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INFORMATION SHEET

Preventive vaccination against COVID-19 (Coronavirus Disease 2019)

- with protein-based vaccines -
Nuvaxovid® by Novavax for primary immunisation and booster vaccination or VidPrevtyn Beta® by Sanofi
Pasteur for booster vaccination

This information is available in simpler language and foreign languages:
https://www.rki.de/DE/Content/Infekt/Impfen/Materialien/COVID-19-Proteinimpfstoff-Tab.html

As of: 20t July 2023 (this information sheet is continually updated)

At present, there is widespread basic SARS-CoV-2 immunity in the German population. It is estimated that
at least half the population has experienced a SARS-CoV-2 infection and that at least 95 percent of German
residents have had contact with SARS-CoV-2 antigens by infection and/or vaccination. The Standing
Committee on Vaccination (STIKO) has therefore adjusted its recommendations to the current
epidemiological situation. These changes are effective immediately as part of the STIKO 2023 general
recommendations and will be incorporated into the vaccine calendar.

It is noted that most current Omicron infections run a mild course or are in fact asymptomatic. Nevertheless,
individuals over the age of 60 remain at increased risk of severe disease, with the risk increasing steadily
with advancing age. COVID-19 remains a threat to individuals of any age who are immunosuppressed, are
pregnant, have specific underlying conditions or live or receive treatment in care facilities.

STIKO Recommendations

All individuals aged 18 and above should have basic immunity against SARS-CoV-2. This also applies to
pregnant women of any age. Basic immunity is achieved with at least 3 SARS-CoV-2 antigen contacts. The
most reliable way to obtain these antigen contacts is triple vaccination (primary immunisation and booster
vaccination). If a person has already been infected, then 2 additional antigen contacts are sufficient under
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STIKO guidelines to achieve basic immunity by vaccination.

The following groups of individuals should receive one additional booster vaccine — preferably with a

variant-adapted mRNA vaccine and usually in the autumn:

e Individuals aged 60 and above.

e Individuals aged 6 months and above who have a higher risk of severe COVID-19 disease due to an
underlying condition such as:
o Chronic respiratory disease (COPD),

Chronic cardiovascular, liver or kidney disease,

Diabetes mellitus and other metabolic disorders,

Obesity,

Central nervous system disorders, e.g., chronic neurological diseases, dementia or mental

disability, psychiatric or cerebrovascular diseases,

Individuals with trisomy 21 ("Down syndrome"),
o Congenital or acquired immune deficiencies(e.g., HIV infection, chronic inflammatory diseases on

relevant immunosuppressive therapies, following transplantation) and

o Active cancer.

« Allresidents of care facilities, as well as individuals in assisted integration facilities if they have an
increased risk of severe disease.

e Personnel in medical and care facilities with direct patient-resident contact.

e Family members or other persons in close contact with people in whom it is presumed that
vaccination against COVID-19 will not be able to elicit a protective immune response.

O O o o

o

Provided that the last known antigen contact was at least 12 months prior, booster vaccinations should
preferably be given in the autumn. Vaccination against seasonal flu, if indicated, can also be given at the
same time.

Additional booster vaccination is not currently recommended either for healthy adults under the age of 60
or for pregnant women.

Neither primary immunisation nor booster vaccination against COVID-19 is recommended at present for
infants, children or adolescents without underlying conditions, due to the predominantly mild disease and
therefore very low risk of hospital admission.

You can find additional information under the heading “Primary Immunisation and Basic Immunity” and
“Booster Vaccination”.
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Symptoms of COVID-19

COVID-19 can present in many ways, not only in the lungs but also in other organ systems. The most
common symptoms of COVID-19 include dry cough, fever, shortness of breath, as well as a temporary loss
of smell and taste. A general feeling of being unwell accompanied by headaches and aching limbs, sore
throat, and sniffles occurs frequently. In the phase dominated by the Omicron variant, loss of taste and
smell, gastrointestinal problems, conjunctivitis, and swelling of the lymph nodes are less frequently
reported than at the start of the pandemic. Consequential damage to the nerves or cardiovascular system
as well as persisting courses of the disease are possible. Although the disease often runs a mild course and
most patients fully recover, severe courses of the disease, for example with pneumonia, do occur as well
and may result in death.

