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RELEVANT EXPERT CONTEXT OF VACCINATION IN THE CZECH REPUBLIC

1.  For the purpose of proceedings on the present applications the Government at the
time of communication of the applications requested an opinion from the relevant expert
societies existing in the Czech Republic, specifically the Czech Vaccinology Society, the Czech
Paediatric Society and the Association of General Practitioners for Children and Youth, as well
as the Czech Medical Chamber. They all very clearly favour keeping the existing system of
obligatory vaccination in the Czech Republic (see Enclosures 2 to 4).

2. Inits opinion, which was also joined by the Czech Paediatric Society (see Enclosure
2), the Czech Vaccinology Society, which is the key advisory body participating in the
development of the State’s policy in this field confirms the necessity of the extent of obligatory
vaccination under the existing regulations, noting inter alia:

“Vaccination is undoubtedly one of the most efficient preventive public health
measures (...) A considerable part of obligatory vaccinations was introduced around
mid-20th century. Since then, the incidence of and deaths caused by these vaccine-
preventable diseases have radically dropped. (...) The need for an early start of
vaccination is driven by the desire to protect newborns after birth as early as possible.
(...) Newborns and infants are very susceptible to infections. One part of their immune
system is not fully matured and it is desirable to enhance its maturation by neonatal
vaccination. Vaccines currently given at birth are able to activate the unimpaired
immune response in the newborn and bridge the time gap between the immature and
fully matured immune system function. Compared to other age groups, neonates and
infants suffer a higher frequency and complication rates of some infections, resulting
even in death in extreme cases. For this reason, an early vaccination is necessary.
Proper vaccination in line with the immunisation schedule prevents outbreaks of
infectious diseases and averts complications and deaths from these preventable
diseases in individuals as well as the entire population. (...)

ARGUMENTS FOR USING HEXAVALENT VACCINE IN THE CZECH
REPUBLIC

If a combined vaccine is available, the World Health Organization (WHO)
recommends preferential use of such a combined vaccine in order to reduce the
number of injections and multiple visits to the GP. WHO Position Papers —
Recommendations for Routine Immunization (...) can be regarded as the relevant
documents supporting the legitimacy of the current vaccination policy and obligatory
immunisation schedule. National supporting evidence then consists of surveillance
outcomes and the monitoring of the incidence of infectious diseases in the Czech
Republic conducted by the State Health Institute, including serological surveys
requested by the Ministry of Health.

Diphtheria, tetanus, pertussis, poliomyelitis (polio), hepatitis B and Haemophilus
influenzae type b infections are severe infectious diseases that can result in permanent
impairment, lasting ill effects and death, especially in newborns and infants.
Newborns’ immune system is not fully matured, in particular as regards the protective
mechanism against some bacteria causing invasive diseases (H. influenzae b.). The
used hexavalent vaccine contains antigens that help to override the immaturity of the
newborn immune system and protect the child against H. influenzae b infection. Since
the vaccine was introduced, the incidence of these infections has dropped to virtually
zero. Polio vaccination is part of the WHO’s global programme for polio eradication.
Thus, polio vaccination has been introduced globally. The legitimacy of pertussis
vaccination is based on the severity of the disease at a tender age as well as continuing
incidence of the disease in the Czech Republic and worldwide, accompanied by
multiple infant deaths reported in the Czech Republic. Diphtheria and tetanus
vaccinations are other well-established vaccinations recommended for their proved
vaccination effect resulting in a reduced risk of infection and a reduction in the disease



outbreak rate compared with the pre-vaccination period, and the recommendation is
based on the WHO’s unambiguous position on the introduction of this vaccination
into the individual national immunisation schedules. Diphtheria and tetanus incidence
is now under full control in the Czech Republic due to the introduction of vaccination.

The legitimacy of vaccination against viral hepatitis B is based on the WHO’s
position recommending three doses of the vaccine as a routine immunisation
programme for all children. The most serious sequelae of the disease are observed in
infants. Infants infected during the very early childhood develop chronic infections in
90% of cases and become permanent carriers of the disease. Moreover, they face a
higher risk of liver cancer development later. Infants are extremely susceptible to
infectious diseases and the hepatitis B virus exhibits about a 100 times higher
contagiousness than HIV. The virus can commonly be spread within the family by
exposure to infected blood due to injury caused by bloodstained objects. Vaccination
legitimacy is supported by evidence in countries with a proved reduction in the disease
outbreak rate compared with the pre-vaccination period. A constant drop in the disease
incidence is also observed in the Czech Republic, as supported by the surveillance
data from the EPIDAT system of the State Health Institute. (...)

ARGUMENTS FOR USING COMBINED MEASLES-MUMPS-RUBELLA
(MMR) VACCINE IN THE CZECH REPUBLIC

Measles, mumps and rubella (MMR) are viral diseases predominantly causing
erythematous skin rash or parotitis, with concurrent complications, of which
meningoencephalitis and meningitis are the most serious. Before the introduction of
the mandatory measles vaccination, several thousands of cases were reported every
year, with almost the same incidence of mumps and rubella.

In Asian and African countries, and recently also in Western Europe, measles are still
affecting morbidity rates significantly. Infant deaths due to measles amounted to
770,000 cases in 2000. Measles complications include pneumonia; either caused by
measles virus itself, or, in more than 50% of cases, by secondary bacterial infection
with fatal outcomes in predisposed immunocompromised individuals due to the
immunosuppressive effect of the virus on the organism. Pneumonia developed
predominantly in infected newborns and caused more than 60% of deaths associated
with measles. Less frequent complications include enteritis or encephalitis. A very
rare but severe complication is subacute sclerosing panencephalitis (SSPE), a form of
progressive fatal brain inflammation preceded by a persistent infection with measles
virus. Treatment for measles is limited to symptomatic care, with specific antiviral
therapy unavailable.

Before the global introduction of measles vaccination in 1963, 135 million cases and
6 million deaths due to measles were reported globally every year.

Over the last ten years, only a few or at most dozens of measles cases have been
reported in the Czech Republic, often imported from countries with low immunisation
coverage. However, at the beginning of 2014, measles broke out locally in the Usti
nad Labem Region, with 186 cases reported and laboratory confirmed between
February and August 2014 and with total of more than 200 cases in the Czech
Republic; the affected individuals were not vaccinated or received only one dose of
measles-containing vaccine. No deaths due to measles have been reported in the
Czech Republic since 1980, while 20 deaths due to measles were recorded as late as
1971.

Mumps virus mostly affects salivary glands, gonads, the nerve system, and pancreas.
Orchitis is a frequent complication particularly in adolescent boys, manifest in 15-
40% of post-pubertal boys according to different studies. Ischemic orchitis can result
from bilateral orchitis due to oedema and ischemisation of the testes tissue and thus
testicular atrophy, which can even result in sterility of the affected individual.

Mumps are a severe complication in pregnancy; spontaneous abortion has been found
to occur in more than 25% of pregnant women exposed to mumps during their first



trimester. A study carried out on a large cohort of pregnant women revealed a higher
number of spontaneous abortions during the first trimester in a group of mumps
patients compared with a rubella patient group. Other complications occurring less
frequently in both women and men include aseptic meningitis, encephalitis,
pancreatitis, unilateral deafness, and oophoritis in women. Treatment for mumps is
limited to symptomatic care, with specific antiviral therapy unavailable.

In the pre-vaccination era, the incidence of mumps was high; normal incidence was
more than 100 cases per 100,000 individuals per year. A comparison of mumps
incidence in some European countries, between the pre-vaccination era (1977-1979)
and after the introduction of vaccination (1993-1995), shows a fall in the number of
cases from hundreds of cases to a few cases per 100,000 individuals per year, i.e.
incidence has frequently fallen by more than 99%, especially when vaccine was
administered under a two-dose schedule.

Rubella is a mild viral disease affecting susceptible children and adults and
accompanied by only sparse complications — thrombocytopenia (1/3,000 cases) and
encephalitis (1/6,000 cases). The major complication of rubella is its teratogenic effect
- when pregnant women contract the disease during gestation, the virus can be
transmitted to the foetus through the placenta. The foetus is endangered by maternal
rubella infection mainly in the first 12 weeks of gestation. In these women, rubella
infection may result in an increased rate of miscarriages, foetal deaths or severe
developmental abnormalities of the foetus, with permanent disabilities of the affected
child. Most of the developmental abnormalities are congenital defects due to the
congenital rubella syndrome (CRS). The CRS comprises auditory, ophthalmic,
cardiac and neurologic defects. The CRS-affected childbirth is classified as an
exceptional incidence that must be notified to the competent authorities and the WHO.
Treatment for the CRS is limited to symptomatic care, with specific antiviral therapy
unavailable.

Before rubella vaccine was implemented in immunisation schedules the CRS
incidence was 0.1-0.2/1,000 newborns, rising up to 0.8-4.0/1,000 newborns during
rubella outbreaks. For example, during the epidemic in the US between 1964 and
1965, 12.5 million cases were reported, affecting 6.5% of the US population. Of those,
more than 20,000 children were born impaired or disabled as a result of the CRS. Due
to the CRS, 8,000 deaf children, 3,580 deaf-blind children and 1,800 mentally retarded
children were reported! In addition to the CRS, more than 2,000 cases of encephalitis
were reported and the infection resulted in more than 11,250 abortions. In 2013, 132
countries had rubella vaccination, and 12 other countries planned to introduce rubella
vaccines during 2013-2015. Vaccination protects against rubella infection and the
dreaded congenital rubella syndrome. In advanced countries, the incidence of rubella
is reported in 1.3/100,000 cases. Several cases of the CRS were reported in the Czech
Republic in 2011; however, the children were born to mothers of the Vietnamese
origin who had probably contracted the disease back at home, hence the infection was
imported.

The MMR vaccine still remains the most powerful and the most important preventive
measure for protecting against these infections, producing universal immunisation and
a high level of herd immunity due to high vaccination coverage, which prevents the
transmission of the infectious agens in the population.

Due to the almost total absence of the disease at the beginning of the 21st century,
child vaccination rates have fallen in some European countries, resulting in renewed
measles outbreaks that have persisted in varying degrees of severity up to the present
time. In European countries, the highest incidence of measles over the last four years
was recorded in Bulgaria with 22,005 cases in 2010 and in France with 15,206 cases
in 2011. In 2013, 20,007 cases of measles were recorded in European countries and
the figure was 16,159 in 2014. Vaccination is the most powerful preventive measure
in protection against measles; outbreaks can occur with vaccination coverage falling
below 95% nationally.



The goal of worldwide vaccination against measles and other infections was a part of
the three-step Expanded Programme on Immunization (EPI) initiated in 1974. A
significant drop in the incidence of these diseases was subsequently observed in
countries that introduced routine immunisation schedules, often by more than 99%.
The WHO’s current vision regarding measles and rubella is set out in the Global
Measles and Rubella Strategic Plan 2012-2020 aiming at ensuring the eradication of
these diseases in at least five of the six WHO Regions and a high routine vaccination
coverage of 95% in every country by the end of 2020. (...)

An extensive study published in 2015 did not show any evidence of an association
between a higher risk of autism or autistic disorders in children and the MMR vaccine,
and did not even prove a higher risk of autism in a vaccinated child in families with a
familiar autism burden (older autistic sibling). The current MMR vaccination
legislation appears to be the optimum for the protection of public health and health of
individuals. (...)

WHAT NEGATIVE CONSEQUENCES WOULD EMERGE SHOULD THE
CHILD IMMUNISATION SCHEDULE BE IGNORED

Routine vaccination in line with the recommendations of each particular country’s
competent medical authorities is very important for the protection of public health and
health of individuals. Any failure to follow the immunisation schedule is dangerous
for both the individual, in whom it increases the risk of damage to health and even
death caused by a preventable infectious disease in extreme cases, and for the entire
population if a higher percentage of children are not properly vaccinated. Should
vaccination coverage even only slightly decline and the non-immune population
percentage rise, disease outbreaks can reappear even for diseases that are no longer
common nowadays (measles, rubella). Vaccinated children are also endangered in
such case, because no vaccine possesses a 100% preventive effect and in the event of
an epidemic, also a small percentage of vaccinated individuals are bound to contract
the disease. (...)

Routine immunisation schedules are based on recommendations of health institutions
and expert panels composed of experts in many specialised medical fields (virology,
microbiology, medical statistics, and epidemiology). The experts are qualified to
assess vaccination studies, their safety and effectiveness, and the need for them in
certain population segments. Clear evidence of the effectiveness and safety of the
immunisation scheme is clearly established before vaccine approval. For other than
recommended immunisation schemes, no or only limited data are available. Non-
standard immunisation schemes therefore offer lower guarantees of vaccine
effectiveness and safety. An immunisation schedule also reflects the epidemiology of
the disease. Any non-compliance with the immunisation schedule in terms of delaying
vaccination exposes the child to the risk of the disease affecting the child at an age of
the highest susceptibility to the disease and its complications. On the other hand,
changes in immunisation schedules have no benefits. At the cost of an increased risk
of a potentially severe or life threatening disease, failure to follow the vaccination
schedule (i.e. delays in vaccination) does not reduce the risk of the undesirable side
effects of the vaccine and has no benefit for the child. Obligatory vaccination reduces
hospitalisation and death rates related to preventable infectious diseases.

The risks associated with neglecting the routine immunisation scheme can be
considered either from the perspective of higher risks for unvaccinated or
insufficiently vaccinated individuals or from the perspective of the entire population.

An individual who is not properly vaccinated is at the following risks:

1. The child is not protected against the particular disease during the period when the
immunisation scheme is not followed. This is the most important problem related to
ignoring the immunisation schedule.



2. Interrupted or delayed vaccination can cause more side effects. Thus, risk of health
damage caused by the vaccine is not reduced by delaying vaccination (as wrongly
thought by many laymen), but increased.

For unvaccinated or incorrectly vaccinated individuals, the risk of being infected with
a preventable infectious disease and of the related complications is determined by
many factors. Regarding diseases transmissible between humans, the population
immunity, measured largely as global vaccination coverage (percentage of
vaccinated individuals in the population) is one of the most important factors.
The mechanism called herd immunity works in this case. Unvaccinated
population therefore constitutes a risk to anyone by enabling the spread of the
disease in society. When the disease reaches a certain infection rate, the
probability of contact with infectious agens increases for all and the infection can
then spread across the population. Vaccinated individuals can then also be
infected during an outbreak. However, this is not a proof of ineffectiveness of the
vaccine. Not every single vaccinated person is perfectly protected by the vaccine.
Despite disease attacks, vaccinated persons can be expected to suffer a milder
form of the disease than unvaccinated persons. Nevertheless, not even this rule
applies absolutely. It is not possible to determine in advance the children in
whom the vaccine will not be sufficiently efficacious, with the exception of
children suffering from severe chronic diseases who are at a higher risk of
contracting infectious diseases and the related complications despite proper
vaccination. It is these children who are most dependent on herd immunity.

