt of each
vaccine dose to identify if there is a
CO ntraindication or preca ution . Brred wahin 4 houes hat e hivs, owalling o espiskony hress, icivding wivesing)

PEG), which is found in
procedures

* |f yes, which vaccine product did you receive?

O pfizer O moderna O another product

e (CDC Prevaccination Questionnaire to
assist with screening | _* Aprevious dose of COVID-19 vacche
https://www.cdc.gov/vaccines/covid-
19/downloads/pre-vaccination-
screening-form.pdf

g, anaphylaxis] that required tre
de an sllergic reaction that o

ver hiad a severe allergic reaction (e.g., anaphylaxis) to something other than a
component of COVID- 19 vaccine, polysorbate, or any vaccine or injectable medication? This would

. Will be updated to include Janssen
* Persons with a contraindication should K COVID-19 vaccine information

not be VaCCinated . ) wreatment for COVID-197 l

9. Do you have a weakened immune system caused by something such as HIV infection or cancer or do
you take immunosuppressive drugs o theraples?

10. Do you have a bleeding disorder or are you taking a blood thinner?

11. Areyou pregnant or breastfeeding?

Form reviewed by


https://www.cdc.gov/vaccines/covid-19/downloads/pre-vaccination-screening-form.pdf

Precautions for COVID-19 Vaccines

—
 Precautions:

* Any immediate allergic reaction (e.g., anaphylaxis) to any other vaccine or injectable
therapy (e.g., intramuscular, intravenous, or subcutaneous [excluding subcutaneous
immunotherapy for allergies, i.e., “allergy shots”])

* Includes persons with a reaction to a vaccine or injectable therapy that contains multiple

components, one of which is a vaccine component, but in whom it is unknown which
component elicited the immediate allergic reaction

 Risk assessment should be conducted in persons who report history of severe allergic
reaction (e.g., whether reaction required use of epinephrine [EpiPen®, etc.], resulted in
hospitalization)

* These persons may still receive vaccination, but should be counseled about the
unknown risks of developing a severe allergic reaction and balance these risks against
the benefits of vaccination; consider a referral to an allergist-immunologist



Contraindications for COVID-19 Vaccines

e Contraindications:

* Severe allergic reaction (e.g., anaphylaxis) after a previous dose or to any component of
the vaccine (list of ingredients found in Appendix C of clinical considerations)

* Immediate allergic reaction of any severity after a previous dose or known (diagnosed)
allergy to a component of the vaccine

* Immediate allergic reaction to a vaccine or medication is defined as any hypersensitivity-
related signs or symptoms consistent with urticaria, angioedema, respiratory distress (e.g.,
wheezing, stridor), or anaphylaxis that occur within four hours following administration

* The Provider Fact Sheet for Janssen: https://www.janssenlabels.com/emergency-use-
authorization/Janssen+COVID-19+Vaccine-HCP-fact-sheet.pdf



https://www.janssenlabels.com/emergency-use-authorization/Janssen+COVID-19+Vaccine-HCP-fact-sheet.pdf

Allergies Not A Contraindication or Precaution
_ to Vaccination

* Persons with the following allergies do not have a contraindication or precaution to
vaccination:

* History of food, pet, insect, venom, environmental, latex, or other allergies not
related to vaccines or injectable therapies

* History of allergy to oral medications (including the oral equivalent of an injectable
medication)

* Family history of allergies
* Any other history of anaphylaxis that is not related to a vaccine or injectable therapy



Contraindications and precautions for COVID-19 vaccines

PRECAUTION TO VACCINATION

Among persons without a contraindication, a history

of:

e Anyimmediate allergic reaction™ to other
vaccines or injectable therapies®

Actions:

*  Risk assessment

e  Consider referral to allergist-immunologist
e  30-minute observation period if vaccinated

*See Appendix C for a list of ingredients. Persons with a contraindication to one of the mRNA COVID-19 vaccines should not receive doses of either of the mRMNA vaccines (Pfizer-BioNTech or Moderna).

" Immediate allergic reaction to a vaccine or medication is defined as any hypersensitivity-related signs or symptoms consistent with urticaria, angioedema, respiratory distress (e.g., wheezing, stridor), or anaphylaxis th:
within four hours following administration.