Protein-Based Vaccines
The currently approved vaccines Nuvaxovid® by Novavax and VidPrevtyn Beta® by Sanofi Pasteur are

protein-based vaccines. They do not contain replicable viruses ("inactivated vaccine") but a synthetic
protein subunit from the viral envelope, the so-called spike protein. This is obtained via advanced
procedures using biological cell cultures and then purified through various manufacturing steps. In order to
achieve sufficient protection after vaccination, the vaccines also contain an adjuvant ("effect enhancer"), a
substance that helps to boost the immune response to the vaccine.

The spike protein in the vaccines activates the immune response of the vaccinated person because it is
recognized as a foreign protein. As a result, the body produces antibodies and immune cells against the
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spike protein of the virus. This results in a protective immune response.

Primary Immunisation and Basic Immunity

Basic immunity means that at least 3 antigen contacts have occurred (at least 2 by vaccination). All
individuals aged 18 and older who have incomplete basic immunity should receive the missing vaccine
doses until the minimum 3 antigen exposures required for basic immunity have been reached.

In accordance with the STIKO recommendations, Nuvaxovid® may be used for primary immunisation in
individuals aged 18 and above, and it also already provides protection—albeit at a significantly lower level—
against the Omicron variant. Children and adolescents aged 12 years and above with underlying conditions
may also receive this vaccine for primary immunisation. Primary immunisation is achieved with 2 doses of
vaccine administered at least 3 weeks apart.

The vaccine is injected into the upper arm muscle.

Unvaccinated pregnant women should be vaccinated with the Comirnaty® mRNA vaccine from the second
trimester, regardless of age. Studies of mRNA vaccines show that vaccination of pregnant women can also
result in immunity being passed onto the newborn. Vaccination with Nuvaxovid® may be considered during
pregnancy if there is a product-specific, medical or other contraindication to mRNA vaccines.

There is no evidence that COVID-19 vaccination during breastfeeding is a risk for either mother or child.

Immunodeficient individuals who have not developed a measurable immune response after repeated
vaccination with vaccines against COVID-19 may also be vaccinated with Nuvaxovid®.

Note: VidPrevtyn Beta® is not approved for primary immunisation, only for booster vaccination, and is
therefore not discussed in this section.

Optimisation and/or completion of vaccination protection following a single vaccination with the
JCOVDENZ® (by Johnson & Johnson):

In accordance with the STIKO recommendations, individuals who have received 1 vaccine dose of the
vector-based JCOVDEN® vaccine should receive 1 additional vaccine dose of an mRNA vaccine or of the
protein-based vaccine Nuvaxovid® in order to optimize or complete their primary immunisation.

COVID-19 vaccination concurrently with other vaccinations:
Nuvaxovid® may be administered concurrently with an inactivated flu vaccine. In this case, vaccination

reactions or side effects may occur somewhat more frequently than when administered at different times.
When different vaccines are administered concurrently, the injections should usually be given on different
arms. Concurrent administration of Nuvaxovid® with other vaccines has not been studied. Therefore, an
interval of at least 14 days should be observed before and after vaccination with Nuvaxovid® when
administering other inactivated or live vaccines.



Britisches Englisch Protein (Stand 20.07.2023)

Booster Vaccinations

Complete basic immunity is achieved after primary immunisation with a single booster vaccination.
Additional booster vaccinations are only recommended for certain groups of individuals (see the above
section, "STIKO recommendations").

Nuvaxovid® is approved for booster vaccination in individuals aged 18 and above at a minimum interval of
6 months from primary immunisation. Currently, the Standing Commission on Vaccination (STIKO)
recommends a booster vaccination with a variant-adapted vaccine. Provided that the last known antigen
contact was at least 12 months prior, the booster vaccination should preferably be given in the fall, if
recommended. Additional vaccine doses and a shorter interval between vaccinations may be necessary in
individuals with relevant limited immune response. In individuals aged 18 and above who have product-
specific medical contraindications to the COVID-19 mRNA vaccines approved by the EU for booster
vaccination, STIKO recommends booster vaccination with the Nuvaxovid® vaccine as an alternative.

