JYNNEOS Vaccine Operational Guide

This operations guide is to ensure providers administering JYNNEOS vaccine are prepared to
properly store, handle, and administer intradermal or subcutaneous injections. JYNNEOS
providers should use this checklist as a comprehensive overview to support vaccination
efforts and confirm compliance with requirements expected. Completion of this checklist is
REQUIRED prior to performing JYNNEOS vaccination. Storage and handling, along with
administration guidance are required to be followed on a daily basis.

Instructions: This is intended to be used as an electronic checklist, allowing direct links to resources.
These resources can also be found at Michigan.gov/MPV. Bookmark this website for support and
frequent updates. In the JYNNEOS Vaccine Operational Guide there is a column for the local health
department (LHD) to conduct a checkoff when ensuring a provider is eligible to become a JYNNEOS
vaccine provider. There is also a checklist column for the JYNNEOS provider to use to ensure they
meet the steps needed in order to become a JYNNEOS vaccine provider. Use this tool to ensure the
provider meets the requirements for managing JYNNEOS vaccine.

MCIR SITE REGISTRATION, USER ACCESS, MCIR DATA ENTRY PREPARATION

LHD JYNNEOS
JYNNEOS | Provider
Provider | Office
Checkoff | Checklist

Providers must be registered in MCIR before receiving and administering JYNNEOS vaccine. For

|:| |:| more information on how to register visit the Provider Site Usage Agreement.

Provider must have access to the MCIR Outbreak Module.

Ensure MCIR user access for individuals at your facility who may administer vaccine or look up

records.

|:| |:| e  These requests for access are performed by the MCIR Site Administrator at your facility.

To request user access, associate users, etc., view tip sheets, and videos, the Site

Administrator Manual is available here. If you do not know who your Site Administrator
is, contact your MCIR Regional staff.

At minimum, providers must designate one Primary Vaccine Coordinator and one Backup

(Secondary) Vaccine Coordinator per facility.

Guidelines are listed in the VFC Primary and Back-up Staff Responsibilities (michigan.gov) and
must be followed.

Establish a process for the documentation of JYNNEOS vaccine administration into your clinic’s
medical record system and MCIR within 24 hours, but no longer than 72 hours. (e.g., HL7 VXU
from EHR, Upload to MCIR, Direct Data Entry into MCIR).

[]
[]

[]
[]

Work with Regional MICIR staff for assistance and training on MCIR.

BILLING AND VACCINE CODE SETS
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http://www.michigan.gov/MPV
http://www.michigan.gov/mpv
https://www.mcir.org/wp-content/uploads/2019/09/MCIR_Provider_User-Usage_Agreement-easy-fill-8262019.pdf
https://www.mcir.org/resource/provider-site-administrator-training-2/
https://www.mcir.org/providers/contact-regions/
https://www.michigan.gov/mdhhs/-/media/Project/Websites/mdhhs/Folder2/Folder95/Folder1/Folder195/VFC_Primary-Backup_Responsibilities.pdf?rev=83df6987d66243919f6a33813b2397e7&hash=E429DAB86A1CAFBCB57C77FBBC8BE69C
https://www.mcir.org/providers/contact-regions/

LHD JYNNEOS
JYNNEOS | Provider
Provider | Office
Checkoff | Checklist

Patients must not be denied MPV vaccine for any reason relating to billing and reimbursement.
Insured Patients

e Only the administration fee, and not the cost of the vaccine, can be submitted to insurance
for reimbursement. Currently, there is no billing cap for administration fees billed through
I:‘ D private and publicly funded insurance.

Uninsured Patients

& Providers must de not seek any reimbursement, including through balance billing.
Providers are prohibited from charging patients for administration fees of the vaccine if
they have no insurance.

JYNNEOS vaccine 1IS | Code Sets | CPT | Vaccines | CDC.

CFT  CPT Description CWVX  Vaccine Name Comments Last
CODE Code Updated

O pate

90611 Smallpox and monkeypox vaccine, attenuated 206  Vaccinia, smallpex  CPT Code to be 2712022

vaccinia virus, live, nen-replicating, preservative monkeypox vaceine wsed for JYNNEOS
free, 0.5 mL dosage, suspension, for subcutaneous live, PF vaccing
use

STORAGE AND HANDLING

LHD JYNNEOS
JYNNEOS | Provider
Provider | Office

Checkoff | Checklist

Review storage and handling specific to JYNNEOS vaccine:

e JYNNEOS Smallpox and Monkeypox Vaccine Storage and Handling Summary (cdc.gov)

e Vaccine comes in packages of 20 vials

e Do NOT store on dry ice or below -50°C (-58°F)

|:| |:| e Store in original package to protect from light

e Please note that the JYNNEOS manufacturer has provided a letter indicating expanded
storage at refrigerated temperatures that is not indicated in the package insert.

