Britisches Englisch mRNA (Stand 24.09.2021)

INFORMATION SHEET

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

— with mRNA vaccines —

(Comirnaty® from BioNTech/Pfizer and Spikevax®, formerly COVID-19 Vaccine
Moderna® from Moderna)

As of 24 September 2021 (this information sheet is continually updated)

Name of the person to be vaccinated (please print):

Date of birth:

What is COVID-19?

Coronaviruses have been known for decades. As of the turn of the year 2019/2020, a novel
coronavirus, SARS-Coronavirus-2 (SARS-CoV-2), which is the pathogen of COVID-19 (Corona Virus
Disease 2019), has been circulating globally.

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. Patients less often report having
gastrointestinal problems, conjunctivitis, and swelling of the lymph nodes. 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 in this age
group and usually occur with pre-existing conditions. Severe COVID-19 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.

In addition to avoiding an infection by observing the AHA + A + L rules (maintaining social distance,
observing hygiene, masking in day-to-day life, downloading the corona warning app, frequent
ventilation), the vaccine offers the best possible illness protection.
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Which vaccine is involved?

Several vaccines against COVID-19 are approved which are suitable for individual protection against
COVID-19 and pandemic response. The mRNA COVID-19 vaccines discussed here (BioNTech/Pfizer's
Comirnaty® and Spikevax®, formerly Moderna's COVID-19 Vaccine Moderna®) are gene-based
vaccines that are predicated on the same new type of technology. Additional mRNA vaccines are
being tested, although they have not yet been approved.

MRNA (messenger RNA or ribonucleic acid) is the “blueprint” for each individual protein of the body
and must not be confused with human genetic information — DNA. A “blueprint” for a single element
of the virus (the so-called spike protein) is contained in the mRNA vaccines against COVID-19. The
COVID-19 mRNA vaccines do not contain replicable vaccine viruses, which means that 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 (primarily in muscle cells at the vaccination site and in
certain immune cells), whereupon such cells then produce the spike protein 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.

The mRNA contained in the vaccine is degraded in the body after a few days. At that point, virus
protein (spike protein) is no longer produced.
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How is the vaccine administered?

The vaccine is injected into the upper arm muscle. The vaccine must be administered twice. There
should be 3 to 6 weeks (Comirnaty®) or 4 to 6 weeks (Spikevax®) between the 1st and 2nd
vaccination. At the present time, for the 2nd vaccination, the same vaccine from the same
manufacturer should be used as for the 1st vaccination.

An exception applies to persons for whom the COVID-19 vector vaccine Vaxzevria® from AstraZeneca
was used for the 1st vaccination. For such persons, the Standing Committee on Immunisation at the
Robert Koch Institute (STIKO) currently recommends that the 2nd vaccination be performed with an
MRNA vaccine (Comirnaty® or Spikevax®) at least 4 weeks after the 1st vaccination with Vaxzevria®.
The reason for this recommendation is the superior immune response after this so-called
"heterologous vaccination series" (1st vaccination with Vaxzevria® followed by 2nd vaccination with
Comirnaty® or Spikevax®) compared to the homologous vaccination series with Vaxzevria® (1st and
2nd vaccination with Vaxzevria®) according to current study results. According to these study results,
the immune response after such heterologous vaccination series is comparable to the immune
response after two vaccinations with an mRNA vaccine (Comirnaty® or Spikevax ®). In addition, with
the shorter vaccination interval in such heterologous vaccination series, complete immunisation can
be achieved in a shorter time frame. Study results also suggest that the side effects of such
heterologous vaccination series are comparable to those presented here below.

COVID-19 vaccination along with other vaccinations:

According to the recommendation of STIKO, COVID-19 vaccinations and other so-called killed
vaccines (inactivated vaccines, which contain killed pathogens or only pathogen components, and
which do not reproduce and cannot cause disease) can be administered simultaneously. This is
especially true for influenza vaccination if there is an indication for vaccination against both influenza
and COVID-19. In this case, the injection should be administered respectively in different limbs. If
COVID-19 vaccines and influenza vaccines (including high-dose vaccines) are administered
concurrently, it should be noted that vaccine reactions may occur more frequently than if
administered separately. If different vaccines are used, the efficacy and safety generally correspond
to those when respectively used alone.