VidPrevtyn Beta® is approved exclusively for booster vaccination in individuals aged 18 and above at a
minimum interval of 4 months from baseline immunisation with an mRNA or vector-based vaccine. However,
due to limited data, STIKO does not currently recommend booster vaccination with this vaccine. Instead, a
variant-adapted vaccine recommended by STIKO should be used as a booster vaccination.
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Who Should Not Be Vaccinated?

Since Nuvaxovid® is not approved for children aged under 11 years, individuals of this age should not be
given this vaccine. Booster vaccination with Nuvaxovid is not approved for individuals aged under 18 years.
Similarly, according to STIKO, pregnant women and nursing mothers should only be vaccinated with
Nuvaxovid® in exceptional cases (see "Primary immunisation and Basic Immunity"), since there are currently
only very limited data on the use of this vaccine during pregnancy.

VidPrevtyn Beta®: See the above section "Booster Vaccinations"

Those suffering with an acute illness accompanied by a fever (38.5°C or higher) should only be vaccinated
after recovery. However, a cold or slightly elevated temperature (below 38.5°C) are no reason to postpone
vaccination. Prior to vaccination, please inform the doctor or pharmacist if you have allergies. Vaccination
should not be given in the case of hypersensitivity to any of the vaccine components. Anyone who has had
an immediate allergic reaction (anaphylaxis) after vaccination with Nuvaxovid® or VidPrevtyn Beta® should
not receive another vaccination with the same vaccine. In these cases, seeing an allergy specialist is
recommended. Note: VidPrevtyn Beta® is only approved for a single booster vaccination in any case and is
not currently recommended.

Behaviour Prior to and After Receiving the Vaccine

Prior to vaccination, please inform the doctor or pharmacist if you have fainted following a previous
vaccination or other injection, have a tendency towards immediate allergies or have had other reactions.
You may then be observed for longer after the vaccination, if necessary.

Prior to vaccination, please inform the doctor or pharmacist if you have a coagulation disorder or are taking
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anticoagulant medication. You may be vaccinated with some simple precautions. Please also tell the doctor
or pharmacist prior to vaccination if you have allergies or have had an allergic reaction after a vaccination in
the past. The doctor or pharmacist will clarify with you whether there is any reason not to have the
vaccination.

In the first days after vaccination, unusual physical efforts and competitive sports should be avoided. In the
event of pain or fever after the vaccination, analgesic/antipyretic medication can be taken. You can consult
with your doctor or pharmacist on this.

Please note that protection does not begin immediately after vaccination and is not equally present in all
vaccinated individuals.

Vaccination Reactions

Nuvaxovid®

Vaccination reactions are typical complaints following a vaccination. These include reddening, swelling or
pain at the vaccination site. General reactions, such as fever, headaches, limb pain and malaise, may also
occur. These reactions reflect the desired activation of the immune system and generally resolve without
consequences after a few days.

Most reactions are somewhat less common in older individuals than in younger individuals. Vaccination
reactions are mostly mild or moderate and occur slightly more frequently after the 2nd vaccination than
after the 1st vaccination.

Adults:
The most commonly reported side effects in the pivotal studies were in adults: Tenderness (75%) and pain

at the injection site (62%), severe fatigue (53%), muscle pain (51%), headache (50%), general malaise (41%),
joint pain (24%), and nausea or vomiting (15%).

Children and adolescents aged between 12 and 17 years:
The most commonly reported vaccination reactions after administration of Nuvaxovid® in the pivotal study

were tenderness (71%) and pain at the injection site (67%), headache (63%), muscle pain (57%), severe
fatigue (54%), general malaise (43%), nausea or vomiting (23%), joint pain (19%), swelling (19%) and redness
at the injection site (17%), and fever (17%).

The following vaccination reactions in persons aged 12 years and above have been reported from pivotal
studies and post-marketing experience: Very common (10% of cases or more): tenderness and pain at the
injection site, fatigue and malaise. Headaches, nausea and vomiting, muscle or joint pain are also very
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common. Common (between 1% and 10% of cases): redness or swelling at the injection site, chills, fever or
pain in the limb that was injected (usually the upper arm). Occasional (between 0.1% and 1% of cases):
lymph node swelling, high blood pressure, itchy skin or itching at the injection site, rash, hives or redness
of the skin. In isolated cases, allergic reactions as well as tingling or reduced sensation of touch on the skin
have been reported.

