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Importance: High

This message was sent to AIM, FAB, Health Systems, INE, IAP, LHD Health Officers, LHD Medical
Directors, MACI, MACI 2, PH Imms Leads, COVID-19 Vaccine Providers, MCIR Regions, and Imms All
Staff. | apologize for any duplications.

Hello Immunization Partners,

MDHHS wanted to provide an update regarding Moderna COVID-19 vaccine. Recent changes include
vaccine vial fill volume, updated labeling, and storage and handling modifications. The key updates
are below:

e Recent emergency use authorization (EUA) revision includes that the Moderna vaccine will be
available in 2 different vials by early May. Shipments of the new vials could occur as early as May
31,

o The current maximum 11 dose vial and a new maximum 15 dose vial.

o The vial will remain the same size but will be filled to the higher volume.

o Each vial is clearly marked as either a maximum of 11 doses or a maximum of 15 doses.

o The label for the maximum of 15 dose vial also has distinctive blue shading on the bottom
half of the label.

o Moderna is planning to transition all manufacturing to the new vial during May.

o The recently updated Moderna COVID-19 Vaccine EUA Fact Sheet for Health Care Providers
includes the maximum 15 dose vial information.

e A new NDC has been issued for the larger volume Moderna vial, which has been given a range of
13-15 doses in the EUA.

o Carton NDC: 80777-273-98
o Vial NDC: 80777-273-15
e Ancillary kits will be reconfigured to extract a maximum of 14 doses per vial, plus a 5% surplus.
o Min. order quantity: 140 doses
o An unextracted 15th dose from the larger volume vial does NOT result in reportable
waste.

¢ Updated storage and handling guidance for Moderna COVID-19 vaccine. Time frames have
been changed, see updated storage time frames below. We also verified with the manufacturer,
Moderna, to clarify vaccine temperatures and storage timeframes.

o Frozen: Moderna vaccine via may be stored in the freezer between -50 to -15C (-58 to
5F).

o Refrigerated/Unpunctured vials: An unpunctured Moderna vaccine vial may be stored
between 8° to 25°C (46° to 77°F) for a total of 24 hours. This is an increase from 12 hours.

o Punctured Vials: A punctured Moderna vaccine vial may be stored between 2° to 25°C
(36° to 77°F) for up to 12 hours. Vials should be discarded 12 hours after the first
puncture. This is an increase from 6 hours.
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General

Talking Points
Moderna COVID-19 Vaccine EUA Amendments

With the FDA’s EUA revisions announced April 1, the Moderna vaccine will be available in two different vials by
early May: the current Maximum 11 dose vial and a new Maximum 15 dose vial. The vial will remain the same
size but will be filled to the higher volume.

Clinical

A new NDC has been issued for the larger volume Moderna vial, which has been given a range of 13-15
doses in the EUA.

Moderna is planning to transition all manufacturing to the new vial during the month of May. During the
month, awardees and partners will receive allocations that include quantities of both Moderna vaccine
vials. The proportion of existing Moderna NDC/new Moderna NDC in each awardee’s and partner’s
allocation will evolve over the course of the transition period.

The Moderna larger volume vial may contain 15 0.5mL doses of vaccine. However, it will not always be possible
to extract the 15 dose. This is based on the overfill in the vial and the type of syringes used to administer the
vaccine. Therefore, vaccination providers should expect to withdraw 13-15 doses from each vial.

Each dose must contain 0.5mL of vaccine.

When the amount of vaccine remaining in the vial is not a complete 0.5mL dose, discard the vial and the
residual vaccine regardless of the number of doses withdrawn. Do NOT save vials to combine residual
vaccine from more than one vial to get a complete dose. An unextracted 15" dose does NOT count as
waste (see wastage table below).

Vaccination sites should continue to reliably extract 10 doses from the current volume vial and plan to
extract 14 doses from the new larger volume vial using the ancillary kit supplies provided.

Ancillary Kits

Ancillary kits will be reconfigured to extract a maximum of 14 doses per vial, plus a 5% surplus to account for
damage or wastage.

Moderna worked closely with CDC and United States Pharmacopeia (USP) to test combinations of
available needle and syringe supplies to optimize the number of available doses.
Results demonstrate that a combination of low dead-volume and non-low dead-volume syringes and
needles may be required to consistently extract 11 and 15 doses from both vials addressed in the EUA.
Ancillary kits for the Moderna large volume vials will be configured to support 14 doses per vial
(minimum order: 140 doses). In keeping with the way ordering works today, awardees and partners will
place vaccine orders and VTrckS will automatically add the corresponding ancillary kit to match the
vaccine that is ordered.

o USG cannot provide supplies to withdraw a 15" dose. If a provider chooses to withdraw a 15™

dose from the vial, USG cannot replace the supplies used or provide additional syringes.
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Wastage

The Wastage Reporting Table provides guidance to determine if a dose should be reported as waste.
Wastage does not negatively impact a provider but is simply a means for accounting for inventory.
Failure to extract a 15" dose does not result in reportable waste.