Vaccination after proven infection

At this time, persons who have undergone infection with the novel coronavirus should receive only
one dose of vaccine, unless they are immunocompromised. If the infection is accompanied by
symptoms, vaccination should usually be given 6 months after the illness, but no earlier than 4 weeks
afterward. In the event of an infection without symptoms, vaccination can occur no sooner than 4
weeks after the diagnosis. Even in cases where more than 6 months have passed since diagnosis, one
dose of the vaccine is sufficient. According to STIKO, it is currently not possible to say if or when a
2nd vaccination is necessary in such persons at a later date. In persons in whom infection with the
novel coronavirus has been reliably confirmed after the 1st vaccination, STIKO recommends that the
2nd vaccination be administered as a rule 6 months after recovery or following the diagnosis, but no
earlier than 4 weeks thereafter. There is no evidence that vaccination poses a risk if one has had an
infection in the past.

Booster vaccinations with mRNA vaccines (Comirnaty® or Spikevax®)
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Persons who may not have an adequate immune response after being fully vaccinated or who may
have a rapidly declining immune response are offered a booster vaccination or further vaccination as
part of preventive health care. Such persons include, in particular, residents and employees of
nursing facilities, facilities for persons with disabilities, and other facilities with vulnerable groups,
persons with immunodeficiency or immunosuppression, as well as persons in need of care in their
own homes and persons 80 years of age and older. A booster vaccination can also be considered for
persons who have a particularly high risk of contracting SARS-CoV-2 due to their occupation.
Furthermore, a booster vaccination can be taken by people aged 60 and over following individual
consideration and medical consultation, and if the decision for this is made. Persons who have
received a full series of vaccinations with a vector vaccine are also offered another vaccination as a
preventive health measure - this applies to persons who have received 2 vaccine doses of Vaxzevria®
from AstraZeneca or 1 vaccine dose of the Janssen® COVID-19 vaccine from Janssen Cilag
International/Johnson&Johnson or who have received 1 vaccine dose of a vector vaccine following a
confirmed infection with novel coronavirus.

All specified boosters or additional vaccinations are given with a single dose of vaccine with either
MRNA vaccine (Comirnaty® or Spikevax®) no earlier than 6 months after completion of the first
vaccination series. To date, there is limited evidence from studies and no STIKO decision directly
regarding booster vaccinations with COVID-19 vaccines. Based on general scientific findings on
vaccines, it is assumed that the effect and side effects of this booster vaccination are comparable to
those presented here below.

Booster vaccinations in the case of immunodeficiency with additional vaccine dose after basic COVID-

19 immunisation:

The efficacy of vaccinations in general may be reduced in persons with congenital or acquired
immunodeficiency, whereas the immunodeficiency may be due to the disease itself and/or
immunosuppressive therapy. Therefore, with COVID-19 vaccination, all persons with
immunodeficiency should be offered an additional vaccine dose of an mRNA vaccine as a booster
approximately 6 months after basic COVID-19 immunisation (homologous or heterologous vaccine
schedule).

Persons with severe immunodeficiency: In such cases, the 3rd vaccine dose can be administered as
early as 4 weeks after the 2nd vaccine dose as an optimisation of the primary vaccination series. The
decision must be made on a case-by-case basis regarding booster vaccination at an interval of an
additional approximately 6 months from the primary vaccination series. Persons within the
household in close contact with persons having severe immunodeficiency should be offered a
booster vaccination with an mRNA vaccine no earlier than 6 months after primary COVID-19
vaccination if the person with severe immunodeficiency has not responded or has not adequately
responded to the COVID-19 vaccination.
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Impfserie ist nach diesen Studienergebnissen mit der Immunantwort nach zwei Impfungen mit einem mRNA-Impfstoff
(Comirnaty® oder Spikevax®) vergleichbar. Zudem kann mit dem kirzeren Impfabstand bei dieser heterologen Impfserie
eine vollstandige Immunisierung in einem kiirzeren Zeitrahmen erreicht werden. Studienergebnisse deuten auch darauf hin,
dass die Nebenwirkungen dieser heterologen Impfserie mit den hier im Folgenden dargestellten vergleichbar sind.