*Includes persons with a reaction to a vaccine or injectable therapy that contains multiple components, one of which is a vaccine component, but in whom it is unknown which component elicited the immediate allergic
#Polyethylene glycol (PEG) is an ingredient in both mRNA COVID-19 vaccines, and polysorbate 80 is an ingredient in Janssen COVID-19 vaccine. PEG and polysorbate are structurally related, and cross-reactive hypersensi
between these compounds may occur. Persons with a contraindication to mRNA COVID-19 vaccines (including due to a known [diagnosed] allergy to PEG) have a precaution to Janssen COVID-19 vaccine. Among person
received one mRNA COVID-19 dose but for whom the second dose is contraindicated, consideration may be given to vaccination with Janssen COVID-19 vaccine (administered at least 28 days after the mRNA COVID-19
Persons with a contraindication to Janssen COVID-19 vaccine (including due to a known [diagnosed] allergy to polysorbate) have a precaution to mRNA COVID-19 vaccines. In patients with these precautions, vaccinatior

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



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

Observation Periods After COVID-19 Vaccine

CDC currently recommends that persons without contraindications to
vaccination who receive an mRNA COVID-19 vaccine be observed after
vaccination for the following time periods

30 minutes:

* Persons with a history of an immediate allergic reaction of any
severity to another (non-mRNA COVID-19) vaccine or injectable
therapy

* Persons with a history of anaphylaxis due to any cause
e 15 minutes: All other persons



Recommendations for
Use of Janssen COVID-
19 Vaccine (Johnson &
Johnson) in Special
Populations




Persons with Prior SARS-CoV-2 Infection

—

* Vaccination should be offered to persons regardless of history
of prior symptomatic or asymptomatic SARS-CoV-2 infection

* Data from clinical trials indicate vaccination safe in these persons

* Viral or serologic testing for acute or prior infection,

respectively, is not recommended for the purpose of vaccine
decision-making



Persons With Known Current SARS-CoV-2 Infection

* Vaccination should be deferred until recovery from acute

illness (if person had symptoms) and criteria have been met to
discontinue isolation

* No minimal interval between infection and vaccination
* However, current evidence suggests reinfection is uncommon
in the months after initial infection

* Thus, persons with documented acute infection may choose to
temporarily delay vaccination until the end of this period, if desired

* Risk of reinfection, and need for vaccination, might increase with
time following initial infection




Persons who Previously Received Passive Antibody

Therapy for COVID-19
—
* Currently no data on safety or efficacy of COVID-19 vaccination in
persons who received monoclonal antibodies or convalescent

plasma as part of COVID-19 treatment

* Vaccination should be deferred for at least 90 days to avoid
interference of the treatment with vaccine-induced immune
responses

* Based on estimated half-life of therapies and evidence suggesting
reinfection is uncommon within 90 days of initial infection

* Recommendation does not apply to persons receiving antibody
therapies not specific to COVID-19 treatment



Persons with Underlying Medical Conditions

—

* Any currently authorized COVID-19 vaccine can be administered to
persons with underlying medical conditions who have no contraindications
to vaccination, including

* Immunocompromised persons
* People with autoimmune conditions
* People with history of Guillain-Barré syndrome, Bell's palsy, dermal filler use

 Clinical trials demonstrate similar safety and efficacy profiles in persons
with underlying medical conditions, including those that place them at
increased risk for severe COVID-19, compared to persons without
comorbidities



Immunocompromised Persons
—

* Persons with HIV infection, other immunocompromising conditions, or who take
immunosuppressive medications or therapies might be at increased risk for
severe COVID-19 infection

* Immunocompromised persons may receive COVID-19 vaccine unless otherwise
contraindicated
* All currently authorized vaccines are inactivated vaccines

* Individuals should be counseled about:
* Unknown vaccine safety and efficacy profiles in immunocompromised persons
* Potential for reduced immune responses

* Need to continue to follow all current guidance to protect themselves against
COVID-19



Pregnant Women
S ————

* COVID-19 and Preghancy
* Increased risk of severe illness (ICU admission, mechanical ventilation, and death)
* Might be at an increased risk of adverse pregnancy outcomes

* Currently limited data on safety of COVID-19 vaccines in pregnant people

* No concerns demonstrated in animal developmental and reproductive toxicity
(DART) studies

* Janssen adenovirus vector platform previously used for other clinical development
programs that included pregnant people, including a large-scale Ebola vaccine trial

* Currently authorized COVID-19 vaccines are all inactivated vaccines

* Clinical trials to evaluate safety and efficacy of COVID-19 vaccines in pregnant
people planned or underway



Pregnant Women Continued

* Pregnant people may choose to receive COVID-19 vaccine when
eligible
* A conversation between the patient and their clinical team may assist
with decision, but is not required

* Conversation should consider:

* Level of COVID-19 community transmission

Personal risk of contracting COVID-19
Risks of COVID-19 to patient and fetus
Efficacy and side effects of vaccine