o MDHHS JYNNEOS Resource guide:
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http://www.michigan.gov/MPV
https://www2a.cdc.gov/vaccines/iis/iisstandards/vaccines.asp?rpt=cpt&utm_campaign=&utm_medium=email&utm_source=govdelivery
https://www.cdc.gov/poxvirus/monkeypox/pdf/Storage-and-Handling-Summary.pdf
https://gcc02.safelinks.protection.outlook.com/?url=https%3A%2F%2Flnks.gd%2Fl%2FeyJhbGciOiJIUzI1NiJ9.eyJidWxsZXRpbl9saW5rX2lkIjoxMDksInVyaSI6ImJwMjpjbGljayIsImJ1bGxldGluX2lkIjoiMjAyMjA4MDQuNjE3Njk3ODEiLCJ1cmwiOiJodHRwczovL2FzcHIuaGhzLmdvdi9TTlMvRG9jdW1lbnRzL01WQS1CTi1JbmZvcm1hdGlvbi1MdHItRWZmZWN0aXZlLTE0SnVuZTIwMjIucGRmP3V0bV9jYW1wYWlnbj0mdXRtX21lZGl1bT1lbWFpbCZ1dG1fc291cmNlPWdvdmRlbGl2ZXJ5In0.vglm_IoeU4rO6BKJrA5reXT1_S9TR-slY84kGYOgmJI%2Fs%2F1803955414%2Fbr%2F142082626714-l&data=05%7C01%7Cankleyd1%40michigan.gov%7Cb47b3e018db743f6543508da76299146%7Cd5fb7087377742ad966a892ef47225d1%7C0%7C0%7C637952218284325942%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=RDy%2FgnNnCr1PKzJiDqH4vVFGFAopZyDNzfwLDcL3yB0%3D&reserved=0
https://gcc02.safelinks.protection.outlook.com/?url=https%3A%2F%2Flnks.gd%2Fl%2FeyJhbGciOiJIUzI1NiJ9.eyJidWxsZXRpbl9saW5rX2lkIjoxMTAsInVyaSI6ImJwMjpjbGljayIsImJ1bGxldGluX2lkIjoiMjAyMjA4MDQuNjE3Njk3ODEiLCJ1cmwiOiJodHRwczovL3d3dy5mZGEuZ292L21lZGlhLzEzMTA3OC9kb3dubG9hZD91dG1fY2FtcGFpZ249JnV0bV9tZWRpdW09ZW1haWwmdXRtX3NvdXJjZT1nb3ZkZWxpdmVyeSJ9.aWj9I185AqujGJUgaLC2sthWgIsKnPuwD0tYlvzdlwA%2Fs%2F1803955414%2Fbr%2F142082626714-l&data=05%7C01%7Cankleyd1%40michigan.gov%7Cb47b3e018db743f6543508da76299146%7Cd5fb7087377742ad966a892ef47225d1%7C0%7C0%7C637952218284325942%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=KnoIGh2rNEVtrZiOEb4KOAKFpitu6h1rY9zzCsG%2BzXs%3D&reserved=0

Indication for Use »  People of any age with history of keloid scarring

Standard regimen (subcutaneous): Alternative regimen (intradermal):
+  People under 18 years of age +  People 18 years and older

»  Prior to administration for people younger than & months,
provider should first contact jurisdictional HD

Mumber of Doses in Series 2 doses 2 doses
Interval Between Doses 28 days 28 days
) ) Allow vaccine to thaw approximately 10 minutes to reach room Allow vaccine to thaw approximately 10 minutes to reach
Preparation of Vaccine ” 1
temperature before use.® room temperature before use,®
Subcutaneous [Subcut) Injection® (standard regimen) Intradermal {ID) Injection® {alternative regimen):
R preferably into the anterolateral thigh for infants less than 1 year of Placement site: volar aspect (inner side) of forearm
Administration R ) . L I ]
age, or into the upper arm (fatty tissue over triceps) for individuals 1 Alternative sites: deltoid, or upper back below scapula

through 17 years of age.

Reconstitution DO NOT DILUTE DO NOT DILUTE

0.5 mL- Swirl the vial gently for at least 30 seconds (this dose volume | 0.1 mL- Swirl the vial gently for at least 30 seconds (this dose

Dosing Volume allows one dose per vial). volume allows up to five doses per vial).
Storage Time in Syringe Draw vaccine up right before use - DO NOT PRE-DRAW. Draw vaccine up right before use - DO NOT PRE-DRAW.
Sto:age Reqouiremeonts in Fnreezer" Expiration: on carton label’/look up® Expiration: on carton label’/look up®

-25°Cto -15°C (-13°F to +5°F)*

Storage Requirements in Unpunctured Vial: Expiration 8 weeks Beyond Use Date(BUD).*7 LG e Cea Lt s

Refrigerator (DO NOT REFREEZE)®
+2°Cto +8°C (+36°F to +46°F)*

Date(BUD).*
Punctured Vial: DO NOT PRE-DRAW, must discard within & hours of Punctured Vial: DO NOT PRE-DRAW, must discard within 8
puncture/vial cap removal.? hours of the first puncture.® [refrigerate after each use)

“Important note: All vaccine, whether received refrigerated or frozen, is originally frozen from the manufacturer. If you receive refrigerated vaccine, it is thawed
vaccine. Do NOT refreeze, store it in the refrigerator. Thawed vaccine must be used within 8 weeks (BUD) from thawing.

