Britisches Englisch mRNA (Stand 24.05.2022)

INFORMATION SHEET

For vaccination against COVID-19 (Corona Virus Disease 2019)

(Primary immunisation and booster vaccinations)

— with mRNA vaccines —

(Comirnaty® 10 pg or 30 pg from BioNTech/Pfizer and Spikevax® from Moderna)

As of 24" May 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 mRNA COVID-19 vaccines?

The currently approved vaccines, Comirnaty® 10 ug (for children between 5 and 11 years of age) and
Comirnaty® 30 pg (for individuals 12 years of age and older) from BioNTech/Pfizer and Spikevax® from
Moderna, are mRNA-based vaccines based on the same technology.

The mRNA vaccines contain a "blueprint" for a single building block of the virus (the so-called spike
protein), but no replicable vaccine viruses. Therefore, the vaccines cannot cause the disease in vaccinated
persons. Likewise, vaccinated persons cannot transmit vaccine viruses to other persons.

The mRNA contained in the vaccines is not incorporated into the human genome after vaccination, but
rather it is "read" after entering the cells, whereupon such cells then produce the spike protein
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themselves. The spike proteins thus generated by the body of the vaccinated person are recognised as
foreign proteins by the immune system; as a result, antibodies and immune cells are generated against
the spike protein of the virus. This produces a protective immune response.

How is which vaccine administered as part of primary immunisation?

The vaccine is injected into the upper arm muscle. For primary immunisation, the vaccine must be
administered twice at intervals of 3 to 6 weeks (Comirnaty®) or 4 to 6 weeks (Spikevax®). For all
vaccinations of primary immunisation with an mRNA vaccine, the same vaccine from the same
manufacturer should be used. However, there is an exception for people aged 12 to 30 and pregnant
women who have received Spikevax® at the time of their first vaccination. According to STIKO, the
remaining vaccinations for this age group should be given with Comirnaty®. Furthermore, if the mRNA
vaccine used for the 1% vaccination dose is not available, any other mRNA vaccine can be used as long as
restrictions relating to age and pregnancy are observed.

Optimisation or completion of vaccine protection following a single vaccination with the JCOVDEN® (from
Johnson & Johnson):

Individuals who have received one vaccine dose of the JCOVDEN® vaccine should receive an additional
vaccine dose of an mRNA vaccine (Comirnaty® for individuals under 30 years of age, Comirnaty® or
Spikevax® for individuals 30 years of age and older) to optimize or complete their vaccine protection with
a minimum interval of 4 weeks from their first vaccine dose according to the STIKO recommendation.

COVID-19 vaccination concurrently with other vaccinations:
According to STIKO, COVID-19 vaccines can be administered simultaneously with other inactivated
vaccines such as influenza vaccines. 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 on different limbs. An interval of at least 14 days
should be maintained before and after each COVID-19 vaccination with other live vaccines.

Administration of Comirnaty® 10 pg (10 micrograms/dose) in children 5 to 11 years of age:

According to STIKO, children with no prior illnesses should only receive a single dose of vaccine as their
primary immunisation. However, 5-11-year-old children with no prior illnesses may also be immunised
with two vaccine doses at the personal request of children and parents or a guardian following medical
consultation. For children 5 to 11 years old who have had prior illnesses, and for 5 to 11 year-olds in
whose environment there are relatives or other contacts with a high risk of suffering severe COVID-19
disease and who cannot themselves be immunised or for whom there is a justifiable suspicion that the
vaccine would not produce adequate protection (e.g. individuals on immunosuppressive treatment), the
STIKO recommends that the Comirnaty® 10 ug vaccine be administered twice at intervals of 3 to 6 weeks
for primary immunisation.
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According to its licensure, children aged 6-11 years old may also receive primary immunisation with
Spikevax®; however, STIKO advises that the immunisation should preferably be performed using
Comirnaty® 10 ug.

What is the procedure for booster vaccinations?

