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Clinical Incidents related to COVID-19 vaccination at RVP

* All 3 recent serious clinical incidents at RCH settings all related administering COVID-19 vaccines
beyond recommended use-by date

Comirnaty XBB COVID-19 vaccine

* 31 December 2024 https://www.info.gov.hk/gia/general/202412/31/P2024123100510.htm
Spikevax JN.1 COVID-19vaccine

* 23 July 2025 https://www.info.gov.hk/gia/general/202507/23/P2025072300686.htm

e 12 August 2025 https://www.info.gov.hk/gia/general/202508/12/P2025081200622.htm

Press Releases

DH investigates incident of RCHE administering COVID-19 vaccines

beyond recommended use-by date
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The Department of Health (DH) said today (December 31) that a
review of the vaccine orders and vaccination records found that



Clinical Incidents related to COVID-19 vaccination at RVP

1. "Preliminary investigations revealed that, on December 18, healthcare workers from
the medical organisation concerned visited an RCHE ...and administered the
Comirnaty XBB COVID-19 vaccines, which were 12 days beyond the recommended
use-by date, to two residents. According to the vaccine manufacturer's
recommendation, the Comirnaty XBB COVID-19 vaccine should be stored at 2 to 8
degrees Celsius after thawing and should be used within 70 days,"

2. “Upon reviewing the vaccine orders and vaccination records, the DH found that the
doctor concerned visited ..., an RCHE in..., ...to provide vaccination services. During
these visits, he administered Spikevax JN.1 COVID-19 vaccines that were beyond the
recommended use-by date to 18 residents. According to the manufacturer's
recommendation, the vaccine should be stored at 2 to 8 degrees Celsius after thawing
and should be used within 30 days.

3. “Upon reviewing the vaccine orders and vaccination records, the DH found that the
doctor concerned administered Spikevax JN.1 COVID-19 vaccines that were beyond
the recommended use-by date to seven residents at ..., an RCHD in ..., on May 22.
While the COVID-19 vaccines concerned have not exceeded their expiry dates, they
should be stored at 2 to 8 degrees Celsius after thawing and used within 30 days,
according to the manufacturer's recommendation.”



Availability of JIN.1 mRNA vaccines for adult

* Current Spikevax JN.1 vaccines with batch number 3048234 will
expire on 5 Nov 2025, when stored frozen at -502C to -152C. This
batch of vaccines will continue to be distributed until late Oct 2025.

* After that, Comirnaty JN.1 vaccines in multidose vial will be
distributed for use.

e Comirnaty JN.1 vaccine in multidose vials will replace the current
Spikevax JN.1 for ordering via the COVID-19 Vaccines Ordering System
starting from 21 Oct 2025 11:00 am.



Comparison of JN.1 COVID-19 Vaccines (for aged = 12 years)

Spikevax JN.1 dispersion for

injection in pre-filled syringe

COVID-19 mRNA Vaccine 50
micrograms/dose 0.5 mL

Comirnaty JN.1 dispersion for
injection COVID-19 mRNA Vaccine
30 micrograms/dose

Multi-dose vial Pre-filled syringe

P i -
resentation (Grey cap) (without needle)

Fill volume 0.5mL
Volume of each dose 0-3ml D.5mlL
[30 micrograms of bretovameran] [50 micrograms of SARS-CoV-2 JN.1 mRNA]
Number of doses per unit 6 doses* 1 dose
Pack size available 1 or 10 vials per box 10 pre-filled syringes per box
Consumables available for 1ml LDV syringe with 25G x 1” fixed needle 25G x 1” luer-lock needle
ordering (100 pcs/box) (100 pcs/box)

*Low-dead volume (LDV) syringes should be used in order to extract 6 doses from a single vial.




Shelf Life of JN.1 COVID-19 Vaccines (for aged = 12 years)

Spikevax JN.1 dispersion for

injection in pre-filled syringe

COVID-19 mRNA Vaccine 50
micrograms/dose 0.5 mL

Comirnaty JN.1 dispersion for
injection COVID-19 mRNA Vaccine
30 micrograms/dose

(Package Insert:
https://www.chp.gov.hk/files/pdf/
packageinsert_jnl_comirnaty.pdf)

(Package Insert:
https://www.chp.gov.hk/files/pdf/
packageinsert jnl spikevax.pdf)

Frozen 18 months 9 months
(-90°C to -60°C) (-50°C to -15°C)
10 weeks 30 days
Thawed (2°Cto 8°C) (2°C t0 8°C)
Unopened prior to use 12 hours 24 hours
penece (8°C to 30°C) (8°C to 25°C)
Opened vial 12 hours

(after first puncture) (2°Cto 30°C)




Labelling of JN.1 COVID-19 Vaccines (for aged = 12 years)

Comirnaty JN.1 dispersion for injection
COVID-19 mRNA Vaccine 30

Spikevax JN.1 dispersion for injection in
pre-filled syringe COVID-19 mRNA Vaccine

micrograms/dose 50 micrograms/dose 0.5 mL
(HK-68417) (HK-68388)
110mm ISt
— e
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GT s A A

& spikevax~ IN

COMIRNATY JN.1 10vials

50 micrograms

Wizt

L]

EM* {rom12 years dispersion for injection

Adults and adolescents fram 1< ¥ : e
Outer Box i in pre-filled syring

&”ﬁﬁﬁ’g‘?{ Vaceine covID-19 mRNA Vaccing

It L e oo et o037 e

sIoNT=CH FOSUNPHARMA mlemuﬁ

Fosun Inaus Ca., Lirmnited
r
AT Y o spikevax™ JN.1 50 mcg

Single Unit €T injection

bretovameran IM dispersion for injection IM

6 doses Do not dilute COVID-19 mRNA Vaccine 0.5 mL
Discard time:

(Vial / Syringe)

1) Verify vaccine name and HK registration
number before preparation and administration

2) LDV syringe order quantity will be
automatically calculated by the system based
on order history, please retain the remaining
syringes for future use

1) Require more storage space

2) Shorter shelf life after thawing (30 days)

3) Needle order quantity will be automatically
calculated by the system based on order history,
please retain the remaining needles for future use

Tips




New labelling for Comirnaty JN.1 vaccine

Use by Date (at 2°C to &C) : 14 OCT 2025
EEE AR

Thawed Date 2-8°C5&i2isH 06 AUG 2025

BPR No. : PBPR10J022

Lot No.: 24MI1003

Expiry Date (at -90°C to -60°C) : 28 FEB 2026

GTIN : 04260703261146

Major updates:

* Repositioning of “Use by Date” to the top row

* Clearer date format in DD MMM YYYY for improved clarity
* Omission of time to minimize distractions

* Bilingual text for “Use by Date” & “Thawed Date”

* Removal of 2D barcode

* Increased label and font size for better readability

/ Reminder: \
* For daily operation, please refer to “Use by

Date” on the outer box on a regular basis and
prior to vaccine administration, as the
information is not shown on the label of
individual vials

* Vaccine can be used until the end of the
labelled "Use by Date".

* For example, if the "Use by Date" on the label
is “14 OCT 2025", it means the vaccine can be
used until 11:59 pm on that date.

* Vaccines that are beyond the "Use by Date"
should not be used.




Important Points to Note

Comirnaty JN.1 vaccines will be thawed prior to delivery. Thawed vaccines can be stored at
2°C to 8°C for up to 10 weeks. For daily operation, please refer to “Use by Date” on the
outer box on a regular basis and prior to vaccine administration, as the information is not

shown on the label of individual vials. Vaccines that are beyond the "Use by Date" should
not be used.

According to the package insert, the unopened vials can be stored for up to 12 hours at
temperature between 8°C and 30°C.

Multidose vials contain 6 doses of 0.3mL each. No dilution is required.

Discard any unused vaccine 12 hours after first puncture.

Please note that ALL Spikevax vaccines with batch number 3048234 will expire on 5 Nov
2025. Any remaining vaccines should be removed from the medical fridge, quarantined in
a lockable cabinet and marked "Do Not Use" on the outer packaging according to
established procedure. Please report the remaining quantity of expired vaccines to RVP
team, and DH will collect these vaccines asap.
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How many doses of COVID-19 vaccine are recommended for me
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- priority groups and vaccination schedule
remain unchanged at the moment

- recommendation / arrangement for 2025/26
has just been published on 23 October 2025
and details of implementation will be further
announced.
(https://www.info.gov.hk/gia/general/202510/
23/P2025102300198.htm?fontSize=1)
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Vaccine Ordering

e Same as current practice for vaccine ordering via COVID-19 Vaccines Ordering
System: https://covid_vac.chp.gov.hk/

* Order made after 21 Oct 2025 11:00am will be supplied with Comirnaty JN.1 vaccine

 Different from Spikevax JN.1 used before, LDV syringes (instead of needles) are
required for administration of Comirnaty JN.1

* LDV syringe order quantity will be automatically calculated by the system based on
order history, please retain the remaining syringes for future use.

» Please place vaccine orders at least 10 calendar days before the vaccination date.

 Vaccine will be delivered within 1 week prior to the vaccination date as far as
possible

* LDV syringes will be delivered separately



Comirnaty JN.1 multidose vial (2.25 mL)

-
* One multidose vial (2.25 mL) contains 6 doses of S
0.3mL

* Gently mix by inverting vials 10 times prior to use.
Do not shake.

* Appearance after mixing: white to off-white
dispersion with no particulates visible

* Withdraw 0.3mL of Comirnaty JN.1 using low
dead-volume (LDV) syringe

* Record appropriate date/time on the vial
* Discard 12 hours after first puncture



Vaccine Management — Cold Chain

Data logger

- Check current, max. and min. temperature of the refrigerator by generating a
temperature log from data logger daily

Maximum-minimum thermometer

- record current, max. and min. temperature in the “Daily Fridge Temperature
Chart” manually 3 times daily each working day, preferably in the morning, at
noon and in the afternoon

- Reset after each recording
- Min. Temperature < Current Temperature < Max. Temperature

- Contingency plan should be in place for vaccine storage in the event of
PBVR/ medical fridge storing vaccines malfunction or electricity
disruptions

- Please quarantine the affected vaccines and report to PMVD
immediately in case of temperature excursion ﬁ)utﬂde the
recommended range of +2°C to +8°C)



Vaccine Management — Labelling

- Vaccine tray in PBVR/ Medical Fridge storing vaccine
- Vaccine name
- Strength (only 1 strength for RVP) T
- Use-by date S
- Lot number

/////

- Vaccine vials and syringe [For multi-dose vials]
- Vaccine name
- Use before date & time
- Lot number
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Wastage reduction

Please ensure your venue have preventive measures in place to avoid
unnecessary vaccine wastage

- Eg. only sufficient but not excess stocks of vaccine should be stored at your
venue.

Please only take out the required quantity of vaccines from refrigerator for
preparation when required.

The unused vial / pre-filled syringe should continue to be kept in the outer box
and stored in a refrigerator (2°C to 8°C).

PMVD will review wastage rate on various venues from time to time.



Report & collection of remaining COVID-19 vaccines

Please remind the RCH under your purview to report the remaining
guantity of expired vaccines to RVP team, and DH will collect these
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End