In general, an unvaccinated individual in a population with extensive vaccination
coverage is at a lower risk of infection (and thus death) than a properly vaccinated
individual in a population of insufficient vaccination coverage. Children suffering
from severe chronic diseases for whom vaccination is ineffective or
contraindicated constitute the most endangered group. This can be regarded as
one of the most important arguments for maintaining obligatory vaccination.
Examples of particular diseases can be used for better understanding. Obligatory
vaccination against measles is in place in the Czech Republic. Most of the children
are properly vaccinated in line with the immunisation schedule. This does not imply
that all of them are protected against measles. More than 100,000 children are not
vaccinated against measles because they have not yet reached the age for vaccination.
Some of them are not susceptible to measles thanks to antibodies obtained from their
mother by placental transport. However, a significant proportion of children are
susceptible. The first dose of the measles vaccine is inefficient in 2-5% of children,
thus generating 5,000 more susceptible children (when the second dose of vaccination
is administered at the age of two). Vaccination against measles is contraindicated in
many children, which is established either correctly for severe immunodeficiency, or
incorrectly based on other health complications. This generates another few thousands
of susceptible children. Nevertheless, there are almost zero incidences of measles in
the Czech Republic thanks to high vaccination coverage, despite the large number of
susceptible children, because they cannot be infected by others.

Optimal vaccination of most of the population thus also protects the remaining small
percentage of unvaccinated population. High vaccination coverage helps to achieve
herd immunity and to break the measles transmission chain in the population (the virus
has no way of spreading in the population). A child is at a much higher risk in a
population of suboptimal vaccination coverage. This can be easily demonstrated on
diseases that are not under obligatory vaccination in the Czech Republic. For instance,
only a minority of children are vaccinated against rotavirus or chickenpox in the
Czech Republic. Low vaccination coverage cannot prevent infection transmission and
outbreaks of the disease when even vaccinated children can be infected since
vaccination is never 100% effective. Unvaccinated children in unvaccinated
populations are at the highest risk of the disease. For this reason, tens of thousands of
chickenpox and rotavirus cases are recorded in the Czech Republic every year,
together with thousands of infant hospitalisations associated with rotavirus infections.



A small percentage of vaccinated children can also be found among them. Rotavirus
and chickenpox infections are extremely frequent diseases, but they are accompanied
by very low mortality rates in a highly advanced health sector. Deaths due to
chickenpox and rotavirus are extremely rare (though unnecessary). But let us revert
to measles again. Measles death rates are about 1/1,000. Thus, if children are not
routinely vaccinated and thousands of cases occur every year, we will also have
frequent deaths of children. We do not have to look very far for evidence. Children
are routinely vaccinated against measles under National Immunisation Programmes
probably in all countries of the world and certainly in all European countries.
However, a percentage of children remain unvaccinated in countries with relaxed
mechanisms for enforcing compliance, and measles outbreaks with thousands of cases
and unnecessary child deaths are therefore reported in many European countries,
including Germany, so close to us, even at present. If the immunisation scheme is not
followed, it is only a matter of time when measles also spread into the Czech Republic,
with outbreaks and unnecessary child deaths. (...)

SUMMARY

(...) Obligatory vaccination demonstrably secures high global vaccination coverage
and averts human deaths and economic losses.”

3. The Government also obtained an opinion from the Chief Medical Officer of the
Czech Republic for the purpose of the proceedings on the present applications, who refers to
the following medical context of the term “herd immunity”:

“The term ‘herd immunity’ is used by different authors in a variety of meanings. In
addition to the term herd immunity we can also come across terms such as ‘community
protection’, ‘population immunity’ or ‘population protection’. Several different
definitions can be found in scientific literature.

The term herd immunity describes a special immunity phenomenon occurring when a
significant proportion of a population is vaccinated against a specific disease, thereby
providing a measure of indirect protection for individuals who have not been
vaccinated or in whom immunity gained by vaccination has not developed [National
Institute of Allergy and Infectious Diseases: Community Immunity (‘Herd’
Immunity), 2010]. The indirect protection of unvaccinated individuals results from
the herd immunity acquired and is only possible in the case of human-to-human
transmitted contagious diseases. Herd immunity is closely related to vaccination
coverage. Herd immunity for a particular disease occurs when a certain vaccination
coverage rate is achieved. Vaccination coverage rates can differ for particular diseases
and are not fixed for every single disease. For measles, for example, the vaccination
coverage rate necessary to reach herd immunity has been estimated at > 95% (Bulletin
of the World Health Organization 2009), and 85% for diphtheria (Tiwari TSP,
Wharton M: Diphteria toxoid. In: Plotkin SA et al., Vaccines, 6th edition, 2013,
Elsevier, pp. 153-166.). We can consider herd immunity for every contagious disease
that can be human-to-human transmitted; however, the herd immunity threshold
differs from disease to disease. Herd immunity benefits have been proved in cases of
measles, mumps, pneumococcal disease and others. Another possible definition refers
to a particular proportion of immune individuals in a population who have gained their
immunity from vaccination [John TJ, Samuel R: Herd immunity and herd effect: new
insights and definitions. Eur J Epidemiol. 2000; 16(7):601-6]. Thus, herd immunity
strongly depends on the vaccination coverage rate. If vaccination coverage rates fall,
herd immunity for the particular disease can be lost, and vice versa. Scientific medical
data do not describe herd immunity [unlike the description provided by the anti-
vaccination parents in the Czech Republic] as a statistically defined threshold that is
necessary for the pathogen to be no longer epidemically self-spreading in the
population. Herd immunity cannot affect pathogenicity of the infectious agens, but it
can lower the spread rate of the disease within a population, or it can eventually lead
to the elimination of the infectious agens from a population, and it can decrease
infection incidence among those unvaccinated (e.g. individuals with an



immunodeficiency or who cannot be vaccinated for medical reasons). Indirect effects
can be quantified as disease incidence rates fall among unvaccinated individuals.

Herd immunity is not expressed as a percentage; vaccination coverage is given as a
percentage. The threshold level of herd immunity depends on two factors, the
vaccination coverage rate and vaccination efficacy. Since current vaccines used for
general vaccination have been shown to be highly efficacious, proper vaccination
coverage is the key to achieving the threshold level of herd immunity and decreasing
the transmission of infectious agens within a population. The [Czech anti-vaccination
parents’] calculation showing herd immunity reaching just 30% with a 100%
vaccination coverage rate is completely unrealistic. The time-dependent decline of
serum antibodies levels (which is the fastest during the first year from vaccination,
followed by relatively slowly declining serum antibodies levels — the ‘plateau’ phase)
does not yet entail a loss of acquired immunity. The loss of immunity occurs when
the antibodies levels fall below a limit, referred to as the protective level. For some
vaccinations, the loss of immunity does not occur even when antibodies drop because
of the existence of memory cells. In the case of diseases that can affect an individual
during the whole childhood or even up to adulthood, regular booster vaccination
responding to the decline of antibodies is carried out. Herd immunity would not occur
in a population with 100% vaccination coverage only for vaccines of extremely low
efficacy. No vaccine of such an extremely low efficacy has been authorised and
registered for regular immunisation in the Czech Republic.

The occurrence of a single unvaccinated individual will certainly not jeopardise herd
immunity. However, if the vaccination coverage rate dramatically falls, for example,
should the measles vaccination coverage decline to less than 95%, herd immunity
threshold would not be achieved. Transmission of infectious agens within the
population can increase and incidence of new cases of the disease can rise. This
phenomenon has been confirmed by the recently increased incidence of measles i[n
the United Kingdom] caused by a loss of herd immunity due to the insufficient
vaccination coverage [Health Protection Agency (HPA). Confirmed measles, mumps
and rubella cases in 2007: England and Wales. Health Protection Report. 2008;2(8).
22 January 2008; Health Protection Agency (HPA). Confirmed measles cases in
England and Wales, January 2008 to February 2009. Health Protection Report.
2009;3(13)].”
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CESKA VAKCINOLOGICKA
SPOLECNOST CLS JEP

V Hradci Kralové dne 6. listopadu 2015
Ministerstvo spravedlnosti
Kancelar viadniho zmocnénce pro zastupovani CR
pfed Evropskym soudem pro lidska prava
JUDr. Vit A. Schorm
VIadni zmocnénec
VySehradska 16
128 10 PRAHA 2

Véc: Stanovisko Ceské vakcinologické a Ceské pediatrické spoleénosti k povinnému oékovani a
rozsahu oékovani v Ceské republice

Vazeny pane doktore,

na zakladé Vasi zadosti ze dne 7.10. 2015, vedené pod Vasim ¢.j.: MSP-18/2015-KVZ-ST/15, Vam
zasilame stanovisko vyboru Ceské vakcinologické spoleénosti CLS JEP k povinnému ockovani v CR a
stanovisko k nezbytnosti zavedenych ockovani jako sou€ast pravidelného ockovani. K tomuto
stanovisku se zcela jednoznaéné pfipojila také Ceska pediatricka spoleénost CLS JEP.

V Ceské republice se povinné o¢kuje proti deviti zakladnim onemocnénim. Jsou to zaskrt, tetanus, éerny
kaSel, détska prenosna obrna, virova hepatitida typu B, onemocnéni vyvolana bakterii Haemophilus
influenzae b, zardénky, spalni¢ky a pfiusnice.

Legislativni ramec

Ustavni soud svym nalezem sp. zn. Pl. US 19/14 ze dne 27. ledna 2015, hodnotil samotnou moZnost,
resp. Ustavnost povinného ockovani obyvatel, a to pfedevSim déti. Zakonna povinnost povinného
oCkovani je zaloZzena zakonem €. 258/2000 Sb., o ochrané vefejného zdravi, ve znéni pozdgjSich
predpisu (dale jen ,,Zakon o ochrané vefejného zdravi®), konkrétné v § 46. V tomto ustanoveni je
stanoveno, Ze ,Osoby se jsou povinny podrobit, v provadécim pravnim predpisu[1] upravenych
pfipadech a terminech, stanovenému druhu pravidelného o¢kovani.“ Ustavni soud ma za to, Ze zakonna
i podzakonna uprava povinného ockovani je veskrze v pofadku a stanoveni této povinnosti nezasahuje
do prava jednotlivce takovym zplsobem, Ze by pfedmétné ustanoveni Zakona o ochrané vefejného
zdravi bylo nutné zrusit. Ustavni soud v8ak v tomto nalezu zarovern vyjadiil obiter dictum ohledné
absence odpovédnosti statu za Skodu zplsobenou jednotlivci pravé povinnym ockovanim. Dle jeho
nazoru je nezbytné, aby pravni fad Ceské republiky takovéto ustanoveni obsahoval. To je nézorem i
Ceské vakcinologické spolecnosti a je nezbytné urychlené obdobny fond vytvofit.

Jako zasadni se jevi otazka vypofadani se s ustanovenim €&l. 7 odst. 1 Listiny zakladnich prav a svobod,
ktery stanovi, ze ,Nedotknutelnost osoby a jejiho soukromi je zaru€ena. Omezena muzZe byt jen v
pfipadech stanovenych zakonem.“ Zakon o ochrané vefejného zdravi obsahuje pouze toliko obecné
ustanoveni o povinném ockovani, ale jiz nikterak nevymezuje konkrétni nemoci, pfipadné alespon
kritéria, dle kterych jsou tato oCkovani vybirana. S ohledem na znéni a vyklad ¢&l. 7 odst. 1 Listiny



CESKA VAKCINOLOGICKA
SPOLECNOST CLS JEP

zakladnich prav a svobod je vymezeni povinného oCkovani podzakonnym pfedpisem je napadana jako
nedostateCna. Zde se domnivame, Zze model Vyhlasky je naprosto korektni a prakticky realizovatelny.
Ockovaci kalendafr neni dogmatem a na zakladé prubézné analyzy a vyvoje souasného stavu poznani
se pribézné aktualizuje. To mize vést i k meziroénim zménam. Kazdoroéni zmény zakonné normy
nejsou prilis realné.

Verejno — zdravotnické opatreni a jeho vyznam

Oc¢kovani je nepochybné jedno =z neju€inngjSich preventivnich vefejné-zdravotnickych opatfeni.
Nejsnaze je mozno obecny dopad dokumentovat na ockovani proti invazivnim hemofilovym
onemocnénim. Invazivni onemocnéni vyvoland H. influenzae typu b je se vyskytuji naprosto
dominantné do 5 let véku. Proto je pomérné jednoduché ukazat, zda vakcinace funguje nebo nikoliv. Jiz
za 5 let po zavedeni plosného o¢kovani u nejmensich déti dojde k tomu, Ze tato onemocnéni prakticky
prestavaji existovat. To dokumentuje i nasledujici graf z Ceské republiky. Podobny efekt u jinych
infek&nich onemocnéni v kratkém Casovém horizontu neni jednoduché prokazat a nejhlfe v tomto
ohledu dopada o¢kovani proti karcinomu délozniho €ipku, kdy se populaéni efekt v plném rozsahu muaze
projevit s odstupem az nékolika desitek let po zahajeni ploSného ockovani.
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Povinnost nebo nepovinnost

Bez ohledu na povinnost €i nepovinnost o¢kovani v jednotlivych systémech panuje shoda na tom, Ze je
tfeba dosahnout maximalni prooCkovanosti. V systémech s povinnosti je vy$8i proockovanost. Nase
prooCkovanost, alespon administrativni, je velmi vysoka (98%). OvSem zcela spolehliva data
Z poslednich let nejsou k dispozici. Zcela jisté vSak vime, Ze dobrovolna o€kovani u nas nevedla nikdy
k srovnatelné prooCkovanosti (napf. tragicka proockovanost proti chfipce ve srovnani s jinymi zemémi
Evropy i experimentalné zavedené plosné, hrazené, ale dobrovolné ockovani proti pneumokokim, kdy
prooCkovanost postupné klesa nékam k 75%). ProoCkovanost vuci zaskrtu, tetanu, ¢ernému kasli Ci
détské obrné je v zapadnich zemich rovnéz velmi vysoka. Obrovskym problémem je v8ak oCkovani proti
spalnickam, kde jsou na tom nejhlife ve Franci, Holandsku a Velké Britanii a spalnic¢ky v téchto zemich
jsou nepopiratelnou hrozbou.