Limited data about vaccine during pregnancy



Storage and Handling
for Janssen COVID-19
Vaccine (Johnson &
Johnson)

NEW INFORMATION:
CDC site:


https://www.janssencovid19vaccine.com/hcp.html
https://www.cdc.gov/vaccines/covid-19/info-by-product/janssen/index.html

Janssen COVID-19 Vaccine Website

FDAEUA Letter |,  EUAFact Sheet for HCPs ¥, EUAFact Sheet for Recipients & Caregivers Y, Adverse Event Reporting %  Go to Recipient & Caregiver Site

o **NEW—Website from

. S Ve mportant Safety Information ~ Janssen.com edical Inquiries
Janssen COVID-19 Vaccine; )t i i e
‘ Irr.]fporta nt Safety (1) Home & About the Vaccine v G storage, Dosage & Administration (3 CheckExpiration g Resources & FAQs v
Information
L
* EUA

* Storage and Administration
* Adverse Reactions

* Reporting Adverse
Events and Vaccine The U.S. FDA Has Granted the Janssen COVID-19
Administration Errors Vaccine an Emergency Use Authorization (EUA)

IMPORTANT SAFETY INFORMATION

CONTRAINDICATIONS
Do not administer the Janssen COVID-19 Vaccine to individuals with a known history of a severe allergic reaction (e.g.,

Website: https://www.janssencovid19vaccine.com/hcp.html



https://www.janssencovid19vaccine.com/hcp.html

CDC’s Janssen COVID-19
accine Website

* Updated late last night

* Top image and link is the main COVID-19
Vaccine webpage at CDC

* Bottom image is the NEW Janssen
COVID-19 vaccine webpage at CDC

* Material will continue to be posted on
this webpage as it is made available

 Storage and handling

* Vaccine prep and admin
* Standing orders

* And more

Centers for Disease Control and Prevention
] CDC 24/7: saving Lives, Protecting People™

earch ite v
Advanced Search
Vaccines & Immunizations
CDC - COVID-19 Vaccination

© 00 &

U.S. COVID-19 Vaccine Product Information

Find a suite of information and materials that are needed for each specific COVID-19 vaccine that cover administration
storage and handling, safety, and reporting.

| Pfizer-BioNTech Moderna

Janssen/J&]J

https://www.cdc.gov/vaccines/covid-19/info-by-
product/janssen/index.html

[ » Y@ Centers for Disease Control and Prevention
s CDC 24/7: Saving Lives, Protecting People™

Vaccines & Immunizations

tInfo by US Vaccine 6 O D S

A COVID-19 Vaccination

Janssen COVID-19 Vaccine (Johnson & Johnson)

Dosing information: Schedule:
Multidose vial: 5 doses per via Single dose
- Dosage: 0.5mL
/ Administration:
> - — .
1 - » e Indications: Intramuscular (IM) injection in the
; ey Ag (IM) inj
. 18 deltoid muscle

v L’ L[ years of age and older
e /
bt 1" SO

Product Info by US Vaccine

|[__|ﬁ EUA |§ Interim Clinical Considerations

https://www.cdc.gov/vaccines/covid-19/info-by-
product/janssen/index.html



https://www.cdc.gov/vaccines/covid-19/info-by-product/janssen/index.html
https://www.cdc.gov/vaccines/covid-19/info-by-product/janssen/index.html

Janssen COVID-19 Vaccine Basics
—

 Each carton contains 10 multidose vials

 Each multidose vial contains five doses

* Minimum order size and increment for Janssen COVID-19
vaccine is 100 doses
e 2 cartons of 10 multidose vials, 5 doses per vial per order
* Store in a refrigerator between 2°C and 8°C (36°F and 46°F)
* Do NOT freeze

* Each doseis 0.5 mL



Janssen COVID-1? Vaccine
(Johnson & Johnson)

riege and land NEg SUrrmirr

{looc

&

Receiving Vaccine

Basics

B Sl it o el e o B iChach dral necord Boradgs url lermperatorn s sk,
S i cliarecs badorew For Furthar dataibe St ] iy e ik it aach Bypi o Barrpssird i o boring