Jurisdictions should not report wastage if additional 11" and 15™ doses from either vial cannot be
extracted (see Wastage Reporting Table).

Allocations/Ordering Caps/Inventory

The projected allocations data in Tiberius will be updated on April 27, for allocations after the effective
date. Over a three-week period, jurisdictions and partners will receive allocations and ordering caps
made up of the existing and new Moderna NDCs.

The new NDC will result in a minimum order and interval of 140 doses. While still available, the existing
NDC will continue to have a minimum order and interval of 100 doses.

During the month of May, providers may receive both Moderna NDC vials. Awardees should plan to
transition from both NDCs early in the month to a single NDC for the larger-volume vial by the end of
May. Providers should pay careful attention to implementing a “first in/first out” inventory approach to
ensure vaccine does not reach expiration. Providers should not use vial volume labeling to assume
inventory expiration dates but, instead, should check expiration dates regularly.

Data Systems

We are updating IT systems for both ordering and allocation processes to include the new, larger volume vial.

CDC and HHS systems will be updated to include the new product by April 25.
During the week of April 25, jurisdictions and federal partners should plan to update impacted systems
to reflect the new NDC.
Allocations will be made in Tiberius on April 27.
Immunization information systems should see the first order cap in VTrckS on April 29.
There will be no interruptions to CDC IT systems during this transition.
IT systems impacted by this change include:
o VTrckS
= New ancillary kit NDC to support administration of 140 doses of vaccine
= New vaccine NDC with a 140-dose minimum order size and increment
= NDC crosswalk tables: 1IS | NDC Crosswalk tables | Code Sets | HL7 Data | Vaccines |
CDC
(During the transition period, awardees and partners will receive allocations of both the
current and the new Moderna NDC)
o Tiberius
=  New NDC with an updated dose count/vial
= New allocations for the new vaccine NDC

=  New dose count/vial
= Update number of doses per package

April 2021



https://www2.cdc.gov/vaccines/iis/iisstandards/ndc_crosswalk.asp

https://www2.cdc.gov/vaccines/iis/iisstandards/ndc_crosswalk.asp



e There will be no system changes for:
o VAMS (updated vaccine table will allow users to add new Moderna NDC and log 14 doses per
vial for inventory)
o VaccineFinder (users will be able to log into the portal and add the new Moderna NDC and
report 14 doses per vial for inventory)

Storage and Handling
The following updates have been made to the EUA regarding storage and handling of Moderna vaccine.

Frozen Vaccine
e Moderna vials can now be stored frozen between -50° to -15°C (-58° to 5°F). This is an increased range
from the original temperatures. This new, wider temperature range is consistent with temperature
requirements for other recommended vaccines stored in the freezer.

Refrigerated Vaccine/Unpunctured Vials
e Unchanged: Vials may be stored refrigerated between 2° to 8°C (36° to 46°F) for up to 30 days prior to
first use.

e Vials may be stored between 8° to 25°C (46° to 77°F) for a total of 24 hours. This is an increase from 12
hours.

Punctured Vials

e After the first dose has been withdrawn, the vial should be held between 2° to 25°C (36° to 77°F) for up
to 12 hours. Vials should be discarded 12 hours after the first puncture. This is an increase from 6 hours.
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Frequently Asked Questions
Moderna COVID-19 Vaccine EUA Amendments

General

Will there be a new NDC code for the 13-15 dose vial?
Yes, a new NDC code has been provided for the 13-15 dose vial and ancillary kit.

Changes Correlating to Fact Sheet Updates

NDC 80777-273-99 Carton of 10 multiple-dose vials, each vial containing a maximum of 11 doses:
range 10-11 doses (0.5 mL)
(Current NDC with Revised Product Description)

Addition of New Multi-Dose Vial

NDC 80777-273-98 Carton of 10 multiple-dose vials, each vial containing a maximum of 15 doses:
range 13-15 doses (0.5 mL)
(New NDC & New Product Presentation)

NDC 11111-0011-02  Ancillary kit for support of 140-dose order

How will the existing and new Moderna vials be distinguished on the vial label?
Each vial is clearly marked as containing either a maximum of 11 doses or a maximum of 15 doses. The label for
the maximum of 15 dose vial also has distinctive blue shading on the bottom half of the label.

How will the 10-11 dose vials phase out over time?

Moderna is planning to transition all manufacturing to the new vial during the month of May. During the

month, awardees and partners will receive allocations that include quantities of both Moderna vaccine vials. The
proportion of existing Moderna NDC/new Moderna NDC in each awardee’s and partner’s allocation will evolve
over the course of the transition period.