Povinnost ockovani neni unikatni pro stfedni a vychodni Evropu. Existuje celosvétové. V raznych
systémech je povinnost pfima & nepfima, prostfednictvim napf. omezeni vstupu neokovanym do
kolektivu. Cilem povinného ockovani jisté neni poskodit ockované déti, ale naopak je ochranit. Lékar
odbornik bude mit vzdy vysSi informovanost a schopnost posouzeni rizik pro dané dité nez rodi¢
Cerpajici z ne vzdy validnich zdroji.

Priklady povinného oc¢kovani déti ve svété:

Belgie: povinné polio, i daldi o¢kovani je nutné pro nastup ditéte do Skolky.

Francie: povinné polio, tetanus, difterie, ostatni jen doporuéené, nevyZzadované ve Skolce.

Némecko, Velka Britanie, Irsko, Rakousko: jen doporuc¢ena ockovani hrazena statem, nejsou
podminkou pfijeti do Skolky. Pokud se ve Skolce objevi onemocnéni, proti kterému dité neni ockovano,
je vS8ak takové dité ze Skolky preventivhé vylouCeno do doby, neZ riziko infekce pomine (Némecko,
Rakousko).

USA: Bez povinnych o¢kovani neni dité pfijato uz do Skolky (vdechny vakciny, v€etné planych nestovic,
hepatitidy A). ProoCkovanost se napfiklad kontroluje i pfi nastupu na vysokou Skolu a aktivni ockovani si
musi zajistit i pfijizdéjici zahranicni studenti.

V nékterych zemich o&kovani neni podminkou vstupu. Nicméné pokud se ve Skolce objevi nemoci, proti
kterym dité neni oCkovano, je ze Skolky vylou¢eno do doby, nez riziko infekce pomine. Takto otazku
povinného ockovani fedi napfiklad v sousednim Némecku a Rakousku. Néktefi |€ékafi v Némecku maji
pro déti s odmitnutym ockovanim vyhrazené samostatné ordinac¢ni hodiny tak, aby se v ¢ekarnach
nepotkavali s ockovanymi d&tmi. V jinych zemich, napf. ve Svédsku maiji Iékafi ze zakona povinnost
nabizet a doporucovat ockovani. Zplsoby, jak dosahnout vysoké proockovanosti, se tedy v jednotlivych
zemich lisi a v Ceské republice byl zvolen pfistup povinného oékovani proti zakladnim onemocnénim.

Praktické dopady

Podtem détského oCkovani se nijak neliSime se od rozvinutych zemi, kde je ochrana zdravi populace
prioritou. Znacna €ast povinnych ockovani byla zavedena kolem poloviny 20. stoleti. Od té doby vyskyt i
pocCet umrti na nemoci, proti kterym se zacalo ocCkovat, radikalné klesl. Pfehled vyskytu vybranych
onemocnéni pfed a po zavedeni oCkovani je vidét z nasledujici tabulky.
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Pfed ockovanim Po ockovani
Onemocnéni Pocet PocCet umrti | Pocet Pocet umrti
nemocnych nemocnych
Zaskrt 9000 300 jednotky 0
Spalni¢ky 50000 50 10 0
Cerny kasel 34000 80 stovky 3
Détska obrna 600 50 0 0

Tento pokles vyskytu vybranych infek&nich onemocnéni je klinickym ovéfenim ucinnosti pravidelného
ocCkovani v praxi, v redlném pouzivani.

Na Cerny kasel po zavedeni povinného oCkovani zemfrely v poslednich letech tfi déti. Vzdy se ale jednalo
o kojence, ktefi jesté neméli dokon&ené povinné oCkovani. Diky zavedeni o¢kovani proti Haemophilus
influenzae typu b vroce 2001 prakticky nevidime zavazné zanéty mozkovych blan nebo pfiklopky
hrtanové, které se v 90 % vyskytovaly pravé u pfedskolnich déti. Pravé diky ofkovani mame dnes pod
kontrolou zaskrt, tetanus, spalni¢ky, pfiusnice, zardénky, pfenosnou obrnu a dalSi dfive zavazna
onemochéni.

V¢asné zahajeni oCkovani se odviji od potfeby chranit kojence co nejdfive po narozeni. | u nas mame
bohuzel pfipady, kdy umiraji novorozenata na Cerny kasSel, protoZze se nakazi, jesté nez dokonéi
oc¢kovani. Malé déti jsou vici infekEnim onemocnénim velmi vnimavé. Jedna ze slozek jejich imunitniho
systému neni jesté plné vyzrala a je potfeba tuto nezralost posilit o€kovanim. Sou€asné ockovaci latky
umi aktivovat tu zralou ¢ast imunity a tim preklenout nedostate¢ny vykon imunity do doby piné zralosti.
Nékteré infekce se u kojenct a malych déti vyskytuji Castéji nez v jinych vékovych kategoriich, vedou
také Castéji ke komplikacim a v krajnim pfipadé az k umrti. Z tohoto divodu je nutné déti o¢kovat véas.
Radné, pravidelné ockovanim podle platného ockovaciho kalendafe predchazi vyskytu infekénich
onemocnéni, komplikacim i umrti, jak na urovni jednotlivce, tak celé populace.

Dosazeni vysoké proockovanosti u nové zavadénych ockovani zavisi na spravném nastaveni systému a
motivaci vSech zu&astnénych. Jinak fungoval systém v obdobi pfed rokem 1989, jeho postupny vyvoj
smeéfujici k vétsi liberalizaci vS8ak nemuze znamenat Uplné rozvolnéni. Zajem ochrany vefejného zdravi
ma mit své fungujici nastroje pro navozeni atmosféry motivujici vSechny zu¢astnéné k o¢kovani. V roce
2010 bylo zavedeno poprvé plosné hrazené nepovinné oCkovani. Netykalo se jen definovanych
rizikovych skupin, ale bylo umoznéno viem détem v prvnich mésicich Zivota. CR vzdy patfila mezi
zemeg, kde bylo rychle dosaZzeno vysoké prockovanosti pfi zavedeni novych oCkovani. Ukazuje se ale, Ze
jinak tomu je v pfipadé ocCkovani nepovinnych a to i v situaci, kdy jsou ocCkovaci latky hrazené.
Zachovani vysoké prooCkovanosti, otazka uhrady novych dostupnych oCkovani a diskuse s odparci patfi
v souCasnosti k nejaktualngjsim tématim.
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Historie oékovani v CR

Prvni ogkovani v Cechach proti variole u déti bylo zahajeno v roce 1800, v roce 1803 bylo vydano
nafizeni Kralovského gubernia o provadéni vakcinace. Prvni skuteény zakon o povinném ockovani proti
nestovicim vySel u nas v roce 1919. Vroce 1965 pfipravilo shromazdéni Svétové zdravotnické
organizace (WHO) program eradikace nestovic. Za 12 let bylo mozné konstatovat, Ze se eradikacni
program podafil. V tehdejsim Ceskoslovensku se prestalo o¢kovat v roce 1980, na celém svété v roce
1986. Je dobreé si pfipomenout, jak dlouho trvalo, nez bylo mozné vyhlasit eradikaci neStovic. | u nas
pred pfijetim prvniho zakona existovali odpUrci o€kovani, ackoli hrozilo vysokeé riziko nakazy zavaznym a
Casto smrtelnym onemocnénim. U déti do 5 let se smrtnost pohybovala mezi 80-98%.

Zavadéni dalSich o¢kovani nasledovalo az v povaleéném obdobi — o¢kovani proti zaskrtu od roku 1946,
proti tetanu od roku 1952 a proti tuberkuléze od roku 1953. Oc¢kovani proti détské obrné (poliomyelitidé)
zahdjila naSe zemé plosné jako jedna z prvnich na svété v roce 1957. Stali jsme se tak také jednim
Z prvnich statl, z nichz poliomyelitida zcela vymizela. Divoky virus vSak dosud z populace nevymizel.
Vale¢né konflikty a viny migrujiciho obyvatelstva, to vSe stale globalni eradikaci oddaluje.

Ockovani proti ¢ernému kasli (pertusi) bylo u nas zavedeno v roce 1958 a to zvolenou trojkombinaci
vakciny (DTP). Zavedeni oCkovani proti virovym exantémovym nakazam trvalo podstatné delSi dobu.
Nejprve to byly spalnic¢ky v roce 1969, zardénky od roku 1982 a nasledné v roce 1987 ocCkovani proti
pfiusnicim. V roce 1989 byla pouzivana jiz kombinovana vakcina proti spalnickdm a pfiudnicim
(Mopavac), proti zardénkam se ockovalo samostatné. Teprve v roce 1995 byla zavedena kombinovana
trojvakcina naseho vyrobce s obchodnim nazvem Trivivac, kterou byly poprvé oCkovany déti narozené
v roce 1994.

Po prvnim ukon&eném ploSném ocCkovani proti variole pfichazi dalsi az v roce 2010, kdy bylo zruseno
plodné ockovani proti tuberkuléze (TBC), ponechany ale byly rizikové skupiny déti, na zakladé rizika
pobytu rodi¢l na uzemi s vy$Sim vyskytem tohoto onemocnéni nad 40 pfipadd na 100 000 obyvatel
nebo na zakladé vyskytu TBC v roding. Poprvé tak prestaly byt oCkovany déti narozené po datu
incidenci tuberkuldézy. V roce 2013 bylo hlaSeno do Registru tuberkulézy celkem 502 onemocnéni
tuberkulézou vsech forem a lokalizaci, tj. 4,8 pfipadu na 100 000 obyvatel. V porovnani s pfedchozim
rokem jde o vyrazny pokles hlasenych pfipadu.

Zmény ockovaciho kalendare po roce 2000

Vroce 2001 bylo zavedeno povinné ockovani proti invazivnim hemofilovym nakazam vyvolanym
Hemophilus influenzae typu b (Hib) a oCkovani proti hepatitidé B. Vlastni oCkovani bylo realizovano
kombinovanou tetravakcinou s celobuné&énou slozkou proti pertusi (DTP-Hib) a monovalentni latkou proti
hepatitidé B. Nova tetravakcina francouzského vyrobce se pfi vstupu na nas trh setkala s komplikacemi.
Lékafi hlasili zvySeny pocet lokalnich reakci. Po dohodé s vyrobcem byla do baleni oCkovaci latky
pfidana dalSi jehla slouzici k vlastni aplikaci vakciny s cilem zlepSit compliance vlastniho o¢kovani. DalSi
novinkou byla i simultanni aplikace vice ockovacich latek v jeden den. Jednalo se o kombinaci
tetravakciny s oCkovaci latkou proti hepatitidé B spolu s peroralni aplikaci vakciny proti poliomyelitidé.

Vroce 2001 tak byl realizovan novy ockovaci kalendaf, ktery u déti znamenal celkem 18 aplikaci
riznych ockovacich latek do 15 - ti let. Teprve zavedeni pfeockovani proti pertusi, aplikované spolu
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s boosterem proti tetanu a preoCkovanim proti poliomyelitidé v jedné davce dTp-IPV vakciny od roku
2009, znamenalo opét zjednoduSeni ockovaciho kalendafe. To také nastalo postupné, vstupem
kombinovanych vakcin na privatni trh v CR a zavedenim kombinované hexavakciny do o&kovaciho
kalendare déti narozenych od 1. 1. 2007. Soucasti této zmény a jejim motorem byl také pfechod z oralni
(zivé) ocCkovaci latky proti poliomyelitidé na pouzZivanou vakcinu inaktivovanou (IPV). Tento proces
nastal postupné od zavedeni hexavakciny az do roku 2010, kdy byly naposledy dooCkovany déti starSi
11 - ti let vakcinou IPV. Détem oCkovanym hexavakcinou od 1. 1. 2007 tak poklesl poc¢et aplikovanych
davek povinnych o¢kovani na 8 aplikaci do 15 - ti let.

Po zavedeni oCkovani proti Hib v roce 2001 doSlo k vyraznému poklesu vyskytu Hib zavaznych
onemocnéni nejen u oCkovanych déti, ale i v ostatni neoCkované populaci. Naposledy bylo zjisténo Hib
invazivni onemocnéni v roce 2011, jednalo se o sepsi u dospélé osoby. Obdobné dochazi k postupnému
poklesu vyskytu hepatitidy B v CR, poget hlagenych pFipadl v roce 2000-2012 ma trvale sestupny trend.
V roce 2012 dosahl zhruba poloviny po&tu z roku 2008.

Dulezitou zménou ockovaciho kalendafe byl pfechod na pouzivani vakcin proti pertusi obsahujici
subjednotkové antigeny bordetel (acelularni). Jejich vstup na privatni trh pfed rokem 2003 si vyzadal
novelu zdkona &. 258/2000 Sb., aby existovala zakonna moznost vyuzit pro povinné ockovani i jinou
dostupnou vakcinu, nez ktera byla distribuovana pro povinné ockovani. Pozadavek byl na vakciny
s vy88i kombinaci a niZsi reaktogenitou, které jiz obsahovaly acelularni slozku proti pertusi. V té dobé
vétsina rozvinutych statl na zapad od naSich hranic vyuzivala vyhod téchto Setrnych ockovacich latek s
deklarovanou srovnatelnou schopnosti navodit obdobnou imunitni odpovéd. Prvni hrazenou vakcinou se
v povinném ockovani stala oCkovaci latka pro preoCkovani 5 - ti letych déti od roku 2004, vakcina
Infanrix. Nasledoval vstup hexavakciny, nejprve na privatnim trhu a nasledné v roce 2007 Uhrada této
oCkovaci latky vramci pravidelného ockovani. Na privatnim trhu byly pouzivany dvé konkurenéni
vakciny- Infanrix Hexa a Hexavac. Statni ustav pro kontrolu 1éCiv vydal dne 20. 9. 2005 tiskové
prohlageni o pozastaveni registrace vakciny Hexavac pouzivané v Ceské republice od &ervna 2002 kviili
obavam z variabilni imunogenicity jeji sloZzky navozujici tvorbu protilatek proti virové hepatitidé B. Do
systému uhrady od 1. 1. 2007 tak vstoupila jedina vakcina pouzivana az dosud. Od roku 2014 se vraci
konkurence v podobé vakciny Hexacima s mirné odliSnym antigennim sloZenim pertusové slozky a
modifikovanou antigenni sloZkou proti hepatitidé B.