Comirnaty® is approved for booster vaccination in individuals 12 years of age and older and Spikevax® is
approved for the booster vaccination in individuals 18 years of age and older. STIKO recommends a
booster vaccination with an mRNA vaccine for all persons aged 12 years and older. Contrary to the

approval, STIKO also recommends booster vaccination for children from 5 — 11 years of age with pre-
existing medical conditions at a minimum interval of 6 months following completion of the primary
vaccination. Children and adolescents between the ages of 12 and 17 years should receive the booster
vaccination during a time window of 3 to 6 months and individuals over the age of 18 after an interval of
at least 3 months following the final dose of the primary vaccination. STIKO recommends that children
and adolescents between the ages of 12 and 17 years who have a pre-existing medical condition should
receive a booster vaccination as soon as possible; children and adolescents in this age group who do not
have a pre-existing medical condition should receive their booster vaccinations after a somewhat longer
interval up to 6 months. Also, people who have received a one-time vaccination with JCOVDEN® and who
have received an mRNA vaccine as a 2nd vaccine dose to optimize or complete their vaccine protection
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are recommended to have a booster vaccination with an mRNA vaccine at an interval of 3 months from
the previous vaccine dose.

For pregnant women of any age, the STIKO recommends booster vaccination from the 2nd trimester with
the Comirnaty® mRNA vaccine.

“Second booster vaccination”: Further, STIKO recommends that people over the age of 70 years, residents
of, and those being supported in, care institutions as well as individuals with an increased risk of severe

disease courses in integrated care facilities and individuals over the age of 5 years who are
immunosuppressed should all receive a second booster vaccination with an mRNA vaccine with a
minimum interval of 3 months from the first booster vaccination. Those working in medical and care
facilities should receive a second booster vaccination after no less than 6 months.

If possible, the mRNA vaccine that was used for the primary immunisation or for the first booster
vaccination should be used. If this is not available, the other mRNA vaccine may also be used for persons
30 years of age and older.

How should individuals be immunised following a proven SARS-CoV-2 infection if

they have received an incomplete vaccine series:

Studies show that the body needs to have reacted against the SARS-CoV-2 virus spike protein at least
three times in order to provide reliable future protection against infection and severe disease. This may
be achieved by triple vaccination or a combination of infection and vaccination. Therefore, individuals
with one or more previous SARS-CoV-2 infections should still be vaccinated. It is not important whether
the vaccination or an infection came first. The sequence of the three events is therefore irrelevant.
Between the individual events, however, there must have been a minimum time interval in order to
achieve good protection. If you have been incompletely vaccinated up to now and have previously
suffered one or more SARS-CoV-2 infections, please speak with your doctor to clarify whether additional
vaccinations should be performed and at which intervals. With regard to the peculiarities of vaccination of
children between 5 and 11 years of age, please refer to the implementation above.
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How effective is the vaccine?
The available COVID-19 mRNA vaccines are comparable in terms of efficacy.

According to the current state of knowledge, complete vaccination with mRNA vaccines is highly effective
- studies examining protection against the Delta variant show approximately 90% efficacy with respect to
prevention of severe disease; protection against mild disease courses is lower with available mRNA
vaccines. This means that if a person completely vaccinated with an mRNA vaccine comes into contact
with the pathogen, there is a high probability that they will not become severely ill. Early data concerning
the protective effect against the Omicron variant shows less efficacy compared to that of the Delta
variant. After administration of a booster vaccination, however, a significantly improved protective effect
against severe illness with the Omicron variant was found. In certain target groups, a second booster
vaccination can lead to a further improvement in the protective effect.

Vaccinating children and adolescents between the ages of 12 and 17:

In clinical trials, vaccination twice with Comirnaty® in 12- to 15-year-olds, and with Spikevax® in 12- to 17-
year-olds, demonstrated an efficacy of up to 100% with respect to a COVID-19 iliness. For both mRNA
vaccines, it should be assumed that efficacy is similarly high in relation to a severe COVID-19 iliness. The
protective effect against the Omicron variant is also less in this age group. Booster vaccination may also
achieve better efficacy against severe disease here.

Vaccination of children between 5 and 11 vears of age:

In the clinical trials in children between 5 and 11 years of age, an efficacy of 91% was determined with
regard to the prevention of COVID-19 disease after complete vaccination with Comirnaty® 10 pg. The
efficacy of vaccination using Spikevax® is similarly high. However, data indicate that, particularly in this
age group, the protective effect against infections with the Omicron variant following vaccination with
Comirnaty® 10 ug is markedly reduced. To date there are no data regarding the efficacy of Spikevax®
against the Omicron variant.
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Who should be vaccinated against COVID-19 with which mRNA vaccine?
Comirnaty® 30 ug is approved for persons 12 years and older and Spikevax® is approved for persons 6
years and older. In addition, the approval of Comirnaty® in a lower dose has been extended to individuals
between 5 and 11 years of age (Comirnaty® 10 pg).