In a randomized placebo-controlled clinical trial, in adults, the expected side effects occurred more
frequently after a booster vaccination with Nuvaxovid® and were more severe than after the 2 doses of
primary immunisation. In individuals who showed strong reactions after the 2nd vaccine dose, it is more
likely that they will also have strong reactions after the 3rd dose. In the clinical trial, the most common side
effects after a booster vaccination were tenderness at the injection site (81%), fatigue (63%), pain at the
injection site (55%), muscle pain (51%), malaise (47%), headache (46%), joint pain (29%) and fever (17%),
with a median duration of 1 to 3 days after the vaccination.

VidPrevtyn Beta®

The most common side effects reported in the clinical trials following a booster vaccination with VidPrevtyn Beta® were pain
at the injection site (76%), headache (41%), muscle pain (37.8%), malaise (33%), joint pain (28.7%) and chills (20%). Common
(between 1% and 10% of cases): redness at the injection site, or diarrhoea. Occasional (between 0.1% and 1% of cases):
swelling of associated lymph nodes, itching, hematoma ("bruising") or a warm sensation at the injection site. The median
duration of local and systemic side effects was 1 to 3 days. Most side effects occurred within 3 days of vaccination

and were of mild to moderate severity.
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Vaccine-Related Complications

Vaccine-related complications are consequences of the vaccine exceeding the normal extent of a vaccination
reaction, which significantly impact the health of the vaccinated person.

Nuvaxovid®

Immediate allergic reactions leading up to shock (anaphylaxis), myocarditis and pericarditis may occur as
very rare side effects of Nuvaxovid®.

VidPrevtyn Beta®
To date, no complications have been reported following booster vaccination with this vaccine. However,
there are currently very limited data available.

As with all vaccines, in very rare cases, a previously unknown complication following vaccination with
Nuvaxovid® or VidPrevtyn Beta® cannot be ruled out.

Consult your doctor if symptoms occur following a vaccination, which exceed the aforementioned quickly
subsiding local and general reactions. In the event of severe discomfort, chest pain, shortness of breath or
palpitations, please seek immediate medical attention.

You also have the option of reporting side effects yourself: https://nebenwirkungen.bund.de

In addition to this information sheet, the practitioner administering the vaccine or the pharmacist will
provide you with the opportunity to have a discussion.
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Es besteht die Mdglichkeit, Nebenwirkungen auch selbst zu melden: https://nebenwirkungen.bund.de

In Ergdnzung zu diesem Aufklarungsmerkblatt bietet Ihnen Ihre Impfarztin / Ihr Impfarzt bzw. die Apothekerin/der Apotheker ein
Aufklarungsgesprach an.

You can find additional information about COVID-19 and about the COVID-19 vaccine at
Weitere Informationen zu COVID-19 und zur COVID-19-Impfung finden Sie unter

www.corona-schutzimpfung.de
www.infektionsschutz.de
www.rki.de/covid-19-impfen
www.pei.de/coronavirus

Product information on all COVID-19 vaccines can also be found at
https://www.pei.de/DE/arzneimittel/impfstoffe/covid-19/covid-19-node.html

Edition 2 Version 01 (as of 20th July 2023)

This information sheet was prepared by Deutsches Griines Kreuz e.V., Marburg in cooperation with the Robert Koch Institute, Berlin
and is copyright protected. It may only be reproduced and passed on for non-commercial use within the scope of its purpose. Any
editing or modification is prohibited.

Produktinformationen zu allen COVID-19-Impfstoffen finden Sie unter https://www.pei.de/DE/arzneimittel/impfstoffe/covid-
19/covid-19-node.html

Ausgabe 2 Version 01 (Stand 20. Juli 2023)

Dieses Aufklarungsmerkblatt wurde vom Deutschen Griinen Kreuz e. V., Marburg, in Kooperation mit dem Robert Koch-Institut,
Berlin, erstellt und ist urheberrechtlich geschiitzt. Es darf ausschlieRlich im Rahmen seiner Zwecke fiir eine nicht-kommerzielle
Nutzung vervielfaltigt und weitergegeben werden. Jegliche Bearbeitung oder Verdnderung ist unzuldssig.