Aktualni ockovaci kalendar

Posledni platna novela vyhlasky o ockovani z roku 2010 zruSila provadéni povinného ploSného ockovani
proti tuberkuléze a upravila i intervaly pro zahajeni aplikace hexavakciny. O¢kovani u déti se zahajuje
od 9. tydne (2 mésice), podanim prvni davky hexavakciny. U déti, které jsou z dlvodl individualné
zvySeneého rizika okovany proti tuberkul6ze (BCG), dochazi k posunuti prvniho o¢kovani hexavakcinou
zpravidla o dalSich 12 tydnu. Indikace BCG vakcinace musi byt vZzdy velmi uvazena a tyka se jen velmi
malého procenta déti. Podle Setfeni, které bylo pracovniky HS provedeno v roce 2012 byla BCG
vakcinace provedena u 3% novorozenych déti narozenych od 1. 1. 2012 do 30. 6. 2012.

Ve stejné dobé simultdnné nebo s odstupem od hexavakciny je mozné zahdjit aplikaci nepovinného
oCkovani proti pnemokokovym nakazam. OCkovani hexavakcinou i proti pneumokokim je nutné podat
ve 3 - davkovém schématu s pfeoCkovanim v intervalu minimalné 6 mésicl od posledni davky
zakladniho schématu. Dal8i o¢kovani proti spalnickam, zardénkam a pfiusnicim zahajujeme od 15 - ti
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mésicli, druha davka se podava za 6 meésict od prvni aplikace. PfeoCkovani DTP v 5 letech je
nasledovano daldi davkou za dalSich 5 let, ktera je rozSifena o posledni povinnou davku proti pfenosné
détské obrné. CelozZivotni pfeoCkovani proti tetanu se provadi dosud v souladu se znénim vyhlasky o
oCkovani kazdych 10-15 let, prvni je dané na vék oCkovaného 25-26 let. OCkovaci kalendar je také
doplnén o dal8i hrazené ockovani u divek proti HPV ve véku 13-14 let.

ARGUMENTACE PRO OCKOVANI HEXA-VAKCINOU V PODMINKACH CESKE REPUBLIKY

V pfipadé, Ze je k dispozici kombinovana vakcina proti vice nemocem, je Svétovou zdravotnickou
organizaci doporuéeno upfednostnéni kombinované vakciny, ktera minimalizuje podty vpichd u déti a
nutnost opakovanych navstév u lékare.

Za relevantni dokumentaci potvrzujici opodstatnénost stavajiciho rozsahu, zpusobl a termind povinného
oCkovani lze povazovat zejména WHO Position Papers — Recommendation for Routine Immunization
(odkaz: http://www.who.int/immunization/policy/Immunization_routine_tablel.pdf?ua=1).

Dalsi dokumentaci jsou stanoviska WHO k jednotlivym infek&nim onemocnénim, proti kterym se ockuje
/odkaz: http://www.who.int/immunization/documents/positionpapers/en/). V téchto stanoviscich se
popisuje svétova epidemiologicka situace u jednotlivych onemocnéni, zadvaznost onemocnéni a také
vysledky a uc€innost oCkovani. Narodni podkladovou dokumentaci jsou dale vysledky surveillance a
sledovani vyskytu infekénich onemocnéni v CR provadéna Statnim zdravotnim ustavem, véetné
sérologickych prehledl zadavanych Ministerstvem zdravotnictvi.

Zaskrt, tetanus, €erny kasSel, détska prenosna obrna, virova hepatitida typu B, onemocnéni
vyvolana bakterii Haemophilus influenzae b jsou zavazna infekéni onemocnéni, ktera mohou vyvolat
trvala poSkozeni, nasledky nebo vést k umrti, zejména novorozencu a kojencu. Imunitni systém kojencl
neni plné vyzraly zejména ve slozce chranici détsky organismus pfed nékterymi baktériemi
zpusobujicimi invazivni onemocnéni (H.influenzae b). Pouzivana hexavakcina obsahuje takové slozky,
které umoznuji pfekonat tuto nezralost détského imunitniho systému a ochranit pfed hemofilovymi
nakazami. Od zavedeni oCkovani vyskyt téchto infekci klesl prakticky na nulu. Ockovani proti détské
pfenosné obrné, je souclasti celosvétového programu Svétové zdravotnické organizace (WHO)
eradikace této nemoci. Proto je toto oCkovani zavedeno ve vSech statech svéta. Opodstatnénost
ocCkovani proti cernému kasli je dana zavaznosti nemoci v détském véku a stale existujicimu vyskytu u
nas i ve svété, véetné opétovnych umrti na derny kasel pravé u malych déti v CR. Ockovani proti zaskrtu
a tetanu jsou dalSi zavedena ocCkovani na zakladé uc€innosti oCkovani vedouci k redukci rizika nakazy,
na zakladé analyzy nemocnosti pfed zavedenim ockovani a na zakladé jednozna&ného stanoviska WHO
k zavedeni tohoto ogkovani do o&kovacich kalendaftl jednotlivych zemi. Zavedenim ogkovani mam v Cr
v souCasné dobe jak vyskyt zaskrtu tak tetanu pod kontrolou.

Ockovani proti virové hepatitidé typu B
Opodstatnénost ockovani proti virové hepatitidé typu B vychazi ze stanoviska WHO, ktera doporucuje
toto oCkovani tfemi davkami jako rutinni pro v8echny déti. U malych déti byvaji nasledky této nemoci

Vv s

chronicky nemocnymi a jsou trvalymi nosici této nemoci. Kromé toho v pozdé&jSim véku se u nich zvysuje
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riziko vyvoje rakoviny jater. Malé déti jsou vici infekEnim nemocem velice vnimavé a virus hepatitidy B je
poranénim o pfedméty, které byly potfisnény krvi. Opodstatnénost o¢kovani je doloZzena v zemich, kde
po zahajeni ockovani doslo k poklesu vyskytu tohoto onemocnéni. Také v Ceské republice je
zaznamenan trvaly pokles vyskytu onemocnéni po oCkovani, doloZitelny daty ze surveillance systému
Epidat, Statniho zdravotniho uUstavu. V Evropské unii je pouze 8 zemi (Island, Svédsko, UK, Norsko,
Lichtenstejnsko, Madarsko, Finsko a Dansko), které neockuji plosné vSechny déti, ale pouze rizikové
skupiny déti. Vétsina zemi EU, pfesné 75 % zemi, pravideln& ockuje, véetné CR, vdechny déti. V zemich
kde ockuiji, aplikuji prvni davku jiz v utlém kojeneckém véku, v nékterych evropskych zemich dokonce
béhem 24 hodin po narozeni (podobné také v USA), vétSinou ale zahajuji oCkovani v 1 — 3 mésicich
véku kojence. Nejpozdéji zahajuji oCkovani proti hepatitidé B pouze ve Slovinsku, az v predskolnim
véku, v 5-6 letech.

ARGUMENTACE PRO MMR OCKOVANI V PODMINKACH CESKE REPUBLIKY

Spalni¢ky, zardénky a priusnice (MMR) jsou vyznamna virovd onemocnéni vyvolavajici u ¢lovéka
nejcastéji exantémové infekce kize nebo zdufeni Zlaz, souasné se mohou vyskytnout komplikace,
Z nichz nejzavaznéjsi jsou zanéty v oblasti centralni nervové soustavy. Do zahajeni povinného o¢kovani
proti spalnic¢kam bylo ro¢né hlaseno nékolik desitek tisic onemocnéni, obdobna situace byla i v pfipadé
onemocnéni pfiusnicemi a zardénkami.

V asijskych, africkych zemich, a v posledni dobé také v zapadni Evropé patii spalni¢ky nadale
dosahl 770 000. Mezi komplikace spalni¢ek patfi pneumonie, zpusobené bud primarné samotnym virem,
nebo ve vice nez 50 % pfipadl sekundarni bakterialni infekci, které ¢asto u predisponovanych jedincu
vzhledem k imunosupresivnimu ucinku viru na organismus koncily fatalné. Pneumonie se rozvijely
zejména u nemocnych kojencll a zodpovidaly za vice nez 60 % umrti asociovanych se spalni¢kami.
Dale se mohou méné Casto vyskytnout enteritidy €i encefalitidy. Zavaznou velice vzacnou komplikaci je
subakutni sklerozujici panencefalitida (SPE), coz je progresivni fatalni onemocnéni centralniho
nervového systému, kterému piedchazi perzistentni infekce virem spalni¢ek. Terapie spalniCek je
symptomaticka, specificka antivirova terapie neni k dispozici.

Pfed zavedenim ploSného oCkovani proti spalnicCkam v roce 1963 bylo ro¢né ve svété hlaseno 135
miliéond pfipadd onemocnéni a 6 miliond umrti kauzalné asociovanych se spalni¢kami.

Za poslednich deset let byly u v CR zaznamenany pouze jednotky, maximaln& desitky pFipadd
spalniek, které jsou Casto importovany ze zemi s nizkou proockovanosti. Nicméné na pocatku roku
2014 se v Usteckém kraji vyskytla lokalni epidemie spalniéek, kdy mezi Gnorem a srpnem 2014 bylo
zjisténo a laboratorné potvrzeno 186 nakaz, celorepublikové se jednalo o vice nez 200 pfipadl —
postizeny byly osoby neockované nebo ockované pouze jednou davkou. Umrti na onemocnéni
spalni¢kami nebylo na naSem uzemi zaznamenano od roku 1980, jesté v roce 1971 bylo hldSeno 20
pfipadd amrti.

Virus pfiusnic postihuje pfevazné slinné Zlazy, gonady, nervovy systém a slinivku bfigni. Castou
komplikaci u nemocnych jedinci muzského pohlavi s pfiuSnicemi je orchitida, ktera se manifestuje se
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podle rGznych studii u 15-40 % muzu v postpubertalnim véku. V pfipadé oboustranné orchitidy, muze
dojit vzhledem k otoku k ischemizaci tkané a tim k atrofii varlat, jez muze vyustit ve sterilitu postizeného.

PfiuSnice jsou zavaznou komplikaci v téhotenstvi, u vice nez &tvrtiny zen v prvnim trimestru vede
infekce ke spontannimu potratu. Podle studie s velkou kohortou téhotnych Zen, pocet samovolnych
potratli u pacientek s priusnicemi v prvnim trimestru je vy$$i nez u pacientek se zardénkami. Mezi dalSi
komplikace, které se vyskytuji v malé mife jak u muzu tak Zen, se Fadi aseptickd meningitida,
encefalitida, pankreatitida, hluchota (jednostranna) a u Zen oophoritida. Terapie uvedeného onemocnéni
je symptomaticka, specificka antivirova terapie neni k dispozici.

V predvakcinacni éfe byl vyskyt onemocnéni pfiusnicemi vysoky, bézné se jednalo o vice nez 100
pfipadd na 100 000 obyvatel za rok. Srovnani vyskytu pfiusnic v nékterych zemich Evropy v dobé pfed
zavedenim vakcinace (1977-1979) a po zavedeni vakcinace (1993-1995) poukazuje na redukci
z nékolika stovek pfipadl na jednotky i méné pfipadd na 100 000 obyvatel, coz je ¢asto i o vice nez 99
%, zejména pokud byla vakcina podavana ve dvoudavkovém schématu.

Zardénky jsou sice lehké virové onemocnéni déti a dospélych s moznym necetnym vyskytem
komplikaci — trombocytopenii, ktera se vyskytuje asi u jednoho na 3000 pfipadl a encefalitida u 1 na
6000 pfipadu zardének. Hlavnim problémem je teratogenita viru - pokud se matka nakazi v prabéhu
téhotenstvi, virus muze byt pfenesen transplacentarni cestou na plod. Nenarozeny jedinec je nejvice
ohrozZen pfi onemocnéni matky v prvnich 12 tydnech téhotenstvi. U téchto Zen hrozi vyssi riziko potratu,
narozeni mrtvého ditéte &i vazné poruchy vyvoje plodu s trvalymi nasledky pro postizené dité. Vétsina
abnormalit je spojena s kongenitalnim zardénkovym syndromem (KZS), dochazi ke sluchovym, o&nim,
srde¢nim a neurologickym defektim. Narozeni takto postizeného ditéte je mimofadna udalost, ktera
podléha hlaseni pfislusnym organim a Svétové zdravotnické organizaci. Terapie uvedeného
onemocnéni je symptomaticka, specificka antivirova terapie neni k dispozici.

Pred implementaci vakciny proti zardénkam do imunizaénich programu se KZS vyskytoval u 0,1-0,2 na
1000 novorozencu, béhem epidemii dokonce u 0,8-4,0 na 1000 novorozencu. Napfiklad v pribéhu let
1964-65 probéhla v USA velka epidemie zardének s 12,5 miliony pfipady, tj. onemocnélo 6,5 % obyvatel
USA. Z uvedeného poctu bylo evidovano vice nez 20 000 novorozencl s KZS, v jehoz dlsledku bylo
8000 déti postizeno hluchotou, 3580 déti hluchotou a slepotou a na 1800 déti bylo mentainé
retardovanych! Vedle KZS bylo vice nez 2000 nemocnych postizeno encefalitidou a doslo k vice nez
11 250 potratim. V roce 2013 se proti zardénkam ockovalo ve 132 statech, v dalSich 12 je a byla
vakcinace v planu v pribéhu let 2013-2015. Oc¢kovani proti zardénkam chrani proti ziskané infekci a
obavanému KZS. Ve vyspélych zemich je stanovena frekvence vyskytu zardének na 1,3 pfipadu na
100 000 obyvatel. V roce 2011 se v Ceské republice po nékolika desitkach let objevil kongenitalni
zardénkovy syndrom, jednalo se vSak o déti neoCkovanych matek viethamského plvodu, které se
pravdépodobné nakazily ve své domoviné, tedy o nakazu importovanou.

NejucCinnéjSim a zaroven nejvyznamnéjSim preventivnim nastrojem v ochrané pfed témito nakazami
zustava ockovani MMR, které chrani jedince pred infekci a v pfipadé vysoké proockovanosti, kterou se
dosahne kolektivni imunity, je zamezeno cirkulaci infekéniho agens v populaci.

V disledku témér nulového vyskytu onemocnéni na pocatku 21. stoleti doslo postupné v nékterych
evropskych statech k procentualnimu poklesu ocCkovanych déti, coZz mélo za nasledek opétovné
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propuknuti epidemii tohoto onemocnéni, které v rizné mire trvaji doposud. V ramci Evropského regionu
byl za posledni 4 roky nejvy3si vyskyt spalni¢ek s poctem 22 005 onemocnéni zaznamenan v Bulharsku
vroce 2010 a ve Francii s pottem 15206 onemocnéni vroce 2011. Vroce 2013 bylo hlaseno
v Evropském regionu celkem 20 007 onemocnéni, vroce 2014 bylo zaznamenano 16159 pfipadu
spalni¢ek. Ockovani v prevenci spalni¢ek je neju€inngjSim nastrojem, k epidemiim muze dojit, kdyz
dojde k poklesu proockovani pod 95 % obyvatelstva.