STIKO recommends vaccination against COVID-19 consisting of primary and booster vaccines for all
persons 12 years of age and older.

Individuals aged between 12 and 30 years of age, should receive both the primary immunisation and
possible booster vaccinations exclusively with Comirnaty®. The reason for this is that there is evidence of
a higher risk of myocarditis and pericarditis in persons under 30 years of age after vaccination with

Spikevax® compared to vaccination with Comirnaty®. In the age range from 6 to 11 years, vaccination
using Comirnaty is advised to be preferable, although vaccination with Spikevax® is possible. Individuals
30 years and older can be vaccinated with both Comirnaty® and Spikevax® according to the
recommendation of STIKO.

Pregnant women should be vaccinated with Comirnaty® from the 2nd trimester regardless of their age,
even though no comparative data for Comirnaty® and Spikevax® are available for pregnant women.
Comirnaty® also provides very good protection against COVID-19 illness in pregnancy. According to
current studies, serious side effects do not occur frequently after vaccination in pregnancy. Studies show
that vaccination of pregnant women can also provide protection for the baby. STIKO also recommends
vaccination with mRNA vaccines for breastfeeding women, and with the Comirnaty® vaccine for
breastfeeding women under 30 years of age. There is no evidence that COVID-19 vaccination during
breastfeeding poses a risk to mother or child.
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Who should not be vaccinated?

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. Please inform the doctor if you have allergies prior to being vaccinated. Those with a
hypersensitivity to a substance of a vaccine or following an immediate allergic reaction (anaphylaxis) after
an mRNA vaccination should go to an allergy centre. They will determine how to proceed.

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 (SARS-CoV-2) 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?
Many million doses of the mRNA-COVID-19 vaccines have already been administered in Germany. The
adverse reactions reported so far to the Paul Ehrlich Institute after vaccination with mRNA vaccines 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 2 days after the vaccination and rarely
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persist longer than 3 days. In older persons, most reactions are observed somewhat less often than in
younger persons. The vaccination reactions are mostly pronounced to be mild or moderate and occur
somewhat more frequently after the 2nd vaccination than after the 1st vaccination. According to current
state of knowledge, the frequency and type of possible side effects after booster vaccination are
comparable to those after the 2nd vaccination. There are currently insufficient data to comment on the
tolerability of second booster vaccinations.

Comirnaty®:

Frequently occurring reactions to the vaccine (in more than 10% of the persons) may be reported
regardless of age:

Persons 16 years of age and older: The most frequently reported reactions to the vaccine in the approval
studies were pain at the injection site (more than 80%), fatigue (more than 60%), headaches (more than
50%), muscle pain (more than 40%), chills (more than 30%), joint pain (more than 20%), fever, and
swelling at the injection site (more than 10%).

Children and adolescents between 12 and 15 years of age: The most frequently reported vaccine
reactions in the approval studies after administering Comirnaty® during the mostly 2-month observation
period were pain at the injection site (more than 90%), fatigue and headaches (more than 70%), muscle
pain and chills (more than 40%), joint pain and fever (more than 20%).

The following reactions to the vaccine were reported in less than 10% of the persons in the approval
studies which include all study participants 12 years of age and older: Nausea and redness around the
injection site occurred frequently (between 1% and 10%). Swelling of the lymph nodes, insomnia, pain in
the vaccinated arm, malaise, itching at the injection site, and hypersensitivity reactions (e.g., generalised
rash and itching) occurred occasionally (between 0.1 and 1%). Since vaccination was introduced,
diarrhoea has also been reported very frequently (in 10% or more), headache and vomiting has been
reported frequently (between 1% and 10%). Decreased appetite, weakness, drowsiness, excessive
perspiration, and night sweats were reported occasionally (between 0.1% and 1%). In isolated cases, an
acute inflammatory skin disease (erythema multiforme), unusual skin sensations (paraesthesia) and
diminished sensation particularly of the skin (hypoaeshtesia) have all occurred outside of the approval
studies.

Children between 5 and 11 years of age: The most common adverse reactions in the approval study of

Comirnaty® 10 ug were injection site pain (80%), fatigue/exhaustion (50%), headache (30%), injection site
redness and swelling (20%), limb pain and chills (10%).