Considerations for Monkeypox Vaccination | Monkeypox | Poxvirus | CDC
accination Administration Considerations for Specific Populations | Monkeypox | Paxvirus | CDC

*Fact Sheet for Healthcare Providers for IYNNEQS

“]YNNEOS Smallpox and Monkeypox Vaccine Storage and Handling Summary {cdc.gov)

“How to administer intramuscular and subcutaneous vaccine injections (immunize.org)

“How to administer a JYNNEOS vaccine intradermally {video)

’MVA- BN Information Letter (hhs.gov)

“Monkeypox (hhs.gov)

If vaccine is soon to expire, please notify your Local Health Department/Immunization Field
Representative within a one-to-two-week time period prior to expiration for redistribution.

Expiration date is printed on the vaccine carton, not individual vials. Expiration dates, along
with the corresponding lot and NDC numbers can be found at: Monkeypox (hhs.gov)

Beyond Use Date (BUD): The BUD replaces the manufacturer’s expiration date and must be
noted on the label along with the initials of the person making the calculation.
Manufacturer-shortened expiration date: when moving JYNNEOS from freezer to refrigerator,
the new expiration date, BUD, is 8 weeks. The vaccine must never be returned back to the
freezer for any reason once it has been placed in refrigerated storage.

Note: The BUD must never be documented in MCIR, only the original expiration date provided
by the manufacturer.

Ensure storage equipment meets CDC requirements*. Before any equipment is used for designated
vaccine storage only, work with your local health department (LHD) for guidance and approval on
appropriate storage equipment. Current guidance includes CDC’s recommendation for vaccine storage
units, in the order of preference.

Purpose-built or pharmaceutical/medical-grade units (preferred storage units).

Stand-alone refrigerator and/or stand-alone freezer units—these units can vary in size

from a compact, under-the-counter style to a large, stand-alone, pharmaceutical-grade

storage unit.

Combination household refrigerator/freezer unit, using only the refrigerator compartment to
store vaccines—a separate stand-alone freezer must then be used to store frozen vaccines. Use
of the freezer compartment of a household combination unit is prohibited.

*Do not use a dormitory-style or bar-style storage unit under any circumstances!

[]

Utilize certified, calibrated digital data loggers (DDLs) for continuous temperature monitoring on all
units, also have a backup for transport, or in case one of the DDLs needs to be repaired or
recalibrated.
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http://www.michigan.gov/MPV
https://gcc02.safelinks.protection.outlook.com/?url=https%3A%2F%2Flnks.gd%2Fl%2FeyJhbGciOiJIUzI1NiJ9.eyJidWxsZXRpbl9saW5rX2lkIjoxMTEsInVyaSI6ImJwMjpjbGljayIsImJ1bGxldGluX2lkIjoiMjAyMjA4MDQuNjE3Njk3ODEiLCJ1cmwiOiJodHRwczovL2FzcHIuaGhzLmdvdi9TTlMvUGFnZXMvTW9ua2V5cG94LmFzcHg_dXRtX2NhbXBhaWduPSZ1dG1fbWVkaXVtPWVtYWlsJnV0bV9zb3VyY2U9Z292ZGVsaXZlcnkifQ.DDK1K-nnW8L5ec2nf04jMaGrPN5haGoNkv4IqMpdl2U%2Fs%2F1803955414%2Fbr%2F142082626714-l&data=05%7C01%7Cankleyd1%40michigan.gov%7Cb47b3e018db743f6543508da76299146%7Cd5fb7087377742ad966a892ef47225d1%7C0%7C0%7C637952218284482176%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=FeS9I5Q%2BDuHEw08q3I2UU54eSNzzdRm9RwWixpDrXxY%3D&reserved=0
https://www.cdc.gov/vaccines/hcp/admin/storage/toolkit/storage-handling-toolkit.pdf
https://www.vfcdataloggers.com/

e When positioning a DDL in a permanent vaccine storage unit, place the buffered probe in the
center of the unit with the vaccines surrounding it, and attach the temperature display to the
outside of the unit.

e Use DDLs with a current and valid certification of calibration.

e Ensure appropriate logging interval is setup: It must log temperatures at least every 30
minutes. It is recommended that intervals be more frequent, such as every 5 minutes.

Download, review, and save data weekly, or anytime an alarm or out-of-range temperature is
identified.

Utilize temperature logs, check and document temperatures twice daily:

D 1. Upon arrival to the office: “current” temperature and “min/max” temperature.
2. 30to 60 minutes prior to departure: “current” temperature.

Temperature logs must be kept for a minimum of three years.

Verify unit is stable prior to vaccine ordering or storage (do NOT risk a vaccine loss). It may take 2-7
days to stabilize the temperature in a newly installed refrigerator and 2-3 days for a freezer. Check and
|:| record temperatures each day for 2-7 days. Once you have 2 consecutive days of in-range
temperatures, your unit is considered stable. At the LHD's discretion, additional days of monitoring
may be required.

Storing JYNNEOS vaccines correctly in a vaccine storage unit is also critical to protect the vaccine and

reduce the chance of vaccine administration errors. Best practices include:

e Place water bottles on the top shelf, floor, and in the door racks of vaccine storage units to
help maintain stable temperatures that might be disrupted by frequently opening and closing
unit doors. (Note: Water bottles are not recommended for use in in ultra-cold freezers or in
some purpose-built or pharmaceutical-grade units—see manufacturer guidance.)

e Avoid placing or storing any items other than vaccines, refrigerated diluents, and water bottles
inside storage units. Food and beverages should never be stored in the unit with vaccines. If
other biologics are stored in the unit, vaccines should be stored on the shelf above them.

