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INFORMATION SHEET

For vaccination against COVID-19 (Corona Virus Disease 2019)
(Primary immunisation)
— with protein-based vaccine

(Nuvaxovid® from Novavax)
As of 15th February 2022 (this information sheet is continually updated)

What are the symptoms of COVID-19?

Frequent 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 are also depicted. Gastrointestinal problems, conjunctivitis, and swelling of the lymph
nodes have been less frequently reported. 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. Children and adolescents in particular usually have mild courses of the
disease; severe courses are rare with them and usually occur with pre-existing conditions. Severe courses
and complications are generally rare in pregnant women, although pregnancy in itself poses a relevant
risk factor for severe COVID-19 courses. Persons with immunodeficiency may have a more severe course
of disease and a higher risk for a fatal course.

What are protein-based vaccines?

The currently approved Nuvaxovid® vaccine from Novavax is a protein-based vaccine for people over the
age of 18 years. The vaccine does not contain any viruses capable of replication (“inactivated vaccine”),
but rather a man-made protein component of the so-called viral spike protein.

This modern production method uses biological cell cultures, which are then purified in a number of
production stages. In order to get a sufficient protective effect after immunisation, the vaccine also
contains an additional adjuvant (“amplifier”) of plant origin. The spike protein in the vaccine activates the
individual’s immune system since it is recognised as a foreign protein. As a result, antibodies and defence
cells against the viral spike protein are produced. This is how an immune response is generated.
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How is the vaccine administered as part of primary immunisation?
The vaccine is injected into the upper arm muscle. For primary immunisation, it is recommended that the
vaccine be administered twice at an interval of at least 3 weeks.

Primary immunisation after proven infection:

Unvaccinated persons with proven SARS-CoV-2 infection should receive only one vaccine dose for their
primary immunisation at an interval of at least 3 months from the infection according to the STIKO
recommendation (provided that they are not immunocompromised. In such cases, whether the single
vaccination is sufficient will be decided on a case-by-case basis.). Persons who have had a confirmed
SARS-CoV-2 infection within 4 weeks of the previous vaccination after the 1st vaccine dose should receive
a 2nd vaccine dose at an interval of at least 3 months from the infection. If the SARS-CoV-2 infection
occurred 4 or more weeks apart from the previous 1-dose vaccination, no further vaccination is necessary
for primary immunisation.

COVID-19 vaccination concurrently with other vaccinations:

The COVID-19 vaccine can be administered simultaneously with an inactivated Influenza vaccine. In this
case, vaccination reactions may occur somewhat more frequently than when administered separately in
time. When different vaccines are administered concurrently, the injections should usually be given into
different limbs. For vaccination with Nuvaxovid®, an interval of at least 14 days should be maintained
before and after each COVID-19 vaccination with other inactivated vaccines or live vaccines.

What is the procedure for booster vaccinations?

Nuvaxovid® is not currently approved for booster vaccination. STIKO permits offering Nuvaxovid® as a
booster vaccine in individual cases on medical advice if there are contraindications to the use of mRNA
COVID-19 vaccines. STIKO recommends that individuals over the age of 18 years receive a booster
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vaccination with an mRNA vaccine after a minimum interval of 3 months from completion of the primary
immunisation.

How effective is the vaccine?

According to the current state of knowledge, complete vaccination with the protein-based vaccine is
highly effective. The licensing studies, which principally examined protection against the Alpha variant,
showed approximately 90% efficacy with respect to prevention of mild to severe COVID-19 disease. This
means that if a person completely vaccinated with the Nuvaxovid® vaccine comes into contact with the
pathogen, there is a high probability that they will not become severely ill. There are no data yet
concerning the protective effect against the Delta and Omicron variants for Nuvaxovid®.

Who should be vaccinated against COVID-19 with Nuvaxovid®?

Nuvaxovid® is approved for primary vaccination of persons 18 years and older, and is recommended by
STIKO for individuals over the age of 18 years.