Frequently occurring reactions to the vaccine (in more than 10% of the persons) may be reported
regardless of age:

Persons 18 years of age and older: The most frequently reported reactions to the vaccine in the approval
studies were pain at the injection site (more than 90%), fatigue (70%), headache and muscle pain (more
than 60%), joint pain and chills (more than 40%), nausea or vomiting (more than 20%), swelling or pain
sensitivity of the lymph nodes in the armpits, fever, swelling and redness at the injection site (respectively
more than 10%). A common rash as well as a rash, redness or hives at the injection site, as well as
diarrhoea were frequently (between 1% and 10%) reported. Occasionally (between 0.1% and 1%),
itchiness developed at the injection site. In rare cases (between 0.01% and 0.1%), an unusual sensation in
the skin (paraesthesia) and a decreased sensation, especially of the skin (hypoesthesia) occurred.

Children and adolescents between 12 and 17 years of age: The most frequently reported reactions to the
vaccine were pain at the injection site (more than 90%), headaches and fatigue (more than 70%), muscle
pain (more than 50%), chills (more than 40%), swelling or tenderness of the axillary lymph nodes and joint
pain (more than 30%), nausea or vomiting, swelling and redness at the injection site (more than 20%), and
fever (more than 10%). The following reactions to the vaccine were reported in less than 10% of persons
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(relating to all age groups 12 years and older): Frequently (between 1% and 10%), redness, rash, and
hives, as well as a general rash occurred at the vaccination site, to some extent delayed, and diarrhoea
was reported. Occasionally (between 0.1% and 1%), itchiness at the injection site and dizziness occurred.
In individual cases, acute inflammatory skin disease (erythema multiforme) occurred outside of the
approval studies. In rare cases (between 0.01% and 0.1%), an unusual sensation in the skin (paraesthesia)
and a decreased sensation, especially of the skin (hypoesthesia) occurred.

Children between 6 and 11 years of age: the most common side effects in participants aged 6-11 years
following delivery of primary vaccination were pain at the injection site (more than 90%), marked
sleepiness (more than 70%), headaches (60%), limb pains (35%), chills (35%), nausea/vomiting (30%),
fever (25%), redness and swelling at the injection site (20%).

Welche Impfreaktionen kénnen nach der Impfung auftreten?

In Deutschland wurden bereits viele Millionen Dosen der mRNA-COVID-19-Impfstoffe verabreicht. Die bisher an das Paul-Ehrlich-
Institut gemeldeten unerwiinschten Reaktionen nach Impfung mit mRNA-Impfstoffen waren vor allem voriibergehende Lokal-
und Allgemeinreaktionen, die als Ausdruck der Auseinandersetzung des Korpers mit dem Impfstoff auftreten konnen. Diese
Reaktionen zeigen sich meist innerhalb von 2 Tagen nach der Impfung und halten selten langer als 3 Tage an. Die meisten
Reaktionen sind bei dlteren Personen etwas seltener als bei jlingeren Personen zu beobachten. Die Impfreaktionen sind zumeist
mild oder maRig ausgepragt und treten nach der 2. Impfung etwas haufiger auf als nach der 1. Impfung. Nach derzeitigem
Kenntnisstand sind Haufigkeit und Art moglicher Nebenwirkungen nach der Auffrischimpfung vergleichbar mit denen nach der 2.
Impfung. Zur Vertraglichkeit der 2. Auffrischimpfung gibt es noch keine ausreichenden Daten.

Comirnaty®:
Sehr hdufig auftretende Impfreaktionen (bei mehr als 10 % der Personen) konnen abhangig vom Alter berichtet werden:
Personen ab 16 Jahren: Die am haufigsten berichteten Impfreaktionen in den Zulassungsstudien waren Schmerzen an der

Einstichstelle (mehr als 80 %), Ermidung (mehr als 60 %), Kopfschmerzen (mehr als 50 %), Muskelschmerzen (mehr als 40 %),
Schittelfrost (mehr als 30 %), Gelenkschmerzen (mehr als 20 %), Fieber und Schwellung der Einstichstelle (mehr als 10 %).
Kinder und Jugendliche zwischen 12 und 15 Jahren: Die in den Zulassungsstudien am haufigsten berichteten Impfreaktionen nach

Gabe von Comirnaty® waren im zumeist 2-monatigen Beobachtungszeitraum: Schmerzen an der Einstichstelle (mehr als 90 %),
Ermidung und Kopfschmerzen (mehr als 70 %), Muskelschmerzen und Schittelfrost (mehr als 40 %), Gelenkschmerzen und
Fieber (mehr als 20 %).