D e Store vaccines and diluents in original packaging.

e Position vaccines and diluents two to three inches from the storage unit walls, air-vent, ceiling,
floor, and door. If using a household-grade unit, avoid storing vaccines and diluents in any part
of the unit that may not provide stable temperatures or sufficient air flow (i.e., doors or
drawers).

e Arrange vaccines and diluents in rows and allow space between them to promote air
circulation.

e (Create a Vaccine Management Plan, update when changes occur and review/sign annually.
Post in visible location for easy access by staff.
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http://www.michigan.gov/MPV
https://www.michigan.gov/mdhhs/adult-child-serv/childrenfamilies/immunization/providerinfo/vacforchildren/vfc-resource-guide
https://www.michigan.gov/-/media/Project/Websites/mdhhs/Folder3/Folder16/Folder2/Folder116/Folder1/Folder216/Vaccine_Management_and_Emergency_Response_Plan.pdf?rev=37412f5befa946e18cee9c79a5739633

Transport must be minimized. If transport is necessary due to an emergency temperature excursion or
offsite mass vaccination clinic, it must be performed with qualified pack-out methods, using DDLs to
ensure viability is maintained. Document temperatures using a DDL at least every hour, starting with
the time of pack-out. Ensure a temperature log and DDL are used for EACH cooler.

e Develop a Vaccine Management & Emergency Response Plan for transporting vaccines and

include procedures and protocols for packing and transport.

e Materials for transport of vaccine include:
Portable vaccine storage units (refrigerator/freezer units - preferred).
Qualified vaccine-specific coolers or pack-out containers (Cool Cube, TempArmour, etc.).

Coolant materials such as phase change materials (PCMs) for vaccine-specific coolers.
Hard-sided insulated containers or Styrofoam™ (for emergency transport only).
Frozen water bottles that can be conditioned to maintain appropriate vaccine storage

O O O O O

ranges.
= Conditioned water bottle transport method is for emergency transport only.
o Adigital data logger for each cooler/refrigerator (certified and up-to-date calibration).
= Remember to reset the minimum/maximum temperature display.
= Place buffered probe as close as possible to vaccines in the transport container.
= Do not place buffered probe directly next to ice packs or other coolants.
= Attach temperature display to the outer lid of the transport container.
o Insulating materials: bubble wrap and cardboard.
e Emergency Transport: Follow guidelines for: Materials for transport of vaccine (above).
|:| o Printed out guidance on Packing for Emergency Transport.
o The provider must have an identified backup location even if a generator is on-site.

= Alternative storage locations should be inspected prior to an emergency to validate
that proper vaccine storage conditions can be maintained.
= Ensure 24-hour access to the alternative facility (e.g., Hospitals, Urgent Care Centers).
= All staff should be aware of location of the backup unit and the Vaccine Management
& Emergency Response Plan.
o Utilize MDHHS Vaccine Transport Temperature Logs.
o Temperatures should be documented before, during, and after transport.

Do NOT use dry ice, coolant packs from shipments, or soft-sided food/beverage coolers.
Examples: Image Sources for the transportation of vaccines:
e Portable Vaccine Refrigerator/Freezer Image: SPRF26M | Accucold® Medical Refrigerators
e (Qualified Container & Pack-out Image: Cool Cube™ 08 at Refrigerator Temps - VeriCor, LLC
(vericormed.com)
e Conditioned Water Bottle Method Image (for emergency transport only):
https://www.cdc.gov/vaccines/recs/storage/downloads/emergency-transport.pdf

MDHHS does not endorse certain products, brands, manufacturers, etc.

For more detailed information, please see CDC’s Vaccine Storage and Handling Toolkit-Updated with
COVID-19 Vaccine Storage and Handling Information, Addendum April 12, 2022 (cdc.gov)
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https://www.michigan.gov/-/media/Project/Websites/mdhhs/Folder3/Folder16/Folder2/Folder116/Folder1/Folder216/Vaccine_Management_and_Emergency_Response_Plan.pdf?rev=37412f5befa946e18cee9c79a5739633
https://www.cdc.gov/vaccines/hcp/admin/storage/downloads/emergency-transport.pdf
https://www.michigan.gov/-/media/Project/Websites/mdhhs/Folder1/Folder2/Vaccine-Transport-Temperature-Log.pdf?rev=a1712e8e33d948f2b1bb6c76f4cd4396
https://www.accucold.com/product/SPRF26M
https://www.vericormed.com/product/cooler-cool-cube-08-vaccine-transport-cooler-at-refrigerator-temperatures-fresh-vaccine-vt-08/
https://www.vericormed.com/product/cooler-cool-cube-08-vaccine-transport-cooler-at-refrigerator-temperatures-fresh-vaccine-vt-08/
https://www.cdc.gov/vaccines/recs/storage/downloads/emergency-transport.pdf
https://www.cdc.gov/vaccines/hcp/admin/storage/toolkit/storage-handling-toolkit.pdf
https://www.cdc.gov/vaccines/hcp/admin/storage/toolkit/storage-handling-toolkit.pdf