- » £ Py i -
o i cotbias costabic 10 i sdads 525 el davice. Sanw slonage reoardh fer 3y ar. ol your

s e 41 e o e gt * Vaccine deliveries should only be

+ Each rivsllidoss widl con L § direrk

scheduled at times when staff is
guaranteed to be present

ffepictrempe 2°C o 8°C Vaccine inside * Upon arrival, shipments of vaccine

2. Enarrani tha shiprmen] Mo iges ol damsge

> oo oo mpenrpuns LR g should be immediately examined

& Chexix lh Tegdder? lermpera lurs monbnrg deees by pravieg e

o peren Eji == for signs of damage and stored

W ol neE

v Ll amow points o b gress cieck marks The saccime iy ity b
womewr. Slie The wadcme al propss Brmpera bures brormoed ey pax i . . ro e rI
v Fegh? amey pon b 1o red K Tha num b 1 ared'en 2wl appmarm & e - p p y
thw driples Sore S veeome ot progs e g abore ares ekl — e et &
Ol HOTUSERF. Call e phors ream bee iredicated e the ma et o :-_T:""'_
= Four jurnsiclion' s mmunicabon pregram iMMBEDIATELY

5. Thea el afon dale b MOT prirtsd o e saocime wial or cariom T = - ) -:- - ¢ UnpaCk Shipment fOIIOWing

dEtarm e Lhe e praten dats - 'h

e e manufacturer’s direction

» Call 1 -S0a0- 56 S-S 00, o

R —— * Check the TagAlert
S * Review Janssen COVID-19 Vaccine

0 B aredl ey su pely kL wll by presided e il odes smough sopeden o @lmen riler 100 dosey of waocme

Sl rrermcna or ey nduc ressdhng, vmngen sl alcahol pep pach. s naSson ricored ands 1kt Lardhil and weme FRE Sto ra ge a n d H a n d I i ng Su m m a ry

B T bt i of sl il v by Trcwm: B viccini Uinpach B b1 aned chesch N pacarpd ol Bhai cormincE ad i nlraasn sopphen
e o ks

https://www.cdc.gov/vaccines/covid-19/info-by-product/janssen/downloads/janssen-storage-handling-summary.pdf



https://www.cdc.gov/vaccines/covid-19/info-by-product/janssen/downloads/janssen-storage-handling-summary.pdf

Arrival of Janssen COVID-19 Vaccine

—

* Initially stored frozen by the manufacturer

* Shipped at refrigerated temperature between 2°C and 8°C (36°F and 46°F)
 If frozen upon receipt thaw between 2°C and 8°C (36°F and 46°F)

* If needed immediately thaw at room temperature

« Room Temperature: (maximally 25°C/77°F)

* Thaw times:
* Carton of 10 vials will take approximately 2 hours to thaw
* Individual vial will take approximately 1 hour to thaw

Do not refreeze once thawed



Unpunctured Multi-dose Vials of Janssen COVID-19

Vaccine
—

* Storage prior to first puncture:

* Unpunctured multi-dose vials of the Janssen COVID-19 Vaccine
should be stored between 2°C and 8°C (36°F and 46°F)

e Until the expiration date

* Unpunctured vials of Janssen COVID-19 Vaccine may be stored at
room temperatures between 9°C and 25°C (47°F and 77°F) for up to
12 hours

* Protect Janssen COVID-19 vaccine from light
* Do not store frozen



Janssen COVID-19 Vaccine MDV Determine the

~ Expiration Date
&—

* The expiration date is NOT printed on the vaccine vial or carton

* To determine expiration date:
* Scan the QR code on the

outer carton, or
Use this tracking tool to record updated expiration dates for COVID-19 vaccine as additional stability data are available from the manufacturer. When

° the current expiration date gets close, contact the manufacturer before discarding vaccine. Document the current date, the vaccine lot number, and
a - - - ) O r the updated expiration date in the appropriate columns, including the information source and the name of the person completing this form. Keep this

document for 3 years or longer if required by your jurisdiction..

' COVID-19 Vaccine Expiration Date Tracking Tool

° Vi S it WWW.Va XC h e C k - i n i Product name: Manufacturer: Original Expiration Date:

Expiration date info is available at (include all available information from manufacturer; website, app, phone number.)

° AS t h e ex p i rat i O n d ate EI’&- ABSE Updaai - ) Website Barcode Susie Smithv RN
09/01/2020 - )
approaches, check the

expiration date again
» Repeat above steps CDC COVID-19 Vaccine Expiration Date Tracking Tool



http://www.vaxcheck.jnj/
https://www.cdc.gov/vaccines/covid-19/info-by-product/pfizer/downloads/expiration-tracker.pdf

Punctured Multi-dose Vials of Janssen
COVID-19 Vaccine

* Storage after first dose has been withdrawn:
* Hold the vial between 2° and 8°C (36° and 46°F) for up to 6 hours

OR

* May also be stored at room temperature (maximally 25°C/77°F) for
up to 2 hours

* Note the date and time the vial was punctured
e Discard the vial if vaccine is not used within these times



Question and Answer
—
Q: After first puncturing the vial, can the vaccine be held at room temperature for
2 hours, then in the refrigerator for an additional 6 hours, for a total of 8 hours?