Clinical

Does extraction of 15 doses require the use of low dead-volume syringes?

Moderna worked closely with CDC and United States Pharmacopeia (USP) to test combinations of available
needle and syringe supplies to optimize the number of available doses. Results demonstrate that a combination
of low dead-volume and non-low dead-volume syringes and needles may be required to consistently extract 11
and 15 doses from both vials addressed in the EUA. Given the worldwide limited supply of low dead-volume
syringes and based on USP’s testing and ancillary supple kit quantities, vaccination sites should plan to
reliably extract 10 doses from the current vial and 14 doses from the new larger volume vial using the supplies
provided.
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What should providers do if they are able to draw 15 doses per vial?

Ancillary kits for the larger-volume Moderna vial contain supplies to support the extraction of 14 doses. A
consistent draw of 15 doses per vial may result in insufficient ancillary supplies. If providers are able to
consistently extract 15 doses from the vial, they should be prepared to support the additional doses with their
available supplies. USG cannot provide supplies to withdraw a 15th dose. If a provider chooses to withdraw a
15th dose from the vial, USG cannot replace the supplies used or provide additional syringes. Failure to extract a
15th dose does not result in reportable waste.

Should I consider canceling clinics during this transition?

There should be a seamless transition from the current Moderna vial to the larger volume vial, so no
cancellation of clinics should be necessary. You will need to be aware of the quantity of each of the two
Moderna vials you have in inventory to schedule administration rates that are consistent with the number of
doses on hand.

Are there materials and messages we can share with providers about these changes?
CDC clinical training and other materials are being updated to reflect the new guidance. These materials can be
accessed from the Moderna COVID-19 vaccine web page at Moderna COVID-19 Vaccine Information | CDC.

Ancillary Kits

When will providers receive new ancillary kits to support this transition?
The new ancillary kits are currently being produced and will be shipped concurrently when orders of the new
NDC begin to ship to administration sites.

What are the contents of the new Moderna ancillary kits?
The items contained in the new Moderna ancillary kit will be sufficient to support delivery of 140 doses plus 5%.
Just as it works currently, ancillary kits will be shipped to coincide with the size of the order placed.

Will the kits contain low dead-volume syringes?

The types of items contained in both Moderna ancillary kits remain consistent, but some of the added
components will include low dead volume needles and syringes to support the administration of 140 doses.
Ancillary kits for the current Moderna vials will not change and do not contain low dead-volume syringes.

Will the larger kits be shipped with the larger volume vials to ensure sufficient supply of syringes?

The NDC ordered during the transition will determine which ancillary kit is included in your vaccine order.
McKesson will continue to ship kits consistent with the number of doses in each order.

Wastage

If the 15th dose cannot be extracted, must it be reported as waste?

No. Ancillary kits will be shipped with enough supplies to extract 14 doses per vial. Therefore, consistently

extracting the 15th dose is not expected and failure to extract the 15th dose does not result in reportable waste.

Will the increases in reported waste be available to the public?
No. The reporting of waste will remain consistent throughout the transition.
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Allocations/Ordering Caps/Inventory

Will this change impact my minimum order size?
The new minimum order for Moderna vaccine with the larger volume vial will be 140 doses.

Will vials already received need to be re-inventoried?
The transition to the larger volume Moderna vial will have no impact on inventory already received.

Will the ordering or distribution systems be disrupted by this process?
There will be no interruptions to CDC IT systems during this transition.

Will the expiration dates for on-hand vaccines and supplies be extended?

Moderna as well as Pfizer and Johnson & Johnson/Janssen vaccines are preservative-free and have a 90- to 120-
day expiration date. However, as more stability data become available, the expiration date may be extended.
Scan the QR code located on the outer carton or check with the manufacturer before discarding vaccine based
on the expiration date.

When ordering second doses for 10-11 dose vials, will the vials be switched to the 13-15 dose vials?
No. Allocations for 10-11 dose vials will be held to fill orders for second doses.

Data Systems

What will be updated in Tiberius/VTrckS/VPOP/VAMS?
e VTrckS
o New ancillary kit NDC to support administration of 140 doses of vaccine
o New vaccine NDC with a 140-dose minimum order size and increment
o NDC crosswalk tables: 1IS | NDC Crosswalk tables | Code Sets | HL7 Data | Vaccines | CDC
(During the transition period, awardees and partners will receive allocations of both the current
and the new Moderna NDC)
e Tiberius
o New NDC with an updated dose count/vial
o New allocations for the new vaccine NDC

o New dose count/vial
o Update number of doses per package
e There will be no system changes for
o VAMS (updated vaccine table will allow users to add new Moderna NDC and log 14 doses per
vial for inventory)
o VaccineFinder (users will be able to log into the portal, add the new Moderna NDC, and report
14 doses per vial for inventory)

How will updates be incorporated in VaccineFinder?