How to identify and manage temperature excursions, including contacting the manufacturer(s):
= |mplementing routine monitoring activities can help you identify temperature
excursions quickly and take immediate action to correct them, preventing loss
of vaccines and the potential need for revaccination of patients. Any
temperature reading outside the range recommended by the manufacturer is
considered a temperature excursion and requires immediate action.
=  Stop vaccinating patients with affected vaccine until viability determination
has been made.
= Do not discard vaccines until viability determination has been made.
= Label the vaccine “Do Not Use.”
= Continue to store at the recommended temperature range until you receive
manufacturer guidance. If it is a frozen vaccine that has been thawed, store in
I:' D the refrigerator between 2°C and 8°C (36°F and 46° F) until you receive
manufacturer guidance, as refreezing the vaccine may damage it.
=  Document the date and length of time of the excursion, the storage unit
temperature (minimum/maximum, if available), and inventory affected on the
Emergency Response Worksheet.
=  Contact the Manufacturer (Bavarian Nordic) for guidance:
o Phone: 1-844-422-8274
o Email: medical.information _us@bavarian-nordic.com
=  Contact the immunization program (Local Health Department) for guidance
on whether to use affected vaccines and whether patients need to be recalled
for revaccination.
®  Maintain documentation of the event and all actions taken. Save
documentation for three years.

For additional storage and handling guidance, review the CDC’s Vaccine Storage and Handling Toolkit-
|:| |:| Updated with COVID-19 Vaccine Storage and Handling Information, Addendum April 12, 2022

(cdc.gov)

VACCINE PREPARATION AND ADMINISTRATION (Intradermal and Subcutaneous)

LHD JYNNEOS
JYNNEOS | Provider
Provider | Office

Checkoff | Checklist

JYNNEOS vaccine now has two methods for vaccine administration. In the context of the current
national Public Health Emergency (PHE) JYNNEOS may be administered via:

. Intradermal (ID) route (alternative regimen) with an injection volume of 0.1mL per the
Emergency Use Authorization (EUA). This approach could increase the number of available
JYNNEOS vaccine doses by up to five-fold. Results from a clinical study showed that the
lower intradermal dose was immunologically non-inferior to the standard subcutaneous

dose.
|:| |:| e  Subcutaneous (Subcut) route (standard regimen) with an injection volume of 0.5mL is the
FDA-approved dosing regimen. Under the EUA on August 9, 2022, the subcutaneous route
of administration of 0.5mL is authorized for people aged 17 years of age and younger and
people of any age who have a history of developing keloid scars.

Note: Don’t miss the opportunity to vaccinate. If at the end of the day a patient arrives for a
JYNNEOS vaccination, and there is no open/partially used vial and no other patients waiting for
vaccine, administer a full dose of 0.5mL subcutaneously to avoid wasting vaccine.
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https://www.cdc.gov/vaccines/hcp/admin/storage/toolkit/storage-handling-toolkit.pdf
https://www.michigan.gov/mdhhs/-/media/Project/Websites/mdhhs/Folder3/Folder94/Folder2/Folder194/Folder1/Folder294/Emergency_Response_Worksheet.pdf?rev=0d04c6a9e7994e2995b2b1167ac62b58&hash=B4ECF9132AF06D3672727A12F1A7A251
mailto:medical.information_us@bavarian-nordic.com
https://www.cdc.gov/vaccines/hcp/admin/storage/toolkit/storage-handling-toolkit.pdf
https://www.cdc.gov/vaccines/hcp/admin/storage/toolkit/storage-handling-toolkit.pdf
https://www.cdc.gov/vaccines/hcp/admin/storage/toolkit/storage-handling-toolkit.pdf
https://www.phe.gov/emergency/news/healthactions/phe/Pages/default.aspx
https://www.michigan.gov/mdhhs/-/media/Project/Websites/mdhhs/Adult-and-Childrens-Services/Children-and-Families/Immunization-Information/Jynneos/Jynneos-Health-Care-Provider-Fact-Sheet-08092022.pdf?rev=31f2e5b4bd2b4251987405c0194ec865&hash=9D2C43F3753E18461FC42335C474F08A
https://www.sciencedirect.com/science/article/pii/S0264410X15008762?via%3Dihu
https://www.michigan.gov/mdhhs/-/media/Project/Websites/mdhhs/Adult-and-Childrens-Services/Children-and-Families/Immunization-Information/Jynneos/Jynneos-Health-Care-Provider-Fact-Sheet-08092022.pdf?rev=31f2e5b4bd2b4251987405c0194ec865&hash=9D2C43F3753E18461FC42335C474F08A

Review JYNNEOS Vaccine Preparation and Administration Guidance:

e MDHHS JYNNEOS Resource guide: For more information see the Storage and Handling
section of the document located on page 2.

Vaccine Preparation and Administration Summary:
Intradermal Vaccine Preparation and Administration Summary: Alternative Dosing Regimen
(Adults in the general population)
e Preferred administration to maximize the number of doses available.
o Utilize ID vaccine syringe and needle specific for ID administration.
o Once punctured the vial must be discarded after 8 hours. Label the vial with the
time punctured and time to discard.

o Do not predraw doses.

o Vial should be placed in refrigerator between preparation of doses.

o Do not use 2 vials to create one dose.