Who should not be vaccinated?

Since Nuvaxovid® is not approved for children and adolescents up to and including the age of 17 years,
these groups should not be vaccinated with Nuvaxovid®. Similarly, according to STIKO, pregnant women
should not be vaccinated with Nuvaxovid®. Rather, regardless of age, they should be vaccinated with
mMRNA vaccine Cominarty® from the second trimester on. STIKO also recommends that unvaccinated
breast-feeding women be vaccinated with an mRNA vaccine (those under the age of 30 years with the
mMRNA vaccine Cominarty®) and not Nuvaxovid®. In addition, immunocompromised individuals should be
vaccinated with an mRNA vaccine. Vaccination with Nuvaxovid® during pregnancy or breast feeding can
be considered if there is a product-specific medical contraindication to the use of mRNA vaccines.
However, the evidence base for this is limited.

Those suffering with an acute illness accompanied by a fever (38.5°C and higher) should only be
vaccinated after recovery. However, a cold or slightly elevated temperature (below 38.5°C) is no reason
for postponement. Those with a hypersensitivity to a substance of a vaccine should not be vaccinated —
please inform the doctor if you have allergies prior to being vaccinated. Any person who had an
immediate allergic reaction (anaphylaxis) after the 1st vaccination with Nuvaxovid® must not receive the
2nd vaccination with Nuvaxovid®.



Britisches Englisch Nuvaxovid (Stand 15.02.2022)

How should | behave prior to and after receiving the vaccine?

If you have fainted following a previous vaccination or other injection, have a tendency towards
immediate allergies or have had other reactions, please inform the doctor. He/she can then potentially
observe for an extended period after vaccination.

Prior to vaccination, please inform the doctor if you have a coagulation disorder or are taking

anticoagulant medication. You can be vaccinated with simple precautions. Please also tell the doctor prior
to vaccination if you have allergies or have had an allergic reaction after a vaccination in the past. The
doctor will clarify with you whether there is any reason not to have the vaccination.

In the first days after vaccination, unusual physical stress 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 on this.

Please note that protection does not begin immediately after vaccination and is not equally present in all
vaccinated individuals. In addition, vaccinated individuals can spread the virus without becoming ill, even
though the risk is significantly reduced compared to unvaccinated individuals. Therefore, please continue
to follow the AHA + L rules.

What types of reactions to the vaccine may occur after receiving the vaccine?

The adverse reactions following vaccination with the protein-based vaccine seen in the licensing studies
were mainly transient local and general reactions, which may occur as an expression of the interaction of
the body with the vaccine. These reactions appear most often within a few days after the vaccination and
rarely persist longer than 3 days. In older persons, most reactions are observed somewhat less often than
in younger persons. The vaccination reactions are mostly reported to be mild or moderate and occur
somewhat more frequently after the 2" vaccination than after the 1 vaccination.
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The most frequently reported reactions to the vaccine in the approval studies were pressure sensitivity at
the injection site (75%), pain at the injection site (62%), significant tiredness (53%), muscle pain (51%),
headaches (50%), general malaise (41%), joint pain (24%), and nausea or vomiting (15%).

The following reactions to the vaccine were reported in less than 10% of the persons in the approval
studies: frequently seen (between 1% and 10%) were redness or swelling around the injection site, fever,
chills and pain in the arm, hand, leg and/or foot. Occasionally (between 0.1 and 1%) there was swelling of
the lymph nodes, elevated blood pressure, itching at the site of injection, rash, hives or reddening of the
skin.

Are complications possible due to the vaccine?

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

Due to the study size at approval, there are currently insufficient data to identify rare (0.01% to 0.1%) and
very rare (less than 0.01%) side effects.

As with all vaccines, in very rare cases an immediate allergic reaction up to and including shock or other
previously unknown complications cannot be categorically precluded.