VaccineFinder users will be able to log into the portal, add the new Moderna NDC, and report 14 doses per vial
for inventory.
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What are recommendations for jurisdictions when updating their immunization information systems (lIS)?
CDC and HHS systems (VTrckS, VPOP, and Tiberius) will be updated to include the new NDC by April 25. During
the week of April 25, IISs should activate the new NDC. Allocations will be made in Tiberius on April 27. 1ISs
should see the first order cap in VTrckS on Friday, April 29.

Storage and Handling

Is there any change to the transportation guidance for the new (14-dose) vials?

Transport guidance will remain the same with the new frozen temperature range. CDC clinical training and other
materials have been updated to reflect the new storage and handling guidance. These materials can be accessed
from the Moderna COVID-19 vaccine web page at Moderna COVID-19 Vaccine Information | CDC.

Is the new vial a larger size than the existing vial?
The 13-15 dose vial will remain the same size as the 10-11 dose vial but will be filled to the higher volume.

Each carton still contains 10 multi-dose vials. The carton size remains the same, but the number of doses per
carton is increased because of the increased number of doses per vial. The new carton has a distinctive blue
label similar to the vial.

Other

Who should providers contact with logistics questions related to the change?

Questions about vaccine ordering or distribution of the new Moderna vaccine and associated ancillary kit should
be directed to CDC or to the state or territorial health department.
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Moderna Packaging Images

11 Dose Vial Label
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11 Dose Carton
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Moderna Wastage Reporting Table

Manufacturer Dose Was the dose Is it counted as
extracted in full? waste?
Yes No
10t dose
Moderna No Ves
6.3mL vial Y N
11t dose €s 0o
No No
Yes No
13t dose
No Yes
Moderna th Yes No
8mL vial 14% dose No Ves
Yes No
15t dose
No No







Updates are reflected on the Moderna S&H Summary and the Moderna COVID-19 Vaccine
Preparation and Administration Summary

Moderna COVID-19 Vaccine Storage and Handling Question and Answer:

During a clinic we had an unpunctured vial of Moderna move from a refrigerated state cool cube

into room temps. The vaccine thawed but we ended up not using the vial (it was at room

temperature for about 2 hours). Can we place the unpunctured vial back into the cool cube at

refrigerated temperatures? If we do this, will it “pause” the 24-hour guideline?
Per Moderna (response as of 4/27/21) —one should refrain from mixing and matching
temperature. So, for example, unpunctured refrigerated vials can be stored in the refrigerator
for 30 days at 2 to 8°C, and the unpunctured vial can be stored at 8 to 25°C for a total of 24
hours. If it is kept at refrigerated temperatures, it can be stored under those conditions for 30
days, if the vial is thawed and at room temperature then it really should stay at room
temperature and needs to be used within 24 hours. (do not mix and match temperatures).
The 24-hour countdown starts as soon as the vial is removed from the refrigerator and DOES
NOT stop if the vial is returned to the refrigerator, there is no “pause”.

Additionally, clinical materials for healthcare workers will be updated and available on the web the
first week of May.

The following resources are attached to this
email:

Talking points to use in communication with providers
Frequently asked questions

Images of the new Moderna cartons and vial labels
Wastage Reporting Table

Thank you for all your hard work to protect Michiganders from vaccine-preventable diseases!
-The Immunization Nurse Education Team,

Andrea, Heidi, Maria, and Terri

Please direct Coronavirus (COVID-19) related inquiries to the DHHS COVID-19 hotline at 1-888-535-
6136. For the most up-to-date information, facts and FAQs, go to www.michigan.gov/Coronavirus.

Feidi Loynes, BSN, RN

Immunization Nurse Educator
Division of Immunization
Michigan Department of Health and Human Services (MDHHS)
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Physical Address:
333 S. Grand Ave.
Lansing, M| 48909

Mailing Address:

Michigan Department of Health and Human Services
Division of Immunization

333 S. Grand Ave.

P.0. Box 30195

Lansing, MI 48909

loynesh@michigan.gov
Phone: 517-284-4886

Main Line: 517-335-8159
Fax: 517-335-9855
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use of the named recipient(s) and may contain confidential and/or privileged information. Any
unauthorized review, use, disclosure, or distribution of any confidential and/or privileged
information contained in this e-mail is expressly prohibited. If you are not the intended recipient,
please contact the sender by reply e-mail and destroy any and all copies of the original message.
Please note: Michigan has a public records law. Most written communications to or from state
officials regarding state business are public records available to the public and media upon request.
Your e-mail communications and any attachments to them may be subject to public disclosure.
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