Subcutaneous Vaccine Preparation and Administration Summary: Standard Regimen (Adults with
certain medical conditions and children)
e Standard regimen should be used for people aged 17 years of age and younger and
people of any age who have a history of developing keloid scars.

Review available resources on intradermal (ID) vaccine administration (18 years and older):
e Administration of JYNNEOS Intradermally (ID)
e Video: How to administer a JYNNEOS vaccine intradermally - YouTube

Review available resources on subcutaneous (SC or Subcut) vaccine administration for adults and
children:

e Needle gauge and length tip sheet

e How to administer intramuscular and subcutaneous vaccine injections (immunize.org)

e Video: Subcutaneous (SC or Subcut) Injection: Administration - YouTube

]

]

Have standing orders in place to help streamline your practice workflow by eliminating the need
to obtain an individual physician’s order to vaccinate each patient.
o JYNNEOS Smallpox and Monkeypox Vaccine Standing Orders for Administering Vaccine
Intradermally: ALTERNATIVE DOSING REGIMEN (cdc.gov)

e JYNNEOS Smallpox and Monkeypox Vaccine Standing Orders for Administering Vaccine
Subcutaneously: STANDARD REGIMEN (cdc.gov)

Each individual who will handle JYNNEOS vaccine must review the You Call the Shots: Vaccines
Web-based Training Course | CDC

e Once completed, submit a copy of the certificate to the LHD.

Review guidance on additional educational key points for administering JYNNEOS vaccine:
Considerations for Monkeypox Vaccination | Monkeypox | Poxvirus | CDC

Use the CDC JYNNEOS Smallpox and Monkeypox Vaccine Patient Screening Form to ensure there
are no true contraindications or precautions prior to vaccination.

e When screening please include the question: Do you have a history of keloid formation
(scarring)?

Document and report vaccine administration via MCIR within 24 hours of administration, but no
longer than 72 hours.

d) o oo

For more resources: CDC’s vaccine administration page.

e Utilize the “Resource Library” for more trainings, videos, guidance documents, etc.

N o I e T A O

]

Guidance for coadministration with other vaccines:

e JYNNEOS typically may be administered without regard to timing of other vaccines. This
includes simultaneous administration of JYNNEOS and other vaccines on the same day,
but at different anatomic sites if possible. See ACIP’s general best practices
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and Epidemiology and Prevention of Vaccine-Preventable Diseases (Pink Book) for further
information.

e JYNNEOS and COVID-19 Vaccine: Because of the observed risk for myocarditis after
receipt of ACAM2000 orthopoxvirus vaccine and mRNA (i.e., Moderna and Pfizer-
BioNTech) and Novavax COVID-19 vaccines and the unknown risk for myocarditis after
JYNNEOS, people, particularly adolescent or young adult males, might consider waiting 4
weeks after orthopoxvirus vaccination.

(Either JYNNEOS or ACAM2000) before receiving a Moderna, Novavax, or Pfizer-BioNTech
COVID-19 vaccine. However, if an orthopoxvirus vaccine is recommended for prophylaxis
in the setting of an outbreak, orthopoxvirus vaccination should not be delayed because of
recent receipt of a Moderna, Novavax, or Pfizer-BioNTech COVID-19 vaccine; no minimum
interval between COVID-19 vaccination with these vaccines and orthopoxvirus vaccination
is necessary. Clinical Guidance for COVID-19 Vaccination | CDC

]

]

BEST PRACTICE:
After the vaccine is administered, the patient will need to come back for a second dose.
e Schedule appointment for 2" dose before the patient leaves the office/clinic.

e Important to provide the patient with an appointment reminder card to come back for
second dose.

e Do reminder calls within a few days of the upcoming appointment.

SPECIAL CONSIDERATIONS FOR INDIVIDUALS RECEIVING JYNNEOS VACCINE

LHD
JYNNEOS
Provider
Checkoff

JYNNEOS
Provider
Office
Checklist

]

[]

Review CDC’s Considerations for Monkeypox Vaccination | Monkeypox | Poxvirus | CDC

Become familiar with the following special considerations:

e JYNNEOS has been evaluated in clinical studies involving people with HIV infection or
eczema and shown to be safe and effective in eliciting an immune response in these
populations. The recommended JYNNEOS dosing schedule is the same for people who are
immunocompromised; however, people with immunocompromising conditions might be
less likely to mount an effective response after any vaccination, and as a result people who
are immunocompromised might be at increased risk for severe disease if an infection
occurs, despite vaccination.

¢ Individuals wanting to minimize their risk of infection should continue to take steps
to protect themselves from infection and self-isolate as soon as they develop monkeypox
symptoms, such as a rash. Infections despite vaccination may occur, and there are
currently no data on effectiveness of JYNNEOS from the current outbreak.