If symptoms occur following a vaccination, which exceed the aforementioned quickly passing local and
general reactions, your doctor is available for consultation. In the event of severe impairment, chest pain,
shortness of breath or palpitations, please seek immediate medical attention.

There is also the option of reporting side effects yourself: https://nebenwirkungen.bund.de

In addition to this information sheet, your practitioner administering the vaccine will provide you with
the opportunity to have a clarification discussion.
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The Paul Ehrlich Institute (PEI) is conducting a survey about the tolerability of the vaccines for protecting
against the novel coronavirus (SARS-CoV-2) by means of the SafeVac 2.0 smart phone app. The survey is
voluntary.
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You can find additional information about COVID-19 and about the COVID-19 vaccine at

www.corona-schutzimpfung.de

www.infektionsschutz.de

www.rki.de/covid-19-impfen

www.pei.de/coronavirus

Edition 1 Version 01 (as of 15th February 2022)

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.
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Medical history for preventive vaccination against COVID-19 (Coronavirus Disease

2019) (Primary immunisation)
— with protein-based vaccine —
( Nuvaxovid® from Novovax)

1. Do you! currently have an acute illness with fever? 0 Yes
2. Have you! been vaccinated within the last 14 days? 0 Yes
3. Have you! already been vaccinated against COVID-19? 0 Yes
If yes, when and with which vaccine? Date: Vaccine:

Date: Vaccine:

Date: Vaccine:

0 No

0 No

0 No

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

4. In the event you?! have already received one COVID-19 vaccine dose:
Did you® develop an allergic reaction thereafter? 0 Yes

Have you had any other unusual reactions after vaccination? 0 Yes

If so, which ones?

5. Has it been reliably proven that you® were infected with
the coronavirus (SARS-CoV-2) in the past? 0 Yes

If yes, when?

0 No

0 No

0 No

(After infection with SARS-CoV-2, vaccination is recommended 3 months after diagnosis. Please bring

proof to your vaccination appointment.)
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6. Do you?! have chronic diseases or do you!
suffer from immunodeficiency (e.g., due to chemotherapy,
immunosuppressive therapy or other medications)? 0 Yes

If yes, which?

7. Do you' suffer from a coagulation disorder or

do you take blood-thinning medication? 0 Yes
8. Do you! have any known allergies? 0 Yes
If yes, which?

9. Have you! ever experienced allergic symptoms,
high fever, fainting spells or other uncommon reactions

following a previous different vaccination? 0 Yes
If yes, which?
10. Are you! pregnant? 0 Yes

0 No

0 No

0 No

0 No

0 No

(According to STIKO, pregnant women should not be vaccinated with Nuvaxovid®. Regardless of your age,

you should be vaccinated with Cominarty® after the second trimester of pregnancy.)

11. Are you! currently breastfeeding? 0 Yes

0 No

(According to STIKO, breastfeeding women should not be vaccinated with Nuvaxovid®. It is recommended

that breastfeeding women be vaccinated with an mRNA vaccine.)

! This will potentially be answered by the legal representative.
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Declaration of Consent for preventive vaccination against COVID-19 (Coronavirus
Disease 2019) (Primary immunisation)
—with protein-based vaccine —

(Nuvaxovid® from Novavax)

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 my practitioner administering the vaccine.

o | have no further questions and expressly renounce the medical clarification discussion.
o |consent to the recommended vaccine against COVID-19 with the protein-based vaccine.
o} | refuse the vaccine.

Annotations:

Place, date

Signature of the person to receive the vaccine Signature of the practitioner

If the person to be vaccinated is not competent to provide consent:
Additionally for custodians: I declare that | have been authorised to provide consent by any other persons
entitled to custody.

Signature of the person authorised to provide consent (custodian, legal care provider or guardian)
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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:
Telephone No.: E-mail:

This medical history and consent form was prepared by Deutsches Grlines 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 01 (as of 15t February 2022)
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