A: NO
» After the vialis first punctured, the vaccine vial may be held:

* For up to 2 hours at room temperature; discard any vaccine not used within 2 hours
——O0OR——

* For up to 6 hours refrigerated between 2°C and 8°C; discard any vaccine not used within 6 hours
* Do not add these time limits together

~|f you do not reach the 2-hour time limit at room temperature, you may transfer the
punctured vial to a refrigerated storage unit between 2°C and 8°C for the remaining time,
up to 6 hours.”™

https://www.cdc.gov/vaccines/covid-19/info-by-product/janssen/janssen-fags.html



https://www.cdc.gov/vaccines/covid-19/info-by-product/janssen/janssen-faqs.html

Overview of Janssen COVID-19 Vaccine (Johnson & Johnson)

Doses Per Shipment 100 doses minimum

Store at refrigerated temperatures between 2°C and 8°C (36°F and 46°F)

Storage Temperature . o .
5 P until the expiration date before vials are punctured

If Arrive Frozen By Manufacturer—Thaw If frozen upon receipt thaw at refrigerated temperatures
Time If need immediately, thaw at room temperature (max 25°C/77°F)

Unpunctured vials should be stored at refrigerated temperatures
until the expiration date
Unpunctured vials may be stored at room temperatures between
9°C and 25°C (47°F and 77°F) for up to 12 hours

Unpunctured Vials

After the first dose has been withdrawn, vial should be held between
2°C and 8°C (36°F and 46°F) for up to 6 hours OR at room temperature
(max 25°C/77°F) for up to 2 hours
Discard the vial if not used within these times

Punctured Vials

Refreeze Vaccine? NO

For further information on Janssen COVID-19 vaccine storage and handling requirements go to:
https://www.cdc.gov/vaccines/covid-19/info-by-product/janssen/index.html



https://www.cdc.gov/vaccines/covid-19/info-by-product/janssen/index.html

Daily Temperature
Monitoring

* Temperatures must always be
monitored to ensure viability

* Use a digital data logger (DDL)
for continuous monitoring
(24/7) and record storage
temperatures

* Document temperatures on
temperature log at least twice
daily (AM and PM) and
min/max temperature

* Must include temperature,
name/initials of person
documenting, and excursions if
noted

COVID-19 Vaccine

Temperature Log for Refrigerator Vaccine Storage (Fahrenheit) Days 1-15

Store COVID-19 vaccines between 36°F and 46°F. Using a digital data logger (DDL), check and record the temperature daily using one of the options below. Save this record
fior 3 wears, unless your state/local jurisdiction requires a longer time period. See CDC's Viaccine Storage and Handling Toolkit, COVID-19 Addendum, for additional information.

Option 1: Minimum/Maximum (Min/Max)

Temperatures (preferred)
1. Maodt DDLs display rminimurm an d rmaxirmum
temparatures. Check and record the min/rmax

temperatures at the start of sach workday

2. Dadur

mefl theie lemperaliire in the min/max

temperature row wider the appropriate date.

-
Option 2: Current Temperatire

pS

1. Hthe DDL does not display min'max temperatures,
check and record the current temperatune 3t the start
anil end al the workday.

2. Docurnent these temperatures by writing an "X in the
row that corresponds 1o the refrigerator termperatuns
under the appropriate day of the manth.

3. Review the continuows DDL temperatune data daily.

y

Month

PIN Number

Facility Name

If the temperature is out of range,
TAKE ACTION!

1. Do NOT discard the vaccine.
2. Label the vaccine “Do Mot Use.”

3. Complete theVaccine Troubleshooting Record.

4. Contact the manufacturer to determine under
what conditions (refrigerated) to store the
vaccine as quickly as possible.