Become familiar with contraindications and precautions to JYNNEOS vaccine:
e Contraindication:
o Asevere allergic reaction (e.g., anaphylaxis) after a previous dose of JYNNEOS vaccine
is a contraindication to receipt of a subsequent dose. Referral to an allergist-

immunologist should be considered to assess the risks versus benefits of
administering another dose.

e Precautions:
o JYNNEOS vaccine contains small amounts of gentamicin and ciprofloxacin and is
produced using chicken embryo fibroblast cells.
o People who have had a previous severe allergic reaction (e.g., anaphylaxis) following
gentamicin or ciprofloxacin have a precaution for receiving JYNNEOS vaccine and
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should be informed about the potential for increased risk of allergic reaction if the

vaccine is administered.

= After discussing risks and benefits with the individual, these people may be
vaccinated with a 30-minute observation period. Alternatively, taking into
account the risk of acquiring monkeypox if the vaccination is delayed, an allergist-
immunologist may be consulted before the vaccine is administered.

o People who have had a severe allergic reaction (e.g., anaphylaxis) to chicken or egg
protein AND are currently avoiding exposure to all chicken or egg products have a
precaution for receiving JYNNEOS vaccine and should be informed about the potential
for increased risk of allergic reaction if the vaccine is administered.
= After discussing risks and benefits with the individual, these people may be

vaccinated with a 30-minute observation period. Alternatively, after taking into
account the risk of acquiring monkeypox if the vaccination is delayed, an allergist-
immunologist may be consulted before the vaccine is administered.

Note: Vaccine providers should be familiar with identifying immediate-type allergic reactions,
including anaphylaxis, and be competent in treating these events at the time of vaccine
administration. Providers should also have a plan in place to contact emergency medical services

immediately in the event of a severe acute vaccine reaction. (See ACIP Adverse Reactions
Guidelines for Immunization | CDC)

PATIENT EDUCATION, ADVERSE EVENT REPORTING

LHD JYNNEOS
JYNNEOS | Provider
Provider | Office
Checkoff | Checklist

|:| D Provide Michigan Vaccine Information Statements (VIS) to vaccine recipients, educate on vaccine,
and answer patient questions.
|:| I:] Provide a vaccination record to every person who receives JYNNEOS vaccine.
MDHHS Division of Immunization Pg.9 of 12
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Report moderate and severe adverse events as well as vaccine administration errors to VAERS.
VAERS collects information about reactions and possible side effects that occur (e.g., fever, local
reactions, illness, serious reaction, hospitalization, disability, death), after vaccine is administered.
Reactions may happen immediately, hours, days, or weeks after vaccination. Report a reaction
even if you are not sure that it was caused by a vaccine.

e Adverse events that occur following monkeypox or smallpox vaccination should be
reported to the Vaccine Adverse Event Reporting System (VAERS). Reporting is encouraged
for any clinically significant adverse event, even if it is uncertain whether the vaccine
caused the event. Vaccine administration errors can be reported whether or not associated
with an adverse event. Information on how to submit a report to VAERS is available at
VAERS - Report an Adverse Event (hhs.gov) or by calling 1-800-822-7967.

e Vaccination providers who are administering JYNNEOS under the EUA are required to
report the following adverse events that occur after JYNNEOS vaccination:

o Vaccine administration errors whether or not associated with an adverse event.
o Serious adverse events (irrespective of attribution to vaccination).

o Cases of cardiac events including myocarditis and pericarditis.

o Cases of thromboembolic events and neurovascular events.

e (CDC's Clinical Immunization Safety Assessment (CISA) Project is available to provide
consultation to U.S. healthcare providers and health departments about complex
monkeypox and smallpox vaccine safety questions for their patients. In case of an
emergent clinical vaccine safety inquiry, healthcare providers and health department staff
can call the CDC Emergency Operations Center (EOC) Watch Desk at (770) 488-7100.

MCIR INVENTORY and DOSE DOCUMENTATION

LHD
JYNNEOS
Provider
Checkoff

JYNNEOS
Provider
Office
Checklist

]

]

JYNNEOS vaccine providers must be accountable for JYNNEOS vaccine in MCIR. Currently JYNENOS
is through the Strategic National Stockpile (SNS) and MDHHS is placing the order for JYNNEOS
vaccine to be delivered to MPV hubs. There is no ordering of JYNNEOS vaccine in MCIR.

The LHD will work with the MDHHS VFC team to ensure the “Orthopox 2022” functionality is
turned on in the MCIR Outbreak Module for provider access.

When you receive JYNNEOS vaccine the vials must be manually entered into MCIR Outbreak
Inventory.

For questions on how to manually enter vials into MCIR Outbreak Inventory, please contact your
MCIR Regional staff.

Ensure documentation of JYNNEOS vaccine administration is recorded in your clinic’s medical
record system and MCIR within 24 hours, but no longer than 72 hours. Documentation within 24
hours will help with accountability of doses. Documentation is required to include, in order to
account for doses administered intradermally (ID):

e Route administered.

e Dose Volume.

[]

To ensure proper inventory management, JYNNEOS vaccine providers must balance the JYNNEOS
inventory daily including wastage. For questions regarding balancing inventory, please contact your
MCIR Regional staff.
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If you are a JYNNEOS vaccine hub and you redistribute JYNNEOS vaccine to another provider, you
D must manage the inventory and ensure the transfer of the JYNNEOS vaccine to the new provider

site. Transfer of vaccine is performed utilizing appropriate inventory transactions in MCIR. Please
see section labeled Storage and Handling on page 5 for information on transport guidelines.

|:| For questions regarding MCIR, please contact your MCIR Regional staff.