Pravé ocCkovani proti spalnickam a dalSim infekcim bylo soucasti tfifazového RozSifeného programu
imunizace, ktery byl vyhlaSen v roce 1974. V zemich, kde bylo zavedeno pravidelné ockovani, doslo
k vyraznému poklesu poctu téchto onemocnéni, ¢asto o vice nez 99 %. Soulasna vize Svétové
zdravotnické organizace (WHO) ohledné spalni¢ek a zardének je vramci tzv. Global Measles and
Rubella Strategic Plan 2012-2020 takova, ze koncem roku 2020 by meéla byt tato onemocnéni
eliminovana nejméné v péti ze Sesti WHO regionli a mélo by byt dosazeno 95% prooc¢kovanosti v kazdé
zemi. V soucasnosti WHO dava vySsi prioritu prevenci spalniéek a zardének (respektive kongenitalnimu
zardénkovému syndromu) pfed spalni¢kami.

Ockovani proti spalniékam, zardénkam a pfiusnicim je v Ceské republice provadéno dvéma davkami
kombinované trivalentni vakciny (MMR vakciny). V souasné dobé plati oCkovaci schéma dle platné
legislativy dané vyhlaskou Ministerstva zdravotnictvi ¢. 537/2006 Sb., o ockovani proti infekénim
nemocem, kdy v oCkovacim kalendafi je prvni davka podavana v 15. mésici véku ditéte a druha v 21.-
25. mésici. Casovy harmonogram podani 1. davky je ve statech Evropské unie (EU) podobny, kolisa
vrozmezi 11.-18. mésict véku ditéte. Druha davka MMR vakciny je ve vétSiné statll EU podavana
nejdfive ve 3.-4. roce Zivota a nejpozdé&ji v 13. roce Zivota. Obdobné jako CR postupuje v doporuéeni i
Rakousko, Francie, Némecko, Lichtenstejnsko a Lucembursko, kde je druha davka podavana nejpozdéji
do 25. mésice véku ditéte. OCkovaci davka MMR vakciny (0,5 ml) se podava subkutannég, nejcastéji do
deltového svalu, u malych déti Ize vyuzit i horni ¢ast anterolateralni oblasti stehna. Administrativni
kontrolou proockovanosti provedenou v roce 2010 byla u déti narozenych v roce 2007 zjisténa 98%
proockovanost dvéma davkami MMR vakciny. Ceska republika spolu se Slovenskem méla v roce 2010
onemocnéni. Nezadouci ucinky jsou teplota az u 20-30 % ockovanych, vyjimeéné pfesahujici 39 st. C.,
exantém, zanét spojivek, znamky zanétu hornich dychacich cest, Unava, nechutenstvi, regionaini
lymfadenopatie, artralgie, vyjime€né& trombocytopenie. Postvakcinaéni  meningitida nebo
meningoencefalitida je extrémné vzacna (frekvence menSi nez 1:5 mil.). V roce 2014 bylo SUKL
nahlaseno 89 podezfeni na nezadouci ucinek po aplikaci MMR resp. MMRYV (v&etné varicelové slozky —
nepovinné ockovani) vakcin. HlasSeni byla vyhodnocena jako zavazna v 85 pfipadech.

Zakladni oCkovani 2 davkami zajisti 100% sérokonverzi proti spalnickdm. Ochrana vyvolana jednou
davkou vakciny neni dlouhodobé dostateéna. Zakladni ockovani zajisti vice nez 70% sérokonverzi vici
priusnicim, posilujici (booster) davka zvysi sérokonverzi pfes 95 %. Ochrana vyvolana jednou davkou
vakciny neni dostate¢na. Zakladni o¢kovani zajisti vice nez 95% sérokonverzi vuci zardénkam. Posilujici
oCkovani (booster) zvysi sérokonverzi zardének na téméf 100 %.

Vzhledem k setrvavajicimu poklesu vyskytu vétSiny infekénich onemocnéni, které jsou zafazeny

v narodnich imunizaénich programech, narlista pocet skupin osob, jez povazuji vakcinaci za nevhodnou
a zbyte€nou. K uvedenému pfispél na konci milénia rukopis Wakefielda, ktery uved| spojeni mezi MMR
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vakcinou a vyskytem autismu nebo Crohnovy choroby. Prestoze byly vysledky malého souboru pacientt
(12 déti) prokazatelné mylné, tyto informace reprodukované zejména médii posilily vliv odpurci vugi
oc¢kovani. Ve Velké Britanii kvuli této dezinformaci doSlo ke snizeni proockovanosti déti MMR vakcinou a
vroce 2008 byly v Anglii a Walesu prohlaseny za endemické spalnicky, které se staly skutec¢nou
hrozbou. DalSim dokladem toho byla jiz zminéna epidemie ve Francii v roce 2012, ktera si vyzadala i
nékolik obéti. Tehdy se nakazilo zhruba 15 000 déti, nejCastéji ve véku do 4 let, které nebyly v minulosti
oCkovany. Stale se objevuji v Némecku, Rakousku, Italii, Rumunsku, Velké Britanii a daldich statech. |
kdyZ pfiusnice nejsou zdaleka tak nebezpeéné jako spalnicky, své nasledky si s sebou také nesou.
Presto diky oCkovani zlstavaji malé déti uSetfeny tohoto onemocnéni. Také ockovani proti zardénkam
chrani déti - a to jeSté pfed narozenim. Toto oCkovani chrani plod téhotnych zen od nakazy virem
zardének, ktera muze plod nenavratné poskodit. A pro¢ se tedy ockuji déti proti zardénkam? Neni to ani
tak z divodu jejich vlastni ochrany, nebot zardénky pro vétSinu nepfedstavuji zavazné onemocnéni, ale
je to z dlivodu eliminace zasobniku viru zardének, coz vyznamné pfispiva k ochrané jesté nenarozenych
déti.

Vzhledem ke zku3enostem novodobych epidemii uvedenych onemocnéni se jevi zachovani vysoké
proockovanosti jako kliCové k zachovani ochrany celé populace s dirazem na nejmensi déti, které byly
v poslednich letech v zapadnich statech resp. USA dominantné postizeny. Odpovédnost spole¢nosti za
zdravi svych obyvatel pfevySujici prava jednotlivce se stava aktualni i ve statech, které dosud povinnost
oCkovani nemély zakonné zakotvenou. Pfikladem je schvalend uprava povinnosti oCkovani proti
infekEnim nemocem ve staté Kalifornie od roku 2016. Podnétem ke schvaleni zakona byla epidemie
spalniCek, ktera se loni roz$ifila mezi neockovanymi détmi v kalifornském Disneylandu. Zakon schvaleny
v ervnu 2015 uklada povinné ockovani Skolakd proti détskym nemocem. Vyjimku budou mit jen
pfipady, kdy vakcinaci ze zdravotnich dlivodu nedoporudi Iékaf. Nastaveny vékovy interval ockovani 1.
davky MMR v Ceské republice odpovidd schématdm ostatnich vyspélych statd a riziku
epidemiologickému dopadu vyskytu onemocnéni MMR. Rozsahla studie publikovana v roce 2015 ve
svych vysledcich neprokazala souvislost MMR vakcinace a vy$Siho rizika vzniku poruch autistického
spektra u déti, neprokazala vyssi riziko ani u o¢kovanych déti s rodinou zatézi (autismus u starSiho
sourozence). Sou€asna pravni uprava MMR vakcinace se z pohledu ochrany vefejného zdravi i zdravi
jednotlivce jevi jako optimalni. Pfipadna Uprava do reZimu povinnosti absolvovani oCkovani nejpozdéji
pred nastupem do kolektivniho zafizeni (jesle, MS, Zé) je mozna, ale ze zkuSenosti z ostatnich zemi Ize
oCekavat pokles prooCkovanosti s moznosti prolomeni hranice nutné k zachovani ochrany celé
spole¢nosti.

K JAKYM NEGATIVNi DUSLEDKUM BY MOLO DOJIT V PRIPADE, ZE BY SE DITE NEOCKOVALO
DLE OCKOVACIHO KALENDARE

Radné ockovani vsouladu s doporudenim zdravotnickych autorit daného statu a v souladu
s doporucenim vyrobce ockovaci latky je velmi dalezité pro ochranu zdravi jednotlivce i vefejného
zdravi. Jakékoli nedodrzeni tohoto schématu je nebezpecné jak pro jednotlivce, pro néhoz se tim
zvySuje riziko poSkozeni zdravi a v krajnim pfipadé i umrti v disledku preventabilniho infekéniho
onemocnéni, tak pro spole€nost v pfipadé, Ze vice déti nebude spravné ofkovano. Pokud se i jen mirné
shizi prooCkovanost a tim se zvysi procento neimunni populace, Ize ofekavat navrat epidemii u nemoci,
které jiz v dnesSni dobé& nevidame (spalni¢ky, zardénky). V tomto pfipadé jsou pak ohrozené i oCkované
déti, protoze zadna ocCkovaci latka neni 100% ucinna a pfi epidemii zakonité musi onemocnét i mala ¢ast
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oCkovanych. Doporucena schémata je nutna dodrzovat podobné jako u jinych |éCiv. Zda se dost tézko
predstavitelné, Zze by si laici chtéli urCovat vlastni schémata pro davkovani napfiklad inzulinu nebo
antibiotik. OCkovaci kalendafe vznikaji na zakladé doporu€eni zdravotnickych instituci a expertnich
komisi, které se skladaji z odbornikd v fadé Iékafskych specializaci (virologie, mikrobiologie, statistika,
epidemiologie). Tito odbornici maji kvalifikaci k posouzeni studii vakcin, jejich bezpec€nosti, u€innosti a
potfebnosti pro urditou ¢ast populace. Pro schéma ockovaciho kalendare je jiz pfed registraci vakciny
jasné prokazatelna ucinnost i bezpecnost. Pro jina nez doporu¢ena schémata jsou data omezena nebo
zcela chybi. Nestandardni ockovaci schéma poskytuje tedy nizSi zaruku bezpec€nosti a ucinnosti
vakcinace. Kalendar také respektuje epidemiologii daného onemocnéni. Jeho nedodrzeni ve smyslu
odkladu vakcinace vystavuje dité riziku onemocnéni ve véku, kdy je nejvySSi pravdépodobnost jej ziskat
nebo mit jeho komplikace. Naopak zmény v o¢kovacim kalendafi nemaji zadny pozitivni pfinos. Za dan
zvyseni rizika potencialné zavazného az zivot-ohrozujiciho onemocnéni nedodrzeni kalendafe (ve
smyslu odkladu) nesnizuje riziko nezadoucich reakci vakciny a nepfinasi ditéti zadny prospéch.
Povinnost ockovani snizuje pocet hospitalizaci a Uumrti v souvislosti s preventabilnimi infekénimi
onemochénimi.

Na rizika spojena s nedodrzenim fadného o€kovaciho schématu je mozné se podivat jednak z pohledu
zvySeni rizika jednotlivce, tedy neoCkovaného nebo nespravné ockovaného jedince a z pohledu
celospolecenského.

Pro jednotlivce, ktery neni fadné ockovan, vznikaji tato rizika:
1. Dité nema po dobu nedodrzeni schématu ochranu proti urCitému onemocnéni. Toto je
2. Pri oCkovani mimo doporuéeny interval, tedy pozdéji, mize mit vakcina vice nezadoucich
ucinkd. Riziko poskozeni zdravi vakcinou se tedy odsunutim vakcinace nesnizuje (jak se mnozi
laici domnivaji), ale naopak zvysuje.

Riziko ziskani preventabilniho infekéniho onemocnéni a jeho komplikaci pro neockovaného nebo Spatné
oCkovaného jedince je ovlivnéno fadou faktort. V pfipadé mezilidsky pfenosnych infekci patfi k jednim
Z nejpodstatnéjdich imunita celé populace, ktera je dana z velké €asti prooCkovanosti (procentem
oCkovanych z celé populace). V tomto pfipadé se uplatiuje mechanismus ochrany oznacovany jako
kolektivni imunita (v angli¢tiné ,herd immunity“). NeoCkovana populace tedy predstavuje riziko pro
kohokoli umoznénim Sifeni onemocnéni ve spole€nosti. Jakmile se onemocnéni uchyti, vSem se zvySuje
pravdépodobnost dostat se s nim do kontaktu a infekce si pak najde cestu ke svému Sifeni. PFi epidemii
pak mohou onemocnét i oCkovani jedinci. To ale neni didkazem nefunkénosti vakciny. Ne kazdy
oCkovany ziskava z vakcinace idedlni ochranu. | pfes rozvoj onemocnéni u néj lze ocekavat mirné;jsi
prubéh, nez kdyby nebyl okovan. Ani toto ale neplati absolutné. Neni mozné pfedem urcit, u kterého
ditéte nebude vakcina dostateéné ucinna. Kromé déti se zadvaznymi chronickymi nemocemi, které maji
zvySené riziko ziskani a komplikaci infek&nich onemocnéni, a to i v pfipadé, Ze jsou fadné ockované.
Pravé tyto déti jsou nejvice zavislé na kolektivni imunité.