Day of the maonth 1 2 3

5 & 7 g 9

10

1 12 13 14 15

Time

Staff initials

- EQ=—=T0

Min/max
temperatures

Time MEEEEIELE

AM

FM

AM | P | AN | PM | AM | M| AW ) PM | AM | FM | AM

Pl

AM | PM | AM | P | AN | FM | AM | FM | AW | PM

Staff initials

36F

irF

36°F

39F

40°F

Z0—=T0

41°F

https://www.cdc.gov/vaccines/covid-19/info-by- R

product/janssen/index.html



https://www.cdc.gov/vaccines/covid-19/info-by-product/janssen/index.html

Janssen COVID-1? Vaccine

Other Janssen COVID-19 Gornsen® Jomsen) -~ (AEE
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Interchangeability with Other COVID-19 Vaccines

—

* Any COVID-19 vaccine can be used when indicated, no product preference

* COVID-19 vaccines are NOT interchangeable
» Safety and efficacy of a mixed series has not been evaluated

* Persons initiating a 2-dose series should complete series with same product

* If 15t dose of mMRNA COVID-19 vaccine was received but patient was unable to
complete the series with the same or different mRNA vaccine (e.g.,
contraindication)

* Single dose of Janssen COVID-19 vaccine may be administered at minimum interval of 28
days from mRNA dose

* Considered to have received valid, single-dose Janssen vaccination, not mixed vaccination
series



Coadministration with Other Vaccines
s

* Currently, all authorized COVID-19 vaccines are inactivated vaccines

* COVID-19 vaccines should be administered alone with a minimum
interval of 14 days before or after administration of any other vaccines

* Due to lack of data on safety and efficacy of the vaccine administered
simultaneously with other vaccines

* A shorter interval may be used in situations where the benefits of
vaccination outweigh the potential unknown risks or to avoid barriers or
delays to vaccination

* Wound management—tetanus vaccine



—

Key Points on Janssen COVID-19 Vaccine Preparation

Presentation: preservative free multi-dose vial (5 doses per vial)

A single dose series, authorized for persons aged 18 years and older

No diluent required

Swirl vial gently for 10 seconds and before
withdrawing subsequent doses

Do Not Shake

Cleanse the vial stopper with antiseptic before
every withdrawal from the vial

Administration Overview

Before administering vaccine, screen recipients for contraindications and precautions.

To assess patients correctly and cansistently, vaccination providers should use a standardized, comprehensive screening
toal.

How to Prepare and Administer the Janssen Vaccine

How to Prepare the Vaccine

How to A . .
e https://www.cdc.gov/vaccines/covid-

19/info-by-product/janssen/index.html

Schedulin

+

* This is a key step as the Janssen COVID-19 vaccine is preservative-free

Do not pool excess vaccine from multiple vials

Dose is 0.5 mL administered intramuscularly (IM)
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Proper IM Injection
echnique

* Administer in thickest,
most central part of the
muscle

* Use needle length based
on patient’s age and
weight

* Insert the needle into the
muscle at a 90° angle

* Administer alone
(14 days before or after
other vaccines)

https://www.cdc.gov/vaccines/hcp/admin/
downloads/vaccine-administration-needle-

Image Courtesy of CDC length.pdf
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Recap of Administration of COVID-19 Vaccines

* COVID-19 vaccines are administered intramuscularly as either a two-dose or
one-dose series

Vaccine Age Grou Dose Volume Number Interval
& P Doses/Series | Between Doses
Pfizer-BioNTech 16 years and 0.3 mL 2 TR (2
older days)
Moderna 18 years and 0.5 mL 5 1 month (28
older days)
Janssen 12! EES e 0.5 mL 1 N/A

older



Janssen COVID-19 Vaccme(
(Johnson & Johnson)
Documentation



. : T
Documentation and EUA Fact Sheet for Vaccine )

~ Recipients
S —

* Vaccine administration must be documented in the Michigan Care
Improvement Registry (MCIR) within 24 hours of vaccination

* Asindicated in the Provider Agreement, providers must provide a COVID-19
vaccination record card and EUA fact sheet to each vaccine
recipient/parent/legal guardian

* Written informed consent is not required under EUA

* Translations anticipated to be available



Adverse Reaction
Management &
Reporting for Janssen
COVID-19 Vaccine
(Johnson & Johnson)




? COVID-19 Common Side Effects

Common side effects

On the arm where you got the shot: Throughout the rest of your body
e Pain e Fever
* Swelling e Chills
* Tiredness

* Headache

What to Expect after Getting A COVID-19 Vaccine https://www.cdc.gov/coronavirus/2019-ncov/vaccines/expect/after.html
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Helpful Tips in Managing Common Side Fffects

To reduce pain and discomfort where To reduce discomfort from fever

you got the shot
” * Drink plenty of fluids.
b * Dress lightly.