COVID-19-Impfung zusammen mit anderen Impfungen:

Gemall Empfehlung der STIKO kénnen COVID-19-Impfungen und die Verabreichung anderer sog. Totimpfstoffe (inaktivierte
Impfstoffe, die abgetotete Erreger oder auch nur Erreger-Bestandteile beinhalten, und die sich nicht vermehren und keine
Erkrankung auslésen kénnen) gleichzeitig erfolgen. Dies gilt insbesondere fiir die Influenza-Impfung, sofern eine Indikation
zur Impfung sowohl gegen Influenza als auch gegen COVID-19 besteht. In diesem Fall soll die Injektion jeweils an
unterschiedlichen Gliedmalen erfolgen. Bei gleichzeitiger Gabe von COVID-19-Impfstoffen und Influenza-Impfstoffen (inkl.
Hochdosis-Impfstoffen) ist zu beachten, dass Impfreaktionen haufiger als bei der getrennten Gabe auftreten konnen.
Wirksamkeit und Sicherheit entsprechenden bei gleichzeitiger Anwendung verschiedener Impfstoffe im Allgemeinen denen
bei jeweils alleiniger Anwendung.

Impfung nach nachgewiesener Infektion

Personen, die eine Infektion mit dem neuartigen Coronavirus durchgemacht haben, sollen zurzeit lediglich eine
Impfstoffdosis erhalten, sofern bei ihnen keine Immunschwache vorliegt. Ist die Infektion mit Krankheitszeichen
einhergegangen, soll die Impfung in der Regel 6 Monate nach der Erkrankung erfolgen, friihestens jedoch 4 Wochen
danach. Bei einer Infektion ohne Krankheitszeichen kann die Impfung ab 4 Wochen nach der Diagnose erfolgen. Auch in
Fallen, in denen seit der Diagnosestellung mehr als 6 Monate vergangen sind, reicht eine Impfstoffdosis aus. Ob und wann
bei diesen Personen spater eine 2. Impfstoffdosis notwendig ist, ldsst sich derzeit laut STIKO noch nicht sagen. Bei
Personen, bei denen nach der 1. Impfstoffdosis eine Infektion mit dem neuartigen Coronavirus sicher nachgewiesen wurde,
sollte laut STIKO-Empfehlung die 2. Impfstoffdosis in der Regel 6 Monate nach Genesung bzw. nach der Diagnose
verabreicht werden, frihestens jedoch 4 Wochen danach. Es gibt keine Hinweise, dass die Impfung eine Gefdhrdung
darstellt, wenn man in der Vergangenheit eine Infektion durchgemacht hat.

Auffrischimpfungen mit mRNA-Impfstoffen (Comirnaty® oder Spikevax®)

Personen, bei denen nach einer vollstandigen Impfung moglicherweise keine ausreichende oder eine schnell nachlassende
Immunantwort vorliegt, wird eine Auffrischimpfung bzw. eine weitere Impfung im Sinne einer gesundheitlichen Vorsorge
angeboten. Zu diesen Personen gehéren insbesondere Bewohnerinnen und Bewohner sowie Beschéftigte in
Pflegeeinrichtungen, Einrichtungen fiir Menschen mit Behinderungen und weiteren Einrichtungen mit vulnerablen
Gruppen, Personen mit einer Immunschwache oder Immunsuppression, pflegebedirftige Menschen in ihrer eigenen
Hauslichkeit und Menschen ab 80 Jahren. Eine Auffrischimpfung kann zudem in Erwagung gezogen werden bei Personen,
die aufgrund ihrer Berufstatigkeit ein besonders hohes Risiko haben, sich mit SARS-CoV-2 anzustecken. Des Weiteren kann
eine Auffrischimpfung nach individueller Abwagung, arztlicher Beratung und Entscheidung wahrgenommen werden durch
Personen ab 60 Jahren. Auch Personen, die eine vollstandige Impfserie mit einem Vektor-Impfstoff erhalten haben, wird im
Sinne einer gesundheitlichen Vorsorge eine weitere Impfung angeboten: Dies betrifft Personen, die 2 Impfstoffdosen
Vaxzevria® von AstraZeneca oder 1 Impfstoffdosis COVID-19 Vaccine Janssen® von Janssen Cilag
International/Johnson&Johnson oder die 1 Impfstoffdosis eines Vektor-Impfstoffs nach einer nachgewiesenen Infektion mit
dem neuartigen Coronavirus erhalten haben.