Plati vSeobecné pravidlo, Ze neofkovany jedinec v dobfe prookované populaci ma nizsi riziko
onemocnéni (a tedy i umrti) nez oCkovany jedinec ve Spatné proockované populaci. Nejvice ohrozenymi
se pak stavaji chronicky vazné nemocné déti, u kterych je vakcinace neucinna nebo kontraindikovana.
Toto Ize povazovat za jeden z nejdulezitéjSich argumentl pro zachovani povinného ockovani. Pro

12



CESKA VAKCINOLOGICKA
SPOLECNOST CLS JEP

jednodus$si pochopeni muze byt vyhodné poufziti prikladd konkrétnich onemocnéni. V Ceské republice je
povinné ocCkovani déti proti spalnickdm. Pfevazna vétSina déti je fadné a v€as ockovana. To
neznamena, Ze jsou vSichni proti spalnickdm chranéni. Vice nez 100 000 déti neni proti spalni¢kam
oCkovano, protoze jesté nedosahli véku, ve kterém se ocCkuje. Nékteré z nich nejsou vnimavé diky
protilatkam ziskanych pfes placentu od matky. Vyznamné procento je ale vnimavé. 1. davka vakciny je
ve 2-5% neucinna, ¢imz pfibyva dalSich az 5 000 vnimavych déti (pfi o€kovani 2. davkou ve 2 letech).
Mnoho déti ma kontraindikaci vakciny proti spalni¢kam, at jiz spravné stanovenou z duvodu zavazné
imunitni poruchy a nebo chybné stanovenou z riznych jinych zdravotnich ddvodud. To je dalSich nékolik
tisic vnimavych déti. Pfes obrovsky pocet ke spalniCkam vnimavych déti toto onemocnéni u nas
nevidame, protoze prooCkovanost je natolik vysoka, Ze se tito jedinci nemaji od koho nakazit. Spravné
oCkovani vétsiny populace tedy chrani i zbyvajici malou &ast neolkované populace. Vysokou
prooCkovanosti populace je dosazeno kolektivni imunity a pferuseni transmisniho fetézce pro spalni¢ky
(virus se nema jak v populaci §ifit). Daleko vy$3imu riziku je dité vystaveno v populaci, ktera neni radné
prooCkovana. Lze to snadno ukazat na onemocnénich, proti kterym se u nas neocCkuje povinné.
Naptiklad proti rotavirdm nebo planym nestovicim je v Ceské republice okovana jen mensina déti.
Nizka poockovanost nemuze zabranit Sifeni infekce a vzniku epidemii a v téchto epidemiich se zakonité
musi nakazit i oCkované déti, protoze vakcinace neni nikdy 100% ucinna. Daleko nejvysSi riziko
onemocné&ni ma pak neoc¢kované dité v neogkované populaci. Z tohoto diivodu mame v Ceské republice
kazdoro¢né desitky tisic pfipadu planych nestovic a rotavirovych infekci a tisice hospitalizaci malych déti
sdruzenych s rotavirovymi infekcemi. A mezi nimi je i mala ¢ast oCkovanych déti. Rotavirové infekce a
plané nestovice jsou extrémné Casta onemocnéni, ktera ale maji v podminkach vyspélého zdravotnictvi
velmi nizkou smrtnost. Umrti v souvislosti s t&émito infekcemi jsou zcela ojedinéla (i kdyz zbyte&na).
Vratme se ale ke spalni¢kam. Smrtnost spalniek je v na urovni kolem 1 : 1000 (tedy 1 z tisice
nemocnych déti zemre). Pokud se tedy déti nebudou fadné ockovat a bude dochazet k tisiciim pfipadu
ro¢né, budeme mit i etna détska umrti. Pro pfiklady nemusime chodit daleko. Proti spalnickdam se
v ramci Narodniho imunizacniho programu ocCkuje pravdépodobné ve vSech zemich svéta a jisté ve
vSech evropskych zemich. Nicméné v zemich s volngjSimi mechanismy vymahani zlstava Cast déti
neoCkovana, a proto i vdnesni dobé dochazi vfadé zemi Evropy v&etné nam blizkého Némecka
k epidemiim spalniCek o tisicich pfipadl a ke zbyte€nym détskym umrtim. Pfi nedodrzovani o¢kovaciho
schématu bude jen otazkou Casu, kdy se k nam spalnicky zavleCou, dojde k rozvoji epidemii a
zbyte€nym ztratam détskych Zivotl.

ZvySené riziko nezadoucich reakci vakciny pfi nedodrzeni kalendafe, tedy oddaleni vakcinace, je mozné
ukazat na pfikladu vakciny proti spalnickam. Po této vakciné byva dost ¢asto horecka a horecka, at' jiz je
zpusobena c¢imkoli (infekci nebo vakcinou) muze u déti zpusobit vznik tzv. febrilnich kfedi (kfeCi
z horeCky). Riziko vzniku febrilnich kfeCi je u déti pozdé ockovanych dvojnasobné v porovnani
s oCkovanim ve véku, pro ktery je 1. davka vakciny ur€ena (12-15 mésicu).

K jakym negativnim dusledkim by mohlo dojit, pokud se déti nebudou ocCkovat podle kalendare, je
mozné ukazat na fadé dal$ich prikladd ze zahraniéi i Ceské republiky, z minulosti i sou&asnosti.

Zaskrt se v Ceské republice v dnedni dob& nevyskytuje, posledni ojedinély pfipad byl hlasen v roce
1995. Ockovani proti zaskrtu je u nas pro déti povinné a témér vdechny déti jsou ocCkované.
V Sovétském svazu bylo v roce 1989 pred jeho rozpadem 839 pfipadu zaskrtu. V dusledku rozpadu
Sovétského svazu dosSlo k chaosu ve zdravotnictvi, pfestalo se oCkovat a vroce 1994 bylo
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v postsovétskych republikach 50 tisic pfipadt zaskrtu a 1700 umrti. V letoSnim roce zemrelo 6leté dité
na zaskrt ve Spanélsku jen proto, Ze nebylo ogkované. Byl to prvni pfipad zaskrtu ve Spanélsku po 28
letech.

Cerného kasle pfibyva v mnoha zemich véetn& Ceské republiky a ob&as bohuZel dochazi i k détskym
umrtim. Vakcina proti ¢ernému kasli je u nas pro déti také povinna a prevazna vétSina déti je oCkovana.
Nova vakcina proti ¢ernému kasli ale neni dokonala, proti té star§i ma sice méné nezadoucich ucinkad,
ale jeji u€innost je niz8i a chrani kratsi dobu. Také neposkytuje dostatecnou tzv. kolektivni imunitu.
Cerny kasel je prvni infekci, na kterou by déti zadali ve vétsi mife umirat, kdybychom prestali o&kovat.
Pro pfiklad se mizeme vratit do 70. let, kdy ve Velké Britanii a v Japonsku z obavy o bezpecnost
vakciny poklesl po&et o¢kovanych déti, doslo k rozvoji rozsahlych epidemii a desitky déti zemfrely.

SHRNUTI

V pfipadé nedodrzZeni povinného, event. doporu¢eného ockovaciho kalendafe bude dochazet k vétSimu
poCtu onemocnéni, umrti, nezadoucich reakci po vakcinaci a k velkym ekonomickym ztratam
zpusobnym pfimymi naklady na lé€eni a nepfimymi naklady na ztraty pracovni schopnosti. Rozsah
téchto negativnich dopadl na spole¢nost bude dana frekvenci, v jaké bude ockovani nedodrzovano.
Povinné ockovani prokazatelné zajiStuje vysokou proockovanost a brani ztratam lidskych Zivotu i
ztratam ekonomickym.

Spravné nastavené vakcinaéni programy a podpora oCkovani mohou mit vyznamny efekt ve smyslu
dosazeni vysoké prooCkovanosti. Efekt ochrany jednotlivce je tak doplnén principem kolektivni ochrany,
ktera eliminuje riziko Sifeni nakazy mezi neo¢kované jedince, pfipadné osoby s nedostate¢nou ochranou
po oCkovani. Tohoto principu je nejlépe dosaZeno u infekénich onemocnéni Sificich se pFedevSim
formou kapénkové nakazy a plati prakticky u vS8ech povinnych o€kovani. Jedinou vyjimkou je oCkovani
proti tetanu, kde potfeba zachovani vysoké proockovanosti je dana pfedevsim z obav z vysoké smrtnosti
v pfipadé nakazy a nemoznosti eliminace tohoto rizika do budoucna. K nakaze muze dojit pres
poranénou kUzi nebo prostfednictvim kontaminovaného predmétu nebo pldy, kde bakterie mohou
prezivat i nékolik let. Individualni ale i kolektivni ochranu zajidtuji ostatni oCkovani v pfipadé dosazeni
vysokého procenta proockovanosti tak, aby doSlo k zamezeni Sifeni nakazy. Jak ukazuji aktualni
informace ze zemi, kde dochazi k Sifeni spalni¢ek, prootkovanost v téchto zemich poklesla pod 80%
(sousedni Némecko, data ECDC). Individualni a kolektivni ochranu zajisti oCkovani proti zaskrtu,
davivému kasli (pertussi), détské obrnég, invazivnim hemofilovym nakazam vyvolanym Hemophilem
influenzae typu b, ale i zardénkam a pfiudnicim. PfestoZze u nas nebyl v poslednich desetiletich od
zavedeni povinného oCkovani pfipad zaskrtu zaznamenan, pravé narust migrace se stava opét vaznou
hrozbou pro neogkované déti. Nedavny pFipad neockovaného chlapce ze Spanélska je dokladem
existujiciho rizika nakazy. Obdobné nové riziko predstavuje mozné Sifeni nakazy détskou obrnou
v neoCkované populaci. ZvySena incidence détské obrny (poliomyelitidy) v Syrii je pro nas nepfijemnym
varovanim z hlediska mozného Sifeni nakazy v pfipadé poklesu proockovanosti nasi populace.

Bohuzel nyni Celime narlstu odpurcd oc€kovani. V praxi musime uplathovat individualni schémata,

feSime pravni otazky spojené s odmitanim ocCkovani a odkladem do pozdéjSiho véku. Recentni zpravy
ze zahraniCi (USA) ale ukazuji, Ze alternativni schémata ockovani vedou ke sniZeni proo¢kovanosti- jisté
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jeden z dlivodu Sifeni spalni¢ek v USA, v zemi, ktera jesté nedavno deklarovala, Ze spalni¢ky jsou blizko
eradikace.

Neni to ale jen problém CR, vSe souvisi s poklesem vyskytu zavaznych nemoci a tedy i klesajici obavou
z onemocnéni. Ve spoleCnosti pak nabyvaji na sile diskuse o moznych rizicich vlastniho oCkovani.
Argumentace odpurcl/alternatived oCkovani opakované zduraziuje, ze v Fadé vyspélych zemi
neni rozsah o¢kovaciho programu tak rozsahly jako u nas. Bylo by ale tfeba dodat, Ze pravé proto se v
téchto zemich objevuji mensi i vétsi epidemie chorob, které se u nas diky vysoké proockovanosti
nevyskytuji, véetné zavaznych vedlejSich uc€ink(l. Také argument, Ze dité neni majetkem statu, ale
rodi€h a ti maji rozhodnout, co je pro dité pfinosné, je faleSny. V fadé pfipadl nem(ze byt dité ani
majetkem rodicl, ktefi jej svymi aktivitami mohou zavazné poskodit (také tim, Ze nebude spravné
oc¢kované!). V této situaci zatim CR voli zachovani systému povinného ogkovani proti deviti nemocem,
dal$i o€kovani hrazena z prostfedkl verejného zdravotniho pojisténi jsou zavadéna jako nepovinna.
Oblast, kde by mohlo Ministerstvo spravedInosti pomoci rezortu zdravotnictvi je otdzka jak feSit situace
(sice nesmirné vzacné, ale presto se vyskytujici), kdyz se prokaze jasné vztah oCkovani a zavazné
poskozeni ditéte/dospélého. Vakcinologové i pediatfi jiz Fadu let volaji po legislativnim feSeni s finanéni
nahradou postizenym rodinam. Pfiprava zdkona ale neuvéfitelné vazne a je to zcela opravnény
argument odparcl oCkovani, ze stat tento problém nefeSi - a maji pravdu! Neni pochyb, ze ockovani
muze mit i nezadouci ucinky, ale pomér benefit/risk je samoziejmé vzdy na strané ockovani. Zavazné
vedlejsi ucinky jsou velmi vzacné, je to prosté dan za to, ze stat ma zajem na tom, ¢emu se fika ochrana
vefejného zdravi.

prof. MUDr. Roman Prymula, CSc., PhD., v.r.
predseda CVS

prof. MUDr. Roman Chlibek, PhD., v.r.
védecky sekretai CVS

prof. MUDr. Jifi Zeman, DrSc., v.r.
predseda CPS
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Kancelaf viadniho zmocnénce pro zastupovani Ceské republiky
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Vysehradska 16

128 10 Praha 2

- VéaZeny pan
JUDr. Vit A. Schorm
vladni zmocnénec
k Vagemu &.j.: MSP-18/2015-KVZ-ST/16
K VaSemu pripisu ze dne 7.10.2015 &.j. MSP-18/2015-KVZ-ST/16

V Praze d{le 27.10. 2015
C.j.: 579/2015

Véazeny pane doktore,

Ceska lékatska komora obdrzela Vasi zadost o- ‘stanovisko: resp.: odborny postoj ke

stavajici pravm ipravé povinného olkovani v Ceske repubhce o _zaslam dos‘mpnych* P

vnitrostatnich i mezinarodnich statlstwkych udaju ‘studi
opodstatnénost a pfimefenost této ipravy. V navaznost1 na tuto Va§1 iédost uvadim za
Ceskou lékaiskou komoru nasledujici stanowsko e SO

Ceska 1ékafska komora se ping ztotoZfiuje s Odbor'nou" argumentaci, kterd podporuje
zachovani povinného otkovani v Ceské republice. UdrZeni potfebné miry
prooCkovanosti populace je kliové k zachovéani kolektivni imunity pro jednotliva
onemocnéni. Je nutné si uvédomit, Ze kolektivni imunita je protektivnim faktorem
zejména pro ty, ktefi se ofkovani z divodu trvalé kontraindikace nemohou podrobit,
jakoz i pro ty, u kterych nedoslo po okovani k potfebné imunitni odezvé.

Cesk4 l¢kaFska komora se sidlem v Olomouci  1C 43965024 DIC CZ43965024 bankovni spojent 46938-811/0100

analyz, které potvrzuji =




Co se tyCe rozsahu povinného ockovani a jeho stanoveni podzdkonnym pravnim
pfedpisem, je tfeba uvést, Ze rozsah povinného ockovani je predmétem odborné
diskuse, kterda neni vedena izolované pouze pro Ceskou republiku, nybr
v celosvétovém kontextu. Ceskéd 1ékaiska komora viak neni subjektem, ktery by se
mohl k samotnému rozsahu povinného ockovéni kompetentné vyjadiit, jelikoZ
nedisponuje potiebnymi podklady, ani neni subjektem, ktery by se na uréovani rozsahu
povinného ockovani pfimo podilel. Stanoveni rozsahu povinného o¢kovani, véetn& tzv.
oCkovaciho kalendéfe, formou podzakonného pravniho piedpisu se jevi, vzhledem

k nutnosti pruZné€ reagovat na potfebné zmény v navaznosti na odbormna doporuéent,
jako vyhovujici feSeni.

S uctivym pozdravem

/%

MUDr. Milan Kubek
prezident Ceské Iékatské komory
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Ministerstvo spravedinosti CR
Kancelat vladniho zmocnénce pro zastupovani Ceské republiky

pied Evropskym soudem pro lidska prava
JUDr. Vit A. Schorm

v Praze dne 23.10.2015

Véc: Stiznost tykajici se povinného oCkovani. (€. 47621/13 — Pavel Vavricka,
¢. 3867/14 — Markéta Novotna, ¢. 73094/14 — Pavel Hornych, ¢. 19306/15 -
Adam Brozik,

&. 19298/15 — Radomir Dubsky a ¢. 43883/15 — Prokop Rolecek proti Ceské
republice)

Véazeny pane doktore.