In den Zulassungsstudien, die alle Studienteilnehmerinnen und Studienteilnehmer ab 12 Jahren berlcksichtigen, wurden folgende
Impfreaktionen bei weniger als 10 % der Personen berichtet: Haufig (zwischen 1 % und 10 %) traten Ubelkeit und Rétung der
Einstichstelle auf. Gelegentlich (zwischen 0,1 % und 1 %) traten Lymphknotenschwellungen, Schlaflosigkeit, Schmerzen im
Impfarm, Unwohlsein, Juckreiz an der Einstichstelle sowie Uberempfindlichkeitsreaktionen (z. B. allgemeiner Ausschlag und
Juckreiz) auf. Seit Einfihrung der Impfung wurde aulRerdem sehr haufig (bei 10 % oder mehr) Giber Durchfall, Kopfschmerzen und
haufig (zwischen 1 % und 10 %) tber Erbrechen berichtet. Gelegentlich (zwischen 0,1 % und 1 %) wurde Uber verminderten
Appetit, ein Schwachegefihl, Schlafrigkeit, starkes Schwitzen sowie lber nachtliche SchweiRausbriiche berichtet. In Einzelfallen
traten auerhalb der Zulassungsstudien eine akute entziindliche Hauterkrankung (Erythema multiforme), ein ungewdhnliches
Geflhl in der Haut (Pardsthesie) sowie ein vermindertes Gefiihl insbesondere der Haut (Hypodsthesie) auf.

Kinder zwischen 5 und 11 Jahren: Die hdufigsten Nebenwirkungen in der Zulassungsstudie von Comirnaty® 10 pug waren

Schmerzen an der Einstichstelle (80 %), Mudigkeit/Abgeschlagenheit (50 %), Kopfschmerzen (30 %), R6tung und Schwellung der
Einstichstelle (20 %), Gliederschmerzen und Schittelfrost (10 %).

Spikevax®:

Sehr haufig auftretende Impfreaktionen (bei mehr als 10 % der Personen) konnen abhangig vom Alter berichtet werden:
Personen ab 18 Jahren: Die am haufigsten berichteten Impfreaktionen in den Zulassungsstudien waren Schmerzen an der
Einstichstelle (mehr als 90 %), Midigkeit (70 %), Kopf- und Muskelschmerzen (mehr als 60 %), Gelenkschmerzen und Schiittelfrost
(mehr als 40 %), Ubelkeit oder Erbrechen (mehr als 20 %), Schwellung oder Schmerzempfindlichkeit der Lymphknoten in der

Achselhohle, Fieber, Schwellung und Rotung an der Einstichstelle (jeweils mehr als 10 %). Haufig (zwischen 1 % und 10 %) wurde
Uber allgemeinen Ausschlag sowie Ausschlag, Rotung oder Nesselsucht an der Einstichstelle sowie tiber Durchfall berichtet.
Gelegentlich (zwischen 0,1 % und 1 %) trat Juckreiz an der Einstichstelle auf. In seltenen Fallen (zwischen 0,01 % und 0,1 %) traten
auch ein ungewohnliches Gefiihl in der Haut (Parasthesie) sowie ein vermindertes Gefiihl insbesondere der Haut (Hypoasthesie)
auf.

Kinder und Jugendliche zwischen 12 und 17 Jahren: Die am haufigsten berichteten Impfreaktionen waren: Schmerzen an der

Einstichstelle (mehr als 90 %), Kopfschmerzen und Mudigkeit (mehr als 70 %), Muskelschmerzen (mehr als 50 %), Schittelfrost
(mehr als 40 %), Schwellung oder Schmerzempfindlichkeit der Lymphknoten in der Achselhohle und Gelenkschmerzen (mehr als
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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.

During the extensive clinical trials prior to approval, cases of acute facial paralysis were observed rarely
(between 0.1% and 0.01%) after administering mRNA vaccines. In all cases, the facial paralysis subsided
after a few weeks. Such facial paralyses may be causally related to the vaccination. Hypersensitivity
reactions such as hives and facial swelling were observed in rare cases (between 0.1% and 0.01%).