Alle genannten Auffrischimpfungen bzw. zusatzlichen Impfungen werden mit einer einmaligen Impfstoffdosis mit einem der
beiden mMRNA-Impfstoffe (Comirnaty® oder Spikevax®) friihestens 6 Monate nach Abschluss der ersten Impfserie
durchgefiihrt. Bislang liegen nur beschrankt Erkenntnisse aus Studien und noch kein Beschluss der STIKO direkt zu
Auffrischimpfungen mit COVID-19-Impfstoffen vor. Auf der Grundlage allgemeiner wissenschaftlicher Erkenntnisse zu
Impfstoffen wird davon ausgegangen, dass die Wirkung und Nebenwirkungen dieser Auffrischimpfung mit den hier im
Folgenden dargestellten vergleichbar sind.

Auffrischimpfungen bei Immunschwéache mit zusatzlicher Impfstoffdosis nach einer COVID-19-Grundimmunisierung:

Die Wirksamkeit von Impfungen generell kann bei Personen mit angeborener oder erworbener Immunschwache reduziert
sein, wobei die Immunschwiéche durch die Erkrankung selbst und/oder durch eine immunsuppressive Therapie bedingt sein
kann. Bei der COVID-19-Impfung sollte deshalb allen Personen mit Immunschwache etwa 6 Monate nach einer COVID-19-
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How effective is the vaccine?
The available COVID-19 mRNA vaccines are comparable in terms of efficacy as well as potential
vaccine reactions and complications.

According to the current level of knowledge, complete vaccination with the COVID-19 mRNA vaccines
provides a high efficacy rate of approximately 95% in persons 16 years of age and older (Comirnaty®)
or in persons 18 years of age and older (Spikevax®). This means that the probability of becoming
infected with COVID-19 was approximately 95% lower for those vaccinated completely against
COVID-19 than for those who were not vaccinated. Efficacy in preventing severe COVID-19 disease
(that is, hospitalisation, for example) was approximately 85%. Latest studies suggest that the
vaccines can also prevent severe disease from currently known viral variants with comparable
efficacy. This means that if a person completely vaccinated with a COVID-19 vaccine comes into
contact with the pathogen, there is a high probability that they will not become ill. How long this
vaccine protection lasts is not yet known.

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

In clinical trials, full vaccination with Comirnaty® in 12 to 15yearolds, and with Spikevax® in 12 to
17yearolds, demonstrated an efficacy of up to 100% with respect to a COVID-19 illness. For both
mMRNA vaccines, it should be assumed that efficacy is similarly high in relation to a severe COVID-19
illness.

Even if you or your child are vaccinated, it is necessary that you continue to observe the AHA + A + L
rules and thus protect yourself and your surroundings. The reasons for this are that protection does
not start immediately after vaccination and is also not equally present in all persons who were
vaccinated. In addition, vaccinated persons can spread the virus (SARS-CoV-2), although the risk is
significantly reduced compared to unvaccinated individuals.
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Who should be vaccinated against COVID-19?

Comirnaty® and Spikevax® are approved for persons 12 years and older.

STIKO recommends vaccination against COVID-19 for persons 12 years of age and older. Both mRNA
COVID-19 vaccines described here can be used for this age group.

Children and adolescents 12 to 17 years of age: STIKO now generally recommends vaccination with

MRNA vaccines for children and adolescents aged 12 years and older, that is, vaccination is no longer
essentially limited to children and adolescents with certain pre-existing conditions, since the benefits
of vaccination outweigh the risks. For the benefits and risks of vaccination, see also "How effective is
the vaccine?" above as well as "What types of reactions to the vaccine may occur after receiving the

vaccine?" and "Are complications possible due to the vaccine?" below.

Pregnant and breastfeeding women and unvaccinated women of childbearing age:

STIKO recommends COVID-19 vaccination with mRNA vaccines for pregnant women as well, since
pregnancy as such poses a risk factor for a severe COVID-19 course and since SARS-CoV-2 infections
in pregnant women increase the risk for pregnancy complications. In addition, the mRNA vaccines
protect very well against the COVID-19 disease during pregnancy, and according to current studies,
serious side effects do not occur more frequently after vaccination during pregnancy. Unvaccinated
pregnant women should receive the vaccine starting at the 2nd trimester (2nd trimester of
pregnancy). If the pregnancy was established after the first vaccination had already taken place, the
second vaccination should only be carried out starting at the 2nd trimester (2nd third of pregnancy).
At this time, it is not clear whether vaccination of a pregnant woman can also provide protection for
the baby.