Néahodné se nam dostala do rukou Vase Zzadost adresovana Ceské pediatrické
spole¢nosti CLS JEP o vyjadieni ke stiznosti na povinné o&kovani v CR.
PtrestoZe jsme o vyjadieni poZzadani nebyli, zasilame Vam stanovisko Odborné
spoleénosti praktickych détskych 1ékaitt CLS JEP a profesniho SdruZeni
praktickych lékait pro déti a dorost. Vyjadieni praktickych 1ékath pro déti a
dorost (PLDD) povazujeme Vv oblasti ockovani za dilezité, nebot’ je jednou

vvvvvv

Povinnd oc¢kovani jsou zakotvena v zakoné ¢.258/2000 Sb., o ochrané
vefejného zdravi. Pravdou je, Ze na zaklad€ a v ramci zmocnéni obsazeného
VvV tomto zakoné¢, je vydavana provadéci vyhlaska (537/2006 Sb.), ktera upravuje
napf. ¢lenéni o¢kovani, podminky provedeni ockovani atd. Pokud by tyto
upravy byly zakotveny zdkonem, mohlo by jen slozit€¢ dochazet k ev. zménam
napf. na zdkladé zmén epidemiologickeé situace.

Do dnesnich dob nedoslo k eradikaci zavaznych preventabilnich onemocnéni
tak, abychom na zakladé toho mohli s ¢istym odbornym svédomim vyloudit
jednotliva ockovani, o kterych bychom mohli fici, Ze jiZ nemohou byt hrozbou



pro nasi populaci. Dokladaji to opakované lokéalni epidemie napt. spalnicek,
zaskrtu, poliomyelitidy, které mohou mit za nasledky trvalé postiZzeni ¢i umrti

déti. Situace navic nabyva na vaznosti se vzrlstajici migraci obyvatelstva.
Vzhledem k neexistenci monovalentnich vakcin pro potiebna ockovani se
V celém svéte pouzivaji ucinné kombinované vakciny s €O nejvyssi bezpecnosti
a S co nejniZSim mnoZstvim antigentl.

Pravni Giprava odpovédnosti statu za Skodu zpiisobenou v disledku ockovani
skute¢né doposud nebyla - pfes nase opakované upozornéni - piijata.
V soucasné dob¢ se na této pravni upraveé podle nasich informaci jiz pracuje
(sami jsme moznosti feSeni predkladali), nicméné bychom uvitali jeji rychlé
dokonceni a ptijeti.

Zavérem bychom chtéli konstatovat, Ze jak OSPDL, tak 1 profesni SPLDD
Jsou v soucasnosti pro zachovani stavajici podoby povinného ockovani.
Piipadnou kultivaci systému o¢kovéni se zabyva komise pfi MZ CR vedena
naméstkem ministra zdravotnictvi MUDr. Vladimirem Valentou, ve které jsou
zastoupeni zastupci MZ CR, odborné vefejnosti, poslanctl i pacienti.

V piipadé potteby upiesnéni informaci se nevahejte obrétit na nase

spolecnosti, nebot’ zastupujeme 1€kafte, ktefi ve svych ordinacich vykonavaji
ockovani jako pfenesenou pravomoc statu.

S pozdravem

MUDr. llona Hulleova MUDr. Alena Sebkova

Predsedkyn& SPLDD CR Predsedkyn& OSPDL CLS JEP
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SITUATION AND TRENDS IN VACCINATION IN THE CZECH REPUBLIC

1. In 2010, the National Immunisation Committee! was set up as an advisory body of
the Ministry of Health. The Committee’s principal mission is to identify infectious diseases in
the case of which the outbreak rate can be influenced by introducing vaccination, to determine
the optimum strategy for the vaccination policy in the Czech Republic, to determine the State’s
priorities in vaccination and to discuss proposals to amend the vaccination strategy. The
Committee is composed of representatives of the Ministry of Health, the Czech Vaccinology
Society, the Czech Paediatric Society, the Society for Primary Paediatric Care, the Society of
Infectious Medicine, the Society for Epidemiology and Microbiology and the State Health
Institute. The Committee can request cooperation of other external experts.?2 Minutes of the
Committee meetings are published on the website of the Ministry of Health.?

2. The State Institute for Drug Control that carries our tasks in the field of
pharmacovigilance in the Czech Republic, i.e. supervision over medicinal products, published
a special issue of its information bulletin Adverse Effects of Pharmaceuticals in 2015; that issue
addresses the adverse effects of vaccines reported to the State Institute for Drug Control in
2014. The bulletin notes inter alia that the vast majority of reactions reported as suspected
adverse effects of vaccines in 2014 were expected reactions that had already been described in
the summary of information on the medicinal product concerned. The most frequent of them
concerned various reactions in the place of vaccine administration. Nevertheless, all reports are
carefully examined and recorded in the database of adverse effects; they can therefore be
subsequently used for follow-up re-examinations at any time, in particular when other similar
cases or other facts indicating the possibility of causality emerge. In the conclusion, the State
Institute for Drug Control requests all physicians and other healthcare workers to report to it
suspected severe or unexpected adverse effects of which they learn from their patients.* Also
the patients themselves can report adverse effects of pharmaceuticals and they can also do so
online.®

3. InJune 2015, the Working Commission for Vaccination was set up at the Ministry
of Health. According to its statute, this Commission constitutes a broad platform for discussions
of experts and the public on the vaccination strategy in the Czech Republic and its mission is
to prepare a proposal for a comprehensive solution to the vaccination issue. The Commission
is composed of representatives of the Ministry of Health, the State Institute for Drug Control,
the National Immunisation Committee, expert medical societies, Parliament, the Czech
Association of Patients and the public, including the League of Human Rights and the Rozalio
parents’ association. The Commission can invite other experts to its meetings and it can request
expert opinions.® The Commission has held three meetings so far, in June, July and November

1 In 2017 the National Immunisation Committee was restructulized with the aim to ensure an optimum level of
preparation of professional documents and the subsequent decision-making process in matters of the vaccination
strategy in the Czech Republic. The Committee is now made of group of vaccination experts and a steering group
with a decision-making mandate. The meetings of the Committee are focused on current issues of vaccination in
the context of changes in the epidemiological situation in the occurrence of some infectious diseases preventable
by vaccination.

More information available at: http://www.mzcr.cz/\VVerejne/obsah/ockovani_4011 5.html

2 See the Commission statute available at http://www.mzcr.cz/obsah/statut 2105 5.html

% Available at: http://www.mzcr.cz/obsah/zapisy-z-jednani_2138 5.html

4 The bulletin is available at http://www.sukl.cz/sukl/informacni-zpravodaj-nezadouci-ucinky-leciv-5-2015

5 Available at: http://www.sukl.cz/nahlasit-nezadouci-ucinek

6 See the Commission statute and rules of procedure available at http://www.mzcr.cz/Verejne/dokumenty/prikaz-
ministra-c14/2015statut-a-jednaci-rad-pracovni-komise-pro-problematik 11092 3322 5.html



http://www.mzcr.cz/Verejne/obsah/ockovani_4011_5.html
http://www.mzcr.cz/obsah/statut_2105_5.html
http://www.mzcr.cz/obsah/zapisy-z-jednani_2138_5.html
http://www.sukl.cz/sukl/informacni-zpravodaj-nezadouci-ucinky-leciv-5-2015
http://www.sukl.cz/nahlasit-nezadouci-ucinek
http://www.mzcr.cz/Verejne/dokumenty/prikaz-ministra-c14/2015statut-a-jednaci-rad-pracovni-komise-pro-problematik_11092_3322_5.html
http://www.mzcr.cz/Verejne/dokumenty/prikaz-ministra-c14/2015statut-a-jednaci-rad-pracovni-komise-pro-problematik_11092_3322_5.html

2015; minutes of the Commission meetings are available on the website of the Ministry of
Health.”

4.  The public can also directly influence the legislative process in the field of
vaccination. In this context it can be mentioned, for example, that the adoption of the most
recent amendment to the Public Health Protection Act in September 2015 was preceded by
extensive public discussion, and the representatives of some provided MPs with documents
clarifying their attitude to vaccination and stated that they had personally met “an
overwhelming majority of MPs”.® Currently, there are two specialized vaccination centres in
the Czech Republic, namely in the faculty hospitals of Prague Motol and St. Anna in Brno,
which provide for vaccination of medically impaired children requiring individual approach to

vaccination.

5. Parents are informed about obligatory vaccination and its medical aspects primarily
by the respective paediatricians, either verbally or by providing written materials (including the
summary of information on the medicinal product concerned). Moreover, the Czech
Vaccinology Society runs a phone and email consultancy service for physicians who are
responsible for vaccination.®

6.  InNovember 2015 a Working Commission of the Chief Medical Officer of the Czech
Republic was appointed to draft a bill on compensation for damage to health caused by
vaccination. The first meeting of the Commission was held on 12 January 2016. The bill on
compensation for damage to health caused by compulsory vaccination is currently being
discussed in the Chamber of Deputies of the Parliament.°

7 Available at: http://www.mzcr.cz/Verejne/obsah/problematika-ockovani 3322 5.html

8 Available at: http://www.rozalio.cz/index.php/o-ockovani/v-mediich/807-vitalia-cz-jak-jsem-mluvila-s-
politiky-o0-ockovani

9 Available at: http://www.vakcinace.eu/poradna.

10 Available at: https://www.psp.cz/sqw/historie.sqw?t=451&0=8&
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RELEVANT DOMESTIC LAW AND PRACTICE

1.  The Government submit overview of the relevant domestic law and practice that was
in place at the material time of applications, i.e. till the end of 2015, updated also with the recent
developments in this area for capturing also the current situation.

A)  LEGISLATION

(i)  Act no. 258/2000 on Public Health Protection

2. Under Article 46 § 1, natural persons who are permanent residents in the Czech
Republic and, in some situations specified by the law, also foreigners are obliged to undergo a
set type of routine vaccination in cases and by deadlines provided for in secondary legislation.
With effect from 1 December 2015, this provision specifies that routine vaccination shall be
carried out in order to prevent the occurrence and spread of serious infectious diseases with a
high risk of further epidemic spreading in collectives and of life threatening infectious diseases,
with regard to World Health Organisation and European Centre for Disease Control
recommendations.

3. Under Article 46 § 2, before administration of routine vaccination, natural persons
are obliged to undergo immunity (resistance) examination in cases provided for in secondary
legislation. Routine vaccination is not carried out when it is found that the person is immune to
infection or when the health state of the person prevents the administration of the vaccine
(permanent contraindication). The healthcare facility issues a confirmation on those facts to the
natural person and it records the reason for waiving the vaccination in the health records.

4. Under Article 46 § 3, if a competent public health authority finds that a minor has
not undergone vaccination or examination under paragraph (2) and the minor has no selected
provider of health services in general medicine for children and youth, the competent authority
delivers a decision containing an obligation of that minor to undergo vaccination or examination
at a specified provider of health services.

5. Under Article 46 § 4, in the case of persons under 15, their legal representatives are
responsible for performing the obligations under paragraphs (1) to (3).

6.  Under Article 46 § 6, secondary legislation shall provide the vaccination scheme and
conditions for vaccination, as well as methods of immunity examination.

7. Under Article 47 § 1, natural persons may request routine vaccination to be carried
out by a registered vaccine other than the vaccine with antigenic composition set by the Ministry
of Health.

8. Under Article 50, créches (as of 1 April 2012, day nurseries providing care for
children up to three years old) or pre-school facilities (and as of 29 November 2014, also
providers of care for children in children groups) can only accept the children who have
undergone the required routine vaccinations or who have a confirmation stating their immunity
to infection or stating that they cannot undergo vaccination due to permanent contraindication.
With effect as of 1 December 2015, this obligation was explicitly abolished for facilities the
attendance of which is compulsory.t

! Since school year 2017/2018, this obligation does not apply to children for whom pre-school education is
compulsory — see footnote no. 3. See also observations of the Ministry of Education, Youth and Sports and the
Ministry of Health on Admission of Children to Pre-school facilities for school year starting 1 September 2017
available at: http://www.atre.cz/zakony/page0503.htm



http://www.atre.cz/zakony/page0503.htm

9.  Under Article 80 § 1 (e), the Ministry of Health, in order to protect and support public
health, specifies — on the basis of the recommendation of the National Immunisation
Committee, established as an advisory body of the Ministry of Health — the antigenic formula
of vaccines used for regular, special and emergency vaccinations, and announces it in the form
of a notification in the Official Gazette which is published annually on 28 February; in the same
manner, the Ministry also specifies and announces the changes of the antigenic formula of
vaccines used for regular, special and emergency vaccinations.

10. The provision of Article 108 § 4 obliges the Ministry of Health to set the hygienic
limits and requirements on the basis of evaluation of health risks resulting from natural, living
and working conditions and lifestyle, contemporary scientific knowledge, international
obligations of the Czech Republic in this area and recommendations of the World Health
Organization.

(i)  Act no. 79/1997 on Pharmaceuticals

11. Atrticles 23 to 32 provided the details of the system for the registration of medicinal
products, including vaccines. The State Institute for Drug Control (“the Institute”) decided on
the registration and it verified, inter alia, whether the medicinal product concerned could be
considered as effective and sufficiently safe and whether the benefits of using the product
outweighed the risks related to its use.

12. Under Article 52 § 1, the Ministry of Health and the Institute took measures intended
to secure that physicians and other healthcare workers report suspected adverse effects of
medicinal products for human use to the Institute.

13. Under Article 52 § 2, physicians or pharmaceutical experts or other healthcare
workers who found a suspected severe or unexpected adverse effect and other facts important
for the health of treated persons related to the use of a medicinal product, were obliged to notify
the Institute thereof immediately even if the product was not used in accordance with the
summary information on the medicinal product or if it was abused.

14. Under Article 52 § 3, for the purpose of monitoring the safety of medicinal products
the Institute gathered reports and other available information on adverse effects of medicinal
products, including information on incorrect use and abuse of medicinal products, and it
analysed the information, if necessary in cooperation with the competent authorities of the EU
Member States, and adopted decisions and measures under this law and secondary legislation.

(ilf) Act no. 378/2007 on Pharmaceuticals

15. Atrticles 25 to 50 of the Pharmaceuticals Act, which superseded Act no. 79/1997 with
effect from 31 December 2007, provide the details of the system for the registration of
medicinal products, including vaccines. The State Institute for Drug Control (“the Institute”)
decides on the registration and it verifies, inter alia, whether the medicinal product concerned
can be considered as effective and sufficiently safe and whether the benefits of using the product
outweigh the risks related to its use.