in cooperation with

in Kooperation mit

I ROBERT KOCH INSTITUT
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MEDICAL HISTORY

Vaccination against
COVID-19 (Coronavirus Disease 2019)

- with protein-based vaccines -

Nuvaxovid® by Novavax for primary immunisation and booster vaccination or
VidPrevtyn Beta® by Sanofi Pasteur for booster vaccination

This information is available in simpler language and foreign languages:
https://www.rki.de/DE/Content/Infekt/Impfen/Materialien/COVID-19-Proteinimpfstoff-Tab.html

Name of the person to be vaccinated (surname, first name)

Date of birth

Address:
1. Do you? currently have an acute illness with fever? 0 Yes 0 No
2. Have you? been vaccinated within the last 14 days? 0 Yes 0 No
3. Have youl already been vaccinated against COVID-19? 0 Yes 0 No
If yes, when and with which vaccine? Date: Vaccine:

Date: Vaccine:

Date: Vaccine:
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(Please bring your vaccination card or other proof of vaccination to your vaccination appointment.)

4. In the event that youl have already received one COVID-19 vaccine dose:

Did youl develop an allergic reaction afterward? 0 Yes 0 No
Have you had any other unusual reactions after

the vaccination? 0 Yes 0 No
If yes, which

5. Has it been reliably proven that youl
were infected with the coronavirus (SARS-CoV-2) in the past? 0 Yes 0 No
If yes, when

(Please bring proof of the diagnosis to your vaccination appointment.)

6. Do you! have chronic diseases or suffer from an immune deficiency?
(e.g., caused by chemotherapy, immunosuppressive
therapy or other medication) 0 Yes 0 No

If yes, which

7. Do you! suffer from a coagulation disorder or do you

take blood-thinning medication? 0 Yes 0 No
8. Do you! have any known allergies? 0 Yes 0 No
If yes, which

9. Following any previous, different vaccinations, did you® experience
allergic reactions, high fever, fainting or other unusual reactions? 0 Yes 0 No
If yes, which

12
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10. Are you! pregnhant? 0 Yes 0 No
(According to STIKO, pregnant women should not be vaccinated with Nuvaxovid® or VidPrevtyn Beta®.
They should be vaccinated with the Comirnaty® mRNA vaccine from the 2nd trimester, regardless of age.)

11. Are you?! currently breastfeeding? 0 Yes 0 No
(According to STIKO, women should not be vaccinated with Nuvaxovid® or VidPrevtyn Beta® while
breastfeeding. Breastfeeding women can receive vaccination with an mRNA vaccine.)

1 This may be answered by the legal representative.
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DECLARATION OF CONSENT

Preventive vaccination against COVID-19 (Coronavirus Disease 2019)

- with protein-based vaccines -

Nuvaxovid® by Novavax for primary immunisation and booster vaccination or VidPrevtyn Beta®
by Sanofi Pasteur for booster vaccination

Name of the person to be vaccinated (surname, first name)

Date of birth
Address:

| have taken note of the contents of the information sheet and had the opportunity to have a detailed
discussion with the practitioner administering the vaccine or the pharmacist.

o | have no further questions and expressly renounce the medical or pharmacist clarification
discussion.

o | consent to the recommended protein-based vaccine against COVID-19.

o | refuse the vaccine.

Remarks:

Place, date

Signature of the person to receive the vaccine Signature of practitioner or pharmacist
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If the person to be vaccinated is not competent to provide consent:
Additionally for custodians: | declare that | have been authorised to provide consent by any other persons entitled

to custody.

Signhature of the person authorised to provide consent (custodian, legal care provider or guardian)

If the person to be vaccinated is not competent to provide consent, please also provide the name and
contact details of the person authorised to provide consent (custodian, legal care provider or guardian):

Surname, first name:
Phone No.: Email:

This medical history and consent form was prepared by Deutsches Griines Kreuz e.V., Marburg in cooperation with the Robert
Koch Institute, Berlin and is copyright protected. It may only be reproduced and passed on for non-commercial use within the
scope of its purpose. Any editing or modification is prohibited.

Publisher: Deutsches Griines Kreuz e.V., Marburg
In cooperation with the Robert Koch Institute, Berlin
Edition 001 Version 04 (as of 20th July 2023)
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