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Upplysingar vegna bdlusetningar gegn MPX-veirusykingu 2023

Vegna faraldurs MPX sykinga (a8ur apabdlu) i Evropu og vidar sem hofst 2022 hefur verid malt med
bélusetningu dhaettuhdpa og Utsettra med bdluefni sem préad var gegn bolusétt, en bélusédttarveira og MPX
veira eru ndaskyldar. Upplysingar um gagnsemi béluefnisins gegn MPX veiru byggdi upphaflega 8 énaemis-
fraeedilegum athugunum en hefur na verid stadfest i rannséknum i faraldrinum 2022 (USA, UK, Israel). Mikil-
vaegt er ad einstaklingar sem ihuga ad piggja bélusetninguna kynni sér eftirfarandi og leiti sér nanari upp-
lysinga i hlekkjum eda i samtali vid heilbrigdisstarfsmann sem bydur bélusetninguna.

1) Bdluefnin: Imvanex hefur markadsleyfi gegn MPX sykingu og bélusott i Evrépu. Imvanex hefur verid
illfdanlegt en verdur notad hér ef pad faest. Samskonar béluefni, Jynneos, sem er markadssett i
Bandarikjunum og hefur par abendingu gegn MPX sykingu og bélusétt hefur verid notad i stadinn.
Pad er notad 4 undanpagu fra Lyfjastofnun par sem pad hefur ekki markadsleyfi i Evropu.

2) Bolusetningaradferd: Skv. fylgisedlum eru baedi Jynneos og Imvanex gefin undir hud en lyfjastofnanir
Bandarikjanna og Evrdpu hafa hvatt til ad pau séu gefin i minna magni i hud vegna takmarkads
frambods. bessi ikomuleid veldur meiri kldda og mogulega litabreytingum eda 6drum synilegum
ummerkjum um bélusetningu, hja hluta bdlusettra. Folk sem hefur adur fengid upphleypt or (e.
keloid) aetti frekar ad fa heilan skammt undir hud.

3) Nanari upplysingar: Fylgisedill Jynneos er ekki til a islensku, hann er til & ensku hja bandarisku
lyfjastofnuninni, FDA. Fylgisedill Imvanex er til 4 islensku. Abendingar og geymsluadferdir eru ekki
allar samskonar i fylgisedlunum en framleidsluadferd og hjalparefni eru hin sému. Rannsdknir 8 hvoru
lyfi fyrir sig hafa leitt i 1jés svipadar aukaverkanir en framsetning er mjog 6lik hja FDA eda Lyfjastofnun
Evropu. Algengar aukaverkanir Jynneos (koma fram <8 dogum eftir bélusetningu):

Mjog, mjog algengar (>20% bélusettra): Mjog algengar (10—-20% bodlusettra):
e Eymsli & stungustad (mikil eymsli <10%) e Ogledi
e Bolga 4 stungustad e Hrollur

e KI4di & stungustad
e Hofudverkur

e preyta

e Vodvaverkir

Algengar (1-10% bolusettra):
e Hiti >38°C
e Truflun & matarlyst
e Lidverkir
e Mar a stungustad

Heilbrigdisstarfsfolki er skylt ad tilkynna aukaverkanir sem pad hefur spurnir af til Lyfjastofnunar en bdlu-
settir einstaklingar eru hvattir til ad tilkynna aukaverkanir sjalfir, sérstaklega ef fram koma einkenni sem ekki
eru talin upp hér ad ofan en virdast hafa tengsl vid bdlusetninguna.