Since introducing the vaccine, anaphylactic reactions (immediate allergic reactions) have been reported in
very rare cases. These occurred shortly after administering the vaccine and required medical treatment.
Likewise, very rare cases of myocarditis and pericarditis have been observed after administration of the
mMRNA vaccines, for children and adolescents as well as for adults. Such cases occurred mainly within 14
days after vaccination and more frequently after the 2nd vaccination. Younger men and boys and male
adolescents were predominantly affected. Most cases of myocarditis or pericarditis have a mild to
moderate course, but a small proportion of affected patients have had more severe courses. Individuals
have died. Data indicate that myocarditis and pericarditis have been reported more frequently after
vaccination with Spikevax® than after vaccination with Comirnaty®, particularly in boys and young men,
but also in young women under 30 years of age. Consequently, STIKO recommends vaccination with
Comirnaty® only for individuals under 30 years of age. For children aged 5 to 11 years, only very rare
serious adverse events, including myocarditis, were observed in the approval studies or subsequently.
Reports from various countries indicate that the risk for 5-11-year-old children is, as a whole, markedly
lower than for adolescents and young adults.

There are also currently insufficient data regarding the possible risk of myocarditis after booster
vaccination. Even if the safety data on booster vaccinations in 12- to 17-year-old children and adolescents
are still limited, the risk of severe vaccination side effects is estimated to be very small.

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 impacts, 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
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In addition to this information sheet, your practitioner administering the vaccine will provide you with
the opportunity to have a clarification discussion.

Sind Impfkomplikationen moglich?
Impfkomplikationen sind Giber das normale MaR einer Impfreaktion hinausgehende Folgen der Impfung, die den
Gesundheitszustand der geimpften Person deutlich belasten.

In den umfangreichen klinischen Priifungen vor der Zulassung wurden nach Gabe der mRNA-Impfstoffe selten (zwischen 0,1 %
und 0,01 %) Félle von akuter Gesichtslahmung beobachtet. In allen Fallen bildete sich die Gesichtsldhmung nach einigen Wochen
zurilick. Diese Gesichtslahmungen stehen moglicherweise im ursachlichen Zusammenhang mit der Impfung.
Uberempfindlichkeitsreaktionen wie Nesselsucht und Gesichtsschwellungen wurden in seltenen Fillen (zwischen 0,1 % und 0,01
%) beobachtet.

Seit Einfiihrung der Impfung wurden in sehr seltenen Fallen anaphylaktische Reaktionen (allergische Sofortreaktionen) berichtet.
Diese traten kurz nach der Impfung auf und mussten arztlich behandelt werden. Ebenfalls wurden nach Gabe der mRNA-
Impfstoffe sehr selten Falle von Herzmuskel- und Herzbeutelentziindungen (Myokarditis und Perikarditis) sowohl bei Kindern und
Jugendlichen als auch bei Erwachsenen beobachtet. Diese Falle traten hauptsachlich innerhalb von 14 Tagen nach der Impfung
und hdufiger nach der 2. Impfung auf. Es waren vorwiegend jlingere Manner sowie Jungen und mannliche Jugendliche betroffen.
Die meisten Falle einer Herzmuskel- bzw. Herzbeutelentziindung verlaufen mild bis moderat, bei einem kleinen Teil der
betroffenen Patientinnen und Patienten gibt es jedoch auch schwerere Verlaufsformen. Einzelne Personen verstarben. Daten
weisen darauf hin, dass Herzmuskel- und Herzbeutelentziindungen insbesondere bei Jungen und jungen Mannern aber auch bei
jungen Frauen unter 30 Jahren nach der Impfung mit Spikevax® haufiger berichtet wurden als nach der Impfung mit Comirnaty®.
Bei Kindern von 5 bis 11 Jahren wurden in den Zulassungsstudien und auch danach bisher nur sehr selten schwere
Nebenwirkungen wie Herzmuskelentziindungen beobachtet.

Berichte aus verschiedenen Landern deuten darauf hin, dass das Risiko fiir 5- bis 11-jahrige Kinder insgesamt deutlich geringer
ausfallt als bei Jugendlichen und jungen Erwachsenen.