STIKO explicitly recommends the COVID-19 vaccination for women of childbearing age, especially
those who wish to have children, in order to be protected in the 1st trimester (1st trimester of
pregnancy) in the event of a future pregnancy. Close contacts of pregnant women should also be
vaccinated against COVID-19 starting at the age of 12.

STIKO also recommends vaccination with mRNA vaccines for unvaccinated breastfeeding women.
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?

Children up to and including 11 years of age, for whom no vaccine is currently approved, 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 to postpone vaccination. Those with a hypersensitivity to a substance of a vaccine should not
be vaccinated — please inform the practitioner administering the vaccine if you have allergies prior to
being vaccinated. Any person who had an immediate allergic reaction (anaphylaxis) after the 1st
vaccination should not receive the 2nd vaccination.

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

An interval of at least 14 days from receiving other vaccines should be maintained; this does not
apply to dead vaccines, especially not to influenza vaccination (see above). 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 practitioner administering the vaccine. 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.

It is advisable to avoid extraordinary physical stress and competitive sport in the first days after
vaccination. In the event of pain or fever after the vaccination (see “What types of reactions to the
vaccine may occur after receiving the vaccine?”), analgesic/antipyretic medication can be taken. You
can consult with your family practitioner about this.
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What types of reactions to the vaccine may occur after receiving the vaccine?
Following vaccination with the mRNA vaccines, local and general reactions can occur as an
expression of the interaction of the body with the vaccine. These reactions occur most often within 2
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
pronounced to be mild or moderate and occur somewhat more frequently after the 2nd vaccination.

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 and 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.,
generalized 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) and vomiting has
been reported frequently (between 1% and 10%).

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 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 were frequently (between 1% and 10%) reported. Occasionally (between 0.1% and 1%),
itchiness developed at the injection site.

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
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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 (relating to all age
groups 12 years and older): Frequently (between 1% and 10%), redness, rash, and hives occurred at
the vaccination site, to some extent delayed, as well as a general rash. Occasionally (between 0.1%
and 1%), itchiness at the injection site and dizziness occurred.

Welche Impfreaktionen konnen nach der Impfung auftreten?

Nach der Impfung mit den mRNA-Impfstoffen kann es als Ausdruck der Auseinandersetzung des Kérpers mit dem Impfstoff
zu Lokal- und Allgemeinreaktionen kommen. Diese Reaktionen treten meist innerhalb von 2 Tagen nach der Impfung auf
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 etwas haufiger nach der
2. Impfung auf.

Comirnaty®:
Sehr haufig auftretende Impfreaktionen (bei mehr als 10 % der Personen) kénnen 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 und
Schuttelfrost (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 Schuttelfrost (mehr als 40 %),

Gelenkschmerzen und Fieber (mehr als 20 %).

In den Zulassungsstudien, die alle Studienteilnehmerinnen und Studienteilnehmer ab 12 Jahren berlicksichtigen, wurden
folgende Impfreaktionen bei weniger als 10 % der Personen berichtet: Haufig (zwischen 1 % und 10 %) traten Ubelkeit und
R6tung 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 Einfiihrung der Impfung wurde auRerdem sehr haufig (bei 10 % oder mehr) Gber Durchfall
und haufig (zwischen 1 % und 10 %) Gber Erbrechen berichtet.

Spikevax®:

Sehr haufig auftretende Impfreaktionen (bei mehr als 10 % der Personen) kénnen 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 Achselhdhle, Fieber, Schwellung und Rétung an der Einstichstelle (jeweils mehr als 10 %). Haufig
(zwischen 1 % und 10 %) wurde Uber allgemeinen Ausschlag sowie Ausschlag, Rotung oder Nesselsucht an der Einstichstelle
berichtet. Gelegentlich (zwischen 0,1 % und 1 %) trat Juckreiz an der Einstichstelle auf.