Checkoff

Checklist

MDHHS is committed to monkeypox vaccine equity, which means everyone has fair and just access
to vaccination. Many social, geographic, political, economic, and environmental factors create
challenges to health equity and vaccination access. Racial and ethnic minorities, including those
who are also minority gay, bisexual, and other men who have sex with men (MSM) are often most
impacted. Some of these factors include:

e Education, income, and wealth gaps.

e Job access and working conditions.

e Racism, homophobia, and other forms of discrimination.

e Gaps in healthcare access.

|:| e Transportation and neighborhood conditions.
e lack of trust as a result of past medical racism and experimentation.

To learn more about health equity and vaccine equity review these resources:

e Monkeypox Vaccine Equity Toolkit | Monkeypox | Poxvirus | CDC
Toolkits for Community, Work, and School | Monkeypox | Poxvirus | CDC
Partnering for Vaccine Equity | CDC
Guides and Resources: Health Equity in Immunization | CDC
Monkeypox Vaccine Equity Pilot Program | Monkeypox | Poxvirus | CDC

e JYNNEOS Vaccine Information Statement

e  Fact Sheet for Healthcare Providers for JYNNEOS
e JYNNEOS MMWR, Erratum for JYNNEOS MMWR
e MPV (Monkeypox) MDHHS

e Considerations for Monkeypox Vaccine

e  Monkeypox
|:| e CDC COCA call

e CDC COCA call from 8-11-22

e Immunization Action Coalition’s “Medical Management of Vaccine Reactions in Adults in a
Community Setting

e JYNNEOS BLA

e JYNNEOS Package Insert

e FDA Statement

LHD Checklist (For Internal Use Only) — Prior to Approval

This is a quick list of items that need to be done in order to approve the provider to become a
JYNNEOS vaccine provider. This list works in conjunction with the JYNNEOS Operational
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https://www.cdc.gov/poxvirus/monkeypox/considerations-for-monkeypox-vaccination.html
https://www.cdc.gov/poxvirus/monkeypox/index.html
https://emergency.cdc.gov/coca/calls/2022/callinfo_062922.asp
https://emergency.cdc.gov/coca/ppt/2022/081122_slides.pdf
https://www.immunize.org/catg.d/p3082.pdf
https://www.immunize.org/catg.d/p3082.pdf
https://www.fda.gov/media/131870/download
https://www.fda.gov/media/131870/download
https://www.fda.gov/media/131078/download
https://www.fda.gov/media/131078/download
https://www.fda.gov/vaccines-blood-biologics/jynneos
https://www.mcir.org/providers/contact-regions/

Guide above. The LHD can check things off the list above when completed or when the
provider verbalizes knowledge or location of the resource.

e Schedule onsite visit with provider office.

e Do they have a MCIR User Agreement on file?

e |Isthe Orthopox 2022 functionality turned on in the Outbreak section in MCIR?

e Have they designated a primary and backup vaccine coordinator?

e Do they have an updated Vaccine Management and Emergency Response Plan?

e Do they have appropriate storage units? Refrigerator and/or Freezer?

e Do they have certified and calibrated DDLs?

e Have they provided one week of temperature logs and graphs with appropriate
temperature ranges?

e Do they have Do Not Disconnect posted by the vaccine storage unit outlets?

e Do they have Do Not Disconnect sign posted by the circuit breaker box?

e Do they have emergency transport equipment and packing supplies on hand?

e Do they have standing orders in place to immunize?

e Verify the provider can administer vaccine ID. Do they have supplies on hand for
intradermal administration?

e Do they have a protocol for management of anaphylactic reaction/emergency response kit?

e Have they completed their CDC You Call the Shots Storage and Handling, MCIR, and other
vaccine administration training?

e Have they reviewed the HHS Monkeypox Vaccination Program Provider Agreement.

e Ensure the provider has reviewed, signed, and submitted a copy of the MDHHS JYNNEOS [IS
Program Provider Addendum to the state.

e Provider shall abide by the HHS Monkeypox Vaccination Program Provider Agreement and
shall abide by the MDHHS JYNNEOQOS 1IS Program Provider Addendum to become and
maintain JYNNEOS provider status.

e Once approved, please email mdhhs-mpv-vaccine@michigan.gov and MDHHS Immunization
Field Representative that the site is approved to receive Monkeypox vaccine.

e Coordinate vaccine pick-up or delivery with provider office.

MDHHS Division of Immunization Pg. 12 of 12
This document is available at www.Michigan.gov/MPV Rev date: 11-1-22



http://www.michigan.gov/MPV
https://www.cdc.gov/poxvirus/monkeypox/clinicians/provider-agreement.html
https://www.michigan.gov/mdhhs/keep-mi-healthy/communicablediseases/diseasesandimmunization/mpv/for-health-providers
https://www.michigan.gov/mdhhs/keep-mi-healthy/communicablediseases/diseasesandimmunization/mpv/for-health-providers
mailto:mdhhs-mpv-vaccine@michigan.gov