Auch zum moglichen Risiko einer Herzmuskelentziindung nach einer Auffrischimpfung liegen aktuell noch keine ausreichenden
Daten vor. Auch wenn die Datenlage zur Sicherheit der Auffrischimpfung bei den 12- bis 17-jahrigen Kindern und Jugendlichen
noch limitiert ist, wird das Risiko fiir schwere Impfnebenwirkungen als sehr gering eingeschatzt.

Grundsatzlich konnen — wie bei allen Impfstoffen — in sehr seltenen Fallen eine allergische Sofortreaktion bis hin zum Schock oder
andere auch bisher unbekannte Komplikationen nicht ausgeschlossen werden.

Wenn nach einer Impfung Symptome auftreten, welche die oben genannten schnell voriibergehenden Lokal- und
Allgemeinreaktionen iiberschreiten, steht Ihnen Ihre Arztin/lhr Arzt zur Beratung zur Verfiigung. Bei schweren
Beeintrachtigungen, Schmerzen in der Brust, Kurzatmigkeit oder Herzklopfen begeben Sie sich bitte umgehend in arztliche
Behandlung.

Es besteht die Moglichkeit, Nebenwirkungen auch selbst zu melden: https://nebenwirkungen.bund.de

In Ergdnzung zu diesem Aufklarungsmerkblatt bietet lhnen lhre Impfarztin/lhr Impfarzt ein Aufklarungsgesprach an.

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.

Das Paul-Ehrlich-Institut (PEI) fUhrt eine Befragung zur Vertraglichkeit der Impfstoffe zum Schutz gegen das neue Coronavirus

(SARS-CoV-2) mittels Smartphone-App SafeVac 2.0 durch. Sie kdnnen sich innerhalb von 48 Stunden nach der Impfung anmelden.
Die Befragung ist freiwillig.
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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 023 (as of 24" May 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 and booster vaccinations)

— with mRNA vaccines —

(Comirnaty® 10 pg or 30 pg from BioNTech/Pfizer and Spikevax® from Moderna)

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 you! already been vaccinated against COVID-19? 0 Yes 0 No
If yes, when and with which vaccine? Date: Vaccine:

Date: Vaccine:

Date: Vaccine:

(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 0 No

Have you had any other unusual reactions after vaccination? 0 Yes 0 No

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 0 No

If yes, when?

(Please bring proof of the diagnosis 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 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. Have you! ever experienced allergic symptoms,
high fever, fainting spells or other uncommon reactions
following a previous different vaccination? 0 Yes 0 No

If yes, which?

10. Are you! pregnant? 0 Yes 0 No
If yes, in which month of pregnancy?

(Vaccination with the Comirnaty® vaccine is recommended after the second trimester of pregnancy)

! This will potentially be answered by the legal representative.

14



Britisches Englisch mRNA (Stand 24.05.2022)

Declaration of Consent for preventive vaccination against COVID-19 (Coronavirus
Disease 2019) (basic immunisation and booster vaccination)
—with mRNA vaccine —

(Comirnaty® 10 pg or 30 pg from BioNTech/Pfizer and Spikevax® from Moderna)

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 mRNA vaccine.
o Irefuse 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.
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Signature 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:
Telephone No.: E-mail:

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 016 (as of 24th May 2022)