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

der Einstichstelle (mehr als 90 %), Kopfschmerzen und Midigkeit (mehr als 70 %), Muskelschmerzen (mehr als 50 %),
Schuttelfrost (mehr als 40 %), Schwellung oder Schmerzempfindlichkeit der Lymphknoten in der Achselhéhle und
Gelenkschmerzen (mehr als 30 %), Ubelkeit oder Erbrechen, Schwellung und Rétung an der Einstichstelle (mehr als 20 %)

sowie Fieber (mehr als 10 %).

Folgende Impfreaktionen wurden bei weniger als 10 % der Personen (betrifft alle Altersgruppen ab 12 Jahren) berichtet:
Haufig (zwischen 1 % und 10 %) traten R6tung, Ausschlag und Nesselsucht an der Impfstelle, teilweise verzogert sowie
allgemeiner Ausschlag auf. Gelegentlich (zwischen 0,1 % und 1 %) kam es zu Juckreiz an der Einstichstelle und zu Schwindel.

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 (Comirnaty®: 4 cases after
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administering the vaccine; Spikevax®: 3 cases after administering the vaccine and 1 case in the
control group). In all cases, the facial paralysis subsided after a few weeks. Such facial paralyses may
be causally related to the vaccination. Hypersensitivity reactions were observed in rare cases
(between 0.1% and 0.01%): Hives and 2 cases of facial swelling after administering Comirnaty® and 2
cases of facial swelling after administering Spikevax®.

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, since the introduction of vaccination, very rare cases of myocarditis and
pericarditis have been observed after administration of the mRNA vaccines. Such cases occurred
mainly within 14 days of vaccination, more frequently after the 2nd vaccination, and more often in
younger men. Some older persons or persons with pre-existing conditions died.

So far, several million doses of the mRNA-COVID-19 vaccines have been administered in Germany.
The adverse reactions previously reported to the Paul Ehrlich Institute after vaccination with mRNA
vaccines were mainly temporary local and general reactions. Anaphylactic reactions (immediate
allergic reactions) have been reported very rarely after vaccination with the two mRNA vaccines.
Cases of myocarditis or pericarditis have also occurred very rarely in children and adolescents as well
as in adults: Predominantly male adolescents and young men were affected during the first 14 days
after the 2nd dose of vaccine, and the illnesses were mostly mild.

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 family practitioner is naturally 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

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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haufiger nach der 2. Impfung und haufiger bei jingeren Mannern auf. Einige dltere Personen bzw. Personen mit

Vorerkrankungen verstarben.

Bisher wurden in Deutschland mehrere 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
voribergehende Lokal- und Allgemeinreaktionen. Anaphylaktische Reaktionen (allergische Sofortreaktionen) wurden sehr
selten nach Impfung mit den beiden mRNA-Impfstoffen berichtet. Falle von Herzmuskel- oder Herzbeutelentziindungen
sind sowohl bei Kindern und Jugendlichen als auch bei Erwachsenen ebenfalls sehr selten aufgetreten: Betroffen waren
Uberwiegend mannliche Jugendliche und junge Manner in den ersten 14 Tagen nach der 2. Impfstoffdosis und die
Erkrankungen verliefen zumeist mild.

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 Gberschreiten, steht Ihnen lhre Hauséarztin/Ihr Hausarzt selbstverstandlich zur Beratung zur
Verfligung. 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 Aufkliarungsmerkblatt bietet lhnen lhre Impféarztin/lhr Impfarzt ein Aufklarungsgesprach an.

Annotations:

Location, 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:

Signature of the legal representative (custodian, legal care provider or guardian)

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.
Anmerkungen:

Ort, Datum

Unterschrift der zu impfenden Person Unterschrift der Arztin/des Arztes

Bei fehlender Einwilligungsfahigkeit der zu impfenden Person:



https://nebenwirkungen.bund.de/
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Google Play App Store App Store Apple

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
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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)

— with mRNA vaccines —

(Comirnaty® from BioNTech/Pfizer and Spikevax®, formerly COVID-19 Vaccine
Moderna® 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:

(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

5. Has it been reliably proven that you! were infected with
the novel coronavirus (SARS-CoV-2) in the past? 0 Yes 0 No

If yes, when?

(After infection with SARS-CoV-2, vaccination is recommended 4 weeks to 6 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 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?

1 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) —with mRNA vaccine —

(Comirnaty® from BioNTech/Pfizer and Spikevax®, formerly COVID-19 Vaccine
Moderna® 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 | 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:
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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)

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 012 (as of 24 September 2021)