* Apply a clean, cool, wet
washcloth over the area. i '
* Use or exercise your arm. ‘

When to call the doctor

In most cases, discomfort from fever or pain is normal. Contact your doctor or healthcare
provider:

* [f the redness or tenderness where you got the shot increases after 24 hours

* |f your side effects are worrying you or do not seem to be going away after a few
days




Printable Handout for
Vaccine Recipients

e https://www.cdc.gov/coronavirus/2019-

ncov/vaccines/expect/after.html

e More information about V-safe can be
found at: https://www.cdc.gov/vsafe

What to Expect after Getting a COVID-19 Vaccine

Accessible versiore hitps.Swww.cde gov/coronairus/ 2019 neav/vacdoes/expect/afterhtm

COVID-19 vaccination will help protect you from getting COVID-19, You may have some side effects, which are normal signs that your body is
building protection. These side effects may feel like flu and may even affect your ability to do daily activities, but they should go away
in a few days.

Common side effects
On the arm where you got the shot: Throughout the rest of your body:
* Pain s Fever  » Tiedness
* Swelling s Chills  » Headache
Helpful tips

If you have pain or discomfort, talk to your doctor about taking an
over-the-counter medicine, such as Ibuprofen or acetaminophen,

To reduce pain and discomfort where you got the shot:  To reduce discomfort from fever:

« Apply a clean, cool, wet washcloth over the area. « Drink plenty of fuids.
+ Use or exercise your arm. * Dress ightly. Ask your healthcare P‘OVidef
about getting started with v-safe
When to caII the dO(tOf Use your smartphone to tell COC about any
I most cases, discomfort from fever orpain s normal, Contact your doctoror healthcare provider,  Sa€ effects after getting the COVID-19 vaccine.
You'll also get reminders if you need a second dose
« If the redness or tenderness whese you got the shot increases after 24 hours e momsboutvadls
» [fyour side effects are worrying you or do not seem to be going away afies a few days www.cde govivsafe

Available in English and Spanish!
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https://www.cdc.gov/vsafe

Medical Management of Adverse Reactions

—

* Administering any medication, including vaccines, has the potential to cause
an adverse reaction

 When adverse reactions do occur, they can vary from minor (e.g., soreness,
itching) to rare and serious (e.g., anaphylaxis)

* Be prepared, know how to recognize allergic reactions, including anaphylaxis

* Have a planin place and supplies available to provide appropriate medical
care should such an event occur

* CDC has Interim Considerations for Preparing for the Potential Management
of Anaphylaxis at COVID-19 Vaccination Sites:

* https://www.cdc.gov/vaccines/covid-19/clinical-considerations/managing-
anaphylaxis.html
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Important—Be Prepared for Possible Adverse Event

Interim Considerations: Preparing for the Potential

Management of Anaphylaxis after COVID-19
* Early recognition of anaphylaxis  y/5ccination

* |nformation on this site includes:

* Medications and supply list
Interim Clinical Considerations are being updated to incorporate the newly authorized Janssen COVID-19 Vaccine

¢ Ma nagement Of aina phylaX|S at (Johnson & Johnson). Updated guidance will be posted Wednesday, March 4, 2021.
the vaccination site

e Recommendation for
immediate activation of

Summary of recent changes (last updated February 10, 2021)

* Personnel, medications, and supplies for assessing and managing anaphylaxis: This section has been expanded to

eme rge ncy m Edica | se rViceS d nd indicate that trained personnel qualified to recognize and treat symptoms of anaphylaxis should be available at
. . vaccination locations at all times. The recommendations for medications and supplies have also been updated.
tra nSpOrtatlon to h Igher Ieve' * Early recognition of anaphylaxis: This section has been updated to provide additional information related to

med|ca| care anaphylaxis symptoms.

* Special populations: This section has been updated with considerations for anaphylaxis management of homebound
persons requiring home vaccination services.

e Patient counseling

¢ REDOrt| ng Of ana th|aX|S Anaphylaxis, an acute and potentially life-threatening allergic reaction, has been reported following vaccination with Pfizer-

Dim bl Tmmln mmd BdmAdmrm = ilim A0 e mimomae

https://www.cdc.gov/vaccines/covid-19/clinical-considerations/managing-anaphylaxis.html

tions to vaccination,
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Key Messages

* Prepare for the potential management of anaphylaxis at COVID-19 vaccination sites

Early recognition of Prompt treatment with Activate emergency
anaphylaxis symptoms epinephrine medical services
\\7,

P

OO0




Adverse Event Reporting

* Adverse events (AE) that occur in a recipient following COVID-19 vaccination should be
reported to the Vaccine Adverse Event Reporting System (VAERS)

* Vaccination providers are required to report the following that occur after COVID-19
vaccination under Emergency Use Authorization (EUA):
* Vaccine administration errors (whether associated with an AE or not)
* Serious AEs (irrespective of attribution to vaccination)
* Multisystem Inflammatory Syndrome (MIS)