16



	INFORMATION SHEET
	For vaccination against COVID-19 (Corona Virus Disease 2019) (Primary immunisation and booster vaccinations)
	AUFKLÄRUNGSMERKBLATT
	What are the symptoms of COVID-19?
	Was sind die Symptome von COVID-19?
	What are mRNA COVID-19 vaccines?
	Was sind mRNA-COVID-19-Impfstoffe?
	Wie wird welcher Impfstoff im Rahmen der Grundimmunisierung verabreicht?
	Wie ist mit Auffrischimpfungen zu verfahren?
	Who should be vaccinated against COVID-19 with which mRNA vaccine?
	Wer sollte mit welchem mRNA-Impfstoff gegen COVID-19 geimpft werden?
	Who should not be vaccinated?
	How should I behave prior to and after receiving the vaccine?
	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...
	Wie verhalte ich mich vor und nach der Impfung?
	What types of reactions to the vaccine may occur after receiving the vaccine?
	Many million doses of the mRNA-COVID-19 vaccines have already been administered in Germany. The adverse reactions reported so far to the Paul Ehrlich Institute after vaccination with mRNA vaccines were mainly transient local and general reactions, whi...
	Comirnaty®:
	Frequently occurring reactions to the vaccine (in more than 10% of the persons) may be reported regardless of age:
	Persons 16 years of age and older: The most frequently reported reactions to the vaccine in the approval studies were pain at the injection site (more than 80%), fatigue (more than 60%), headaches (more than 50%), muscle pain (more than 40%), chills (...
	Children and adolescents between 12 and 15 years of age: The most frequently reported vaccine reactions in the approval studies after administering Comirnaty® during the mostly 2-month observation period were pain at the injection site (more than 90%)...
	The following reactions to the vaccine were reported in less than 10% of the persons in the approval studies which include all study participants 12 years of age and older: Nausea and redness around the injection site occurred frequently (between 1% a...
	Children between 5 and 11 years of age: The most common adverse reactions in the approval study of Comirnaty® 10 µg were injection site pain (80%), fatigue/exhaustion (50%), headache (30%), injection site redness and swelling (20%), limb pain and chil...
	Spikevax®:
	Frequently occurring reactions to the vaccine (in more than 10% of the persons) may be reported regardless of age:
	Persons 18 years of age and older: The most frequently reported reactions to the vaccine in the approval studies were pain at the injection site (more than 90%), fatigue (70%), headache and muscle pain (more than 60%), joint pain and chills (more than...
	Children and adolescents between 12 and 17 years of age: The most frequently reported reactions to the vaccine were pain at the injection site (more than 90%), headaches and fatigue (more than 70%), muscle pain (more than 50%), chills (more than 40%),...
	Children between 6 and 11 years of age: the most common side effects in participants aged 6-11 years following delivery of primary vaccination were pain at the injection site (more than 90%), marked sleepiness (more than 70%), headaches (60%), limb pa...
	Welche Impfreaktionen können nach der Impfung auftreten?
	Comirnaty®:
	Sehr häufig auftretende Impfreaktionen (bei mehr als 10 % der Personen) können abhängig vom Alter berichtet werden:
	Personen ab 16 Jahren: Die am häufigsten berichteten Impfreaktionen in den Zulassungsstudien waren Schmerzen an der Einstichstelle (mehr als 80 %), Ermüdung (mehr als 60 %), Kopfschmerzen (mehr als 50 %), Muskelschmerzen (mehr als 40 %),  Schüttelfros...
	Kinder und Jugendliche zwischen 12 und 15 Jahren: Die in den Zulassungsstudien am häufigsten berichteten Impfreaktionen nach Gabe von Comirnaty® waren im zumeist 2-monatigen Beobachtungszeitraum: Schmerzen an der Einstichstelle (mehr als 90 %), Ermüdu...
	In den Zulassungsstudien, die alle Studienteilnehmerinnen und Studienteilnehmer ab 12 Jahren berücksichtigen, wurden folgende Impfreaktionen bei weniger als 10 % der Personen berichtet: Häufig (zwischen 1 % und 10 %) traten Übelkeit und Rötung der Ein...
	Kinder zwischen 5 und 11 Jahren: Die häufigsten Nebenwirkungen in der Zulassungsstudie von Comirnaty® 10 µg waren Schmerzen an der Einstichstelle (80 %), Müdigkeit/Abgeschlagenheit (50 %), Kopfschmerzen (30 %), Rötung und Schwellung der Einstichstelle...
	Spikevax®:
	Sehr häufig auftretende Impfreaktionen (bei mehr als 10 % der Personen) können abhängig vom Alter berichtet werden: Personen ab 18 Jahren: Die am häufigsten berichteten Impfreaktionen in den Zulassungsstudien waren Schmerzen an der Einstichstelle (meh...
	Kinder und Jugendliche zwischen 12 und 17 Jahren: Die am häufigsten berichteten Impfreaktionen waren: Schmerzen an der Einstichstelle (mehr als 90 %), Kopfschmerzen und Müdigkeit (mehr als 70 %), Muskelschmerzen (mehr als 50 %), Schüttelfrost (mehr al...
	Kinder zwischen 6 und 11 Jahren: Die häufigsten Nebenwirkungen bei Teilnehmern im Alter von 6 bis 11 Jahren nach Verabreichung der Grundimmunisierung waren Schmerzen an der Injektionsstelle (mehr als 90 %), starke Müdigkeit (mehr als 70 %), Kopfschmer...
	Are complications possible due to the vaccine?
	Sind Impfkomplikationen möglich?