https://www.cdc.gov/mmwr/volumes/71/wr/mm7149a5.htm
https://www.medrxiv.org/content/10.1101/2022.12.13.22282654v1
https://www.nature.com/articles/s41591-023-02229-3
https://www.lyfjastofnun.is/lyf/undanthagulyf/
https://www.fda.gov/news-events/press-announcements/monkeypox-update-fda-authorizes-emergency-use-jynneos-vaccine-increase-vaccine-supply
https://www.fda.gov/news-events/press-announcements/monkeypox-update-fda-authorizes-emergency-use-jynneos-vaccine-increase-vaccine-supply
https://www.ema.europa.eu/en/documents/other/considerations-posology-use-vaccine-jynneos/imvanex-mva-bn-against-monkeypox_en.pdf
https://www.fda.gov/media/131078/download
https://old.serlyfjaskra.is/FileRepos/66ead337-a118-ed11-8118-005056a1b61b/Imvanex_Fylgise%c3%b0ill.pdf
https://www.lyfjastofnun.is/lyf/lyfjagat/tilkynna-aukaverkun-lyfs/
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Regarding vaccination against mpox 2023

Due to an epidemic of mpox (formerly monkeypox) in Europe and other countries starting in 2022, vaccination

has been advised for those at risk of exposure or exposed to mpox. The vaccine was developed against the

closely related smallpox virus. Inferred activity against mpox infection was based on immunological

assessments, but has now been confirmed during the epidemic (USA, UK, Israel). People considering the

vaccination should read the following and obtain additional information from reading the links provided or in

conversation with the health care staff offering the vaccination.

1)

2)

3)

Vaccines: A vaccine authorized against smallpox in Europe, Imvanex, is now also authorized for
prevention of mpox. Imvanex has not been readily available but will be used if it becomes available. The
same type of vaccine, authorized in the United States of America against smallpox and mpox under the
name Jynneos, has been used under exceptional use protocol from the Icelandic Medicines Agency as it
has no European authorization.

Vaccination method: Both Jynneos and Imvanex should be given by subcutaneous (just under the skin)
injection according to the respective package information. However, both the United States Food and

Drug Administration (FDA) and European Medicines Agency have encouraged the use of a smaller dose

directly into the skin (intradermal) due to the extreme scarcity of the vaccine and large demand during
the epidemic. When used this way, the vaccine causes significant itching. In some people, visible skin
changes may occur after vaccination. People with a history of keloid scarring should receive the full dose
under the skin.

Additional information: The package insert for Jynneos is available from the FDA. The package insert for
Imvanex is available in English from the European Medicines Agency. There are some differences in the

indications and storage conditions, but each medicine's production method and contents are the same.
Side effects are similar but organized differently by each authority.

The common side effects for Jynneos (arising <8 days after vaccination) are:

Extremely common (>20% of vaccinated Very common (10-20% of vaccinated people):
people): e Nausea
e Injection site soreness (severe <10%) e Chills

e Injection site redness
e Injection site itching
e Headache

e Fatigue

e Muscle ache

Common (1-10% of vaccinated people):
e Fever>38°C
e Appetite change
e Joint pain

Injection site bruise

Healthcare workers must report any side effects they become aware of to the Icelandic Medicines
Agency. Vaccinated individuals are also encouraged to report side effects themselves, especially if they

notice symptoms not listed above, that they associate with the vaccination. The reporting site is
currently only available in Icelandic.


https://www.cdc.gov/mmwr/volumes/71/wr/mm7149a5.htm
https://www.medrxiv.org/content/10.1101/2022.12.13.22282654v1
https://www.nature.com/articles/s41591-023-02229-3
https://www.fda.gov/news-events/press-announcements/monkeypox-update-fda-authorizes-emergency-use-jynneos-vaccine-increase-vaccine-supply
https://www.fda.gov/news-events/press-announcements/monkeypox-update-fda-authorizes-emergency-use-jynneos-vaccine-increase-vaccine-supply
https://www.ema.europa.eu/en/documents/other/considerations-posology-use-vaccine-jynneos/imvanex-mva-bn-against-monkeypox_en.pdf
https://www.fda.gov/media/131078/download
https://www.ema.europa.eu/en/documents/product-information/imvanex-epar-product-information_en.pdf
https://www.lyfjastofnun.is/lyf/lyfjagat/tilkynna-aukaverkun-lyfs/