* Cases of COVID-19 that result in hospitalization or death after the recipient has received COVID-
19 vaccine

* Any clinically significant AEs that occur after vaccine administration should also be reported
to VAERS

* Information on how to submit a report to VAERS is available
at https://vaers.hhs.gov/index.htmlexternal icon or 1-800-822-7967
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Michigan.gov

FAQ ALTERNATE LANGUAGES HOME MDHHS Q SEARCH

Co ron aVI ru S MI SAFE START v CONTAIN COVID v RESOURCES v PRESS RELEASES
CORONAVIRUS / RESOURCES / COVID-19 VACCINE

COVID-19 Vaccine

/4 afe. Eff'e'éti.RN o Cost.

J/

RESOURCES

FOOD PROCESSING & COMMUNITY OUTREACH PROTECT MICHIGAN INTERIM COVID-19

AGRICULTURAL WORKERS PILOT PROGRAM & COMMISSION VACCINATION STRATEGY &8
=

SOCIAL VULNERABILITY VACCINE ALLOCATION VACCINE TESTIMONIALS COVID-19 VACCINE

AND COVID-19 38 PLANNMNING 3= PRIORITIZATION GUIDANCE
=

PROVIDER GUIDANCE AND
MDHHS COVID-19 Web Page

Materials and information to support COVID-19 vaccine providers.

DONATE VIDEO UPDATES

www.Michigan.gov/COVIDVaccine



http://www.michigan.gov/COVIDVaccine

COVID-19 Vaccine Provider Guidance and Educational Resources
-

| T

.. COVID-19VACCINE i3
W "-E‘:i PROVIDER GUIDANCE
oy & EDUCATIONAL

: RESOURCES

This webpage will house materials to support COVID-19 Vaccine Providers |
successful implementation of the COVID-19 Vaccination Program. Be sure to
"hookmark" this page and check back frequently for updates!

COMPREHENSIVE COVID-19 EDUCATIONAL RESOURCE

= MDOHHS COAVID-19 Vaccine Information for Providers
« MOHHS COVID-19 Vaccine Webmnars
& [Pfizer, Moderna and Talking Points Webinars
= These wisbinars have cocourred but have been recorded. Ses handout sbove for information o

acceesing recordings.
& Upcoming: Johnson and Johnsen's Janssen COVID-13 Vaccine Update - NEW
= YWednesday March 3, 2021 at 12:00p.m
= Registsr Herz
= Flyar
= Moontime Knowledge Sessions
& Current Moontime Knowledge Flyer
» MOHHS COWID-19 Frioritization and Alocation YWebinar
» PDF of Slides
n DEN
= MOHHS COVID-18 Vaccine Safety
» PDF of Slides
= Midzbinar Recording- Passcode: Juimi@2Uv
w DEA
» MOHHS Management of COWID-19 Vaccine Side Effects
= PDOF of Slide
s Yebinar Recording
« CDCCOWID-12 Vacoine Resources Website for Healthcare Professionals
& Find infermation for COVID-19 waccination administration, storage and handing, reporting, and patie

-

MDHHS
COVID-19 Vaccine
Provider Web Page

COVID-19 vaccine webpage
www.michigan.gov/COVIDvaccine, then
selecting “Provider Guidance and Education”
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COVID-19 Vaccination

Clinical Resources for Each COVID-19
Vaccine

Find information for COVID-19 vaccination
administration, storage and handing, reporting, and
patient education for each specific vaccine

Product Information by US Vaccine

***CDC’s UPDATED Web Page for COVID-19 Vaccination Education
* Links to several CDC pages such as the storage and handling toolkit, vaccine administration,
ACIP recommendations, and more

Links to the COVID-19 product vaccine information
There is a “Vaccination Resource Toolkits” tab that reviews the Communication Toolkit

For further information: https://www.cdc.gov/vaccines/covid-19/index.html|

-bl
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Safety Is a Top Priority
The U.S. vaccine safety system

ensures that all vaccines are as safe
as possible. Learn more.

CDC COVID-19 Vaccine Information for You and Your Family

https://www.cdc.gov/coronavirus/2019-ncov/vaccines/index.html
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Tha n k you for * For COVID-19 Vaccine

questions email:

a" that VOU dO!! * checcimms@michigan.gov

Next “Noontime Knowledge” Update: March 11, 2021 at 12:00p.m.

Topic: Janssen COVID-19 Vaccine (Johnson and Johnson) Update
Please watch your email for an updated link!
Information will be posted at: www.michigan.gov/COVIDvaccine - Provider Guidance and Education
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