16. Under Article90 § 1, for the purpose of performing its tasks in the area of
pharmacovigilance and cooperation in this respect within the European Union, the Institute runs
the pharmacovigilance system of the Czech Republic, through which it

(a) gathers information on risks of medicinal products for human use to patients’
health or public health, including information on the adverse effects related to the
use of medicinal products in accordance with or contrary to the registration and
adverse effects related to the handling of medicinal products at workplaces,



(b) analyses the information under (a) and considers options to mitigate and prevent
the risks related to the use of medicinal products for human use,

(c) adopts measures consisting in a change, suspension or revocation of registration,
prohibition to dispense or use medicinal products, or their recall from the market.

17. Under Article 90 § 2, the Institute adopts supporting pharmacovigilance measures by

(a) motivating physicians, pharmaceutical experts, other healthcare workers and
patients to report suspected adverse effects to the Institute,

(b) making it possible to report such suspicions in various ways, and not only through
the Internet,

(c) publishing information on pharmacovigilance doubts concerning the use of
medicinal products, doing so through the Institute’s information transmission
means supporting remote access and, if need be, other ways for informing the
public.

18. Under Article 93b § 1, physicians, dentists, pharmaceutical experts and other
healthcare workers who have found suspected severe or unexpected adverse effects or other
facts related to the use of a medicinal product, which are serious for patients’ health, are obliged
to notify the Institute thereof immediately, to provide assistance in the verification of the facts
related to the suspected adverse effect and to allow the Institute to access relevant records at its
request.

19. Under Article 108 § 7, if a healthcare worker fails to perform his information
obligation under Article 93b § 1, he has committed a minor offence and can be fined up to CZK
300,000.

(iv) Act no. 200/1990 on Minor Offences

20. Under Article 29 § 1 (f), a person who violates a prohibition or fails to perform
obligations stipulated or imposed in order to prevent the occurrence and spread of infectious
diseases has committed a minor offence in the field of healthcare. As of 1 December 2015, a
minor offence under this provision is committed by a person who as a legal representative of a
minor, or as a natural person to whose foster care a minor had been entrusted by the decision
of a court or other body, does not ensure that a minor undergoes the required routine
vaccinations, unless it is found that a minor is immune to infection or that his health state
prevents the administration of the vaccine (permanent contraindication). Under paragraph (2),
a fine of up to CZK 10,000 can be levied for the above mentioned offence.?

(v) Actno. 561/2004, the Education Act

21. Under Article 36 § 3, compulsory school attendance starts at the beginning of the
school year following the day on which the child reaches the age of six, unless the child is
allowed a postponement.®

2 Minor Offences but by Act on Public Health Protection (Article 95 § 6 (b)). A fine of up to CZK 10,000 can be
levied for the mentioned offence.

3 With effect from 1 September 2017, according to Article 34 § 1 of the Education Act pre-school education is
compulsory from the beginning of the school year following the day on which the child reaches the fifth year of
age until the start of compulsory education. Pre-school education is compulsory ranging four continuous hours on
working days; the obligation is not given on days that fall in primary and secondary schools’ holiday period
(Decree no. 14/2005 of the Ministry of Education, Youth and Sports on pre-school education).



(vi) Act no. 40/1964, the Civil Code (“Old Civil Code”)

22. Under Article 421a § 1 of the Old Civil Code (in effect until 31 December 2013),
everyone is liable for damage caused by circumstances originating from the nature of the
apparatus or another thing used in the performance of the obligation. It is not possible to be
relieved of this liability. Under paragraph (2), this liability also applies to the provision of
health, social, veterinary and other biological services.

(vii) Act no. 89/2012, the Civil Code (“New Civil Code”)

23. Under Article 2936 of the New Civil Code (in effect since 1 January 2014), the person
who is obliged to provide a performance to someone and, in doing so, uses a defective thing
shall provide compensation for the damage caused by the defect of the thing. This also applies
in the case of the provision of health care, social, veterinary and other biological services.

24. Under Article 2937 § 1 if a thing causes damage by itself, the person who should have
had supervision over the thing shall pay compensation for the damage; if such a person cannot
be otherwise determined, the owner of the thing is conclusively presumed to be such a person.
A person who proves not to have neglected due supervision is released from the duty to provide
compensation.

(viii) Decree no. 439/2000 of the Ministry of Health on vaccination against infectious
diseases

25. With effect from 1 January 2001, this Decree stipulated routine vaccination of
children against tuberculosis, diphtheria, tetanus, pertussis and invasive disease caused by
Haemophilus influenzae type b, poliomyelitis, measles, rubella and mumps, and hepatitis B.
With the exception of vaccination against measles, rubella and mumps, the Decree stipulated
for all vaccinations the latest date when children must undergo that vaccination.

(ix) Decree no. 537/2006 of the Ministry of Health on vaccination against infectious
diseases*

26. This Decree superseded Decree no. 439/2000 with effect from 1 January 2007 and
maintained all of the above types of routine vaccinations of children. With effect from 1
November 2010, routine vaccination of children against pneumococcal infections was
introduced, but only in the case of children who have health indications set out in Annex 1 to
the Decree. With the exception of vaccination against measles, rubella and mumps, this Decree
also stipulates for all vaccinations the latest date when children must undergo that vaccination.

27. With effect from 12 March 2009, the global revaccination against tuberculosis was
abolished in the case of children 11 to 12 years old.

28. With effect from 1 November 2010, the obligation to undergo primary vaccination
against tuberculosis was limited to children with indications set out in Annex 3 to the Decree
(for example, if a member of the household where the child lives had or has active tuberculosis,
or if the child was in contact with a person suffering from tuberculosis).

4 With effect from 1 January 2018, an amendment to Decree no. 355/2017 reduces the number of doses of
hexavaccine administered to three compared to the originally required four doses. Furthermore, the date of
administration of the first dose of measles, rubella and mumps vaccine has been postponed since the age of 13
months and the date of administration of the second dose of this vaccine has been postponed to 5-6 years to ensure
longer specific antibody persistence at a later age.



(x) New legislation on compensation mechanism for the people who have side
effects stemming from the compulsory vaccination

29. A bill on compensation for damage caused by compulsory vaccination of 3 April
2019 was on 27 November 2019 approved by the Chamber of Deputies of the Parliament and
on 6 January 2020 referred to the Senate of the Parliament.®> The legislation process in ongoing.

B) COURT DECISIONS

(i)  The Constitutional Court’s case law

a) Judgment no. I1I. US 449/06

30. Inits judgment of 3 February 2011, the Constitutional Court examined relationship
between obligatory vaccination of children and the right to freedom of religion or belief and it
noted, inter alia:

“A public authority deciding on the enforcement or sanctioning of the statutory
obligation to undergo vaccination must (...) take into consideration the exceptional
reasons claimed by the appellant for his refusal to undergo vaccination. If there are
such circumstances that call, in a fundamental manner, for respecting that person’s
autonomy, while nevertheless maintaining an opposite public interest (...), and
therefore for an exceptional waiver of penalty for [refusing] the obligation to undergo
vaccination, the public authority must not penalise or otherwise enforce the above
obligation to undergo vaccination. The current Act no. 200/1990 allows taking those
constitutionally relevant considerations into account when deciding on a minor
offence. Article2 § 1 of this law allows taking into account the constitutional
relevance of the conduct of a person who refused to undergo vaccination in, for
example, the substantive element of the minor offence (according to the cited
provision, a minor offence is a culpable act that violates or threatens the interest of
society and that is explicitly described as minor offence in this or another law). (...)

The public authority, and then the administrative court in proceedings on an
administrative action, shall take into account all the relevant circumstances of the case
in its decision-making, in particular the urgency of the reasons claimed by the person
concerned, their constitutional relevance, and the risk to society that can be caused by
the conduct of the person concerned. The consistency and convincingness of the
claims of the person concerned will also be an important aspect. In a situation where
a specific person does not communicate with a competent public authority from the
beginning, and only justifies his attitude towards vaccination at later stages of the
proceedings, the condition of the consistency of that person’s attitude and the urgency
of the constitutional interest in the protection of his autonomy will usually not be
satisfied. If the person is a minor represented by a legal representative, then also the
interest of that minor should be taken into consideration if it is possible with regard to
his age and the circumstances of the case (...).”

b) Judgment no. P1. US 19/14

31. By its judgment of 27 January 2015, the Constitutional Court rejected the motion to
repeal Article 46 of the Public Health Protection Act and Article 29 § 1 (f) of the Minor
Offences Act. In the reasoning the court noted, inter alia:

“68. It cannot be (...) concluded that the extent of vaccination is not provided for in
the law sufficiently in detail. Each individual type of vaccinations enumerated ‘only’
in Article 2 of the implementing Decree (...) is inevitably linked to completely
specific diseases, to facts that are conditional for the specific type of vaccination, to
the subsequent required timetable of the vaccinations, and also to the specifications

5 The text of the bill is available at: https://apps.odok.cz/veklep-detail?pid=ALBSB6NJ7KX1



https://apps.odok.cz/veklep-detail?pid=ALBSB6NJ7KX1

32.

of the reasons for vaccination (vaccination before a medical intervention) or to the
specifications of certain professions (special vaccination). The last of the above
specific aspects thus became justified content of secondary legislation. The system of
legislation dictates that we refrain from separating pieces of legislation on individual
types of vaccination from those very definite and often time-specific (including the
state of scientific knowledge at a certain time) facts related to them.

(..)

79. The Constitutional Court does not consider the assessment of the technical aspects
of the issue, including the reasons that have led, in the light of medical science
findings, to the introduction of limited or global vaccination of the population,
including the use of obligatory vaccination provided for in the law, to be a part of its
review authority. It is not the Constitutional Court’s task to address the issue of
whether or not the epidemiological situation in this or that country of the European
continent warrants provisions on obligatory vaccination. Although it would be
possible to use expert findings here, the assessment of those sources falls within the
legislative and executive remits. The Constitutional Court has therefore based its
decision on generally available sources of the competent international and Czech
institutions. Conclusions that are evident from them speak in favour the adopted
solution, consisting in principally global vaccination against selected infectious
diseases, and the interest in the protection of public health outweighs the appellants’
arguments against obligatory vaccination.

(..)

86. The hitherto existing legislative arrangements for obligatory vaccination against
infectious diseases make it possible, with sufficient promptness, to react to
developments in the incidence of the various infectious diseases in the territory of the
State and to the most recent status of scientific knowledge in medicine and
pharmacology. This is also reflected in the continuous amendments to Decree no.
537/2006 (...), and previous Decree no. 439/2000 on the same issue, which modified
and modify the extent of obligatory vaccination.”

¢) Judgment no. Pl. US 16/14

By its judgment also of 27 January 2015, the Constitutional Court also rejected the
motion to repeal Article 50 of the Public Health Protection Act to the extent of the phrase “can
only accept children who have undergone the required routine vaccinations or who have a
confirmation stating their immunity to infection or stating that they cannot undergo vaccination

due to permanent contraindication”. In the reasoning the court noted, inter alia:

“94. (...) From [Article 46 § 2 of the Public Health Protection Act] it follows that the
use of the legislative abbreviation ‘permanent contraindication’ in the impugned
provision means a case when the child’s state of health has been found to prevent the
administration of the vaccine.

(..)

102. According to the Constitutional Court, vaccination in general, as an
immunisation tool preventing selected infections, constitutes a social benefit requiring
shared responsibility of the members of society, i.e. an act of social solidarity of those
who take a risk, which is, however, described as the minimum risk in latest scientific
knowledge, in order to protect the health of the entire society. The reason is that the
immunisation of a sufficient majority of the population prevents the spread of these
selected diseases, thereby protecting both vaccinated and unvaccinated individuals.
The higher the ratio of unvaccinated individuals to vaccinated population, the higher
the risk of a renewed infection spread and not only among those who voluntarily
refused vaccination but also among those who could not be vaccinated due to serious,
especially health reasons. Last but not least, the spread of the infection endangers
individuals who are vaccinated but the vaccination did not achieve the required effect



in them. In the present case, where vaccination is a precondition for accepting the
child to nursery school, in particular children are the subjects exposed to the risk of
infection, and they can face especially serious consequences.

103. For these reasons the child’s vaccination before the child is admitted to a nursery
school can be regarded as an act of social solidarity, which becomes increasingly
important as the number of vaccinated children in these pre-school facilities rises. On
the contrary, cases where a certain group of children admitted to pre-schools refuses
vaccination without serious reasons, thus enjoying the benefits of the effectiveness of
vaccination or of the willingness of other children attending pre-schools to assume the
minimum risk entailed in vaccination, could then be regarded as social injustice (...).”

d) Decision no. IIl. US 3311/12

33. Byitsdecision of 17 August 2015, the Constitutional Court dismissed a constitutional
appeal of parents fined in proceedings on a minor offence for failure to ensure that their minor
child undergoes obligatory vaccination. In the reasoning the court noted, inter alia:

“29. (...) [T]he present case is not (...) an exceptional case in which obligatory
vaccination cannot be enforced due to specific circumstances. In the appellants’ case
(...) the Constitutional Court did not find any exceptional reasons for which they
could not be penalised for refusing obligatory vaccination of their daughter on the
grounds that the penalty would amount to an interference with their freedom of
thought and conscience. The Constitutional Court did not find any exceptional or
convincingly and consistently claimed reasons for which the appellants refused to
undergo (in their daughter’s case) obligatory vaccination and which fundamentally
called for respecting their autonomy despite the undisputed and significant public
interest in the vaccination.

30. The appellants’ arguments concerning their reasons for refusing obligatory
vaccination of their daughter remained at a completely general level; the appellants
(...) acted on the basis of a general conviction of the child’s best interest. They refused
the vaccination on the basis of an opinion that they had reached (only) by studying
literature and other resources. The general opinion so presented cannot be understood
as unique and constitutionally relevant reasons for refusing vaccination. The
appellants’ assertions are not sufficiently convincing. Over the course of time, they
were even inconsistent because in proceedings before administrative authorities the
appellants had cited their reasons for refusing vaccination in a much more urgent
manner than in proceedings before administrative courts in which, instead of their
personal reasons for refusing obligatory vaccination, the mainstay of their arguments
was a general analysis of the issue of the compliance of obligatory vaccination
legislation with the constitutional order. In proceedings before the Constitutional
Court, their arguments were once again much more focused on reasons for refusing
vaccination in specifically their own case. However, the appellants did not state any
relevant circumstances (they noted that their daughter was a healthy child who only
suffered from occasional common illnesses) to support [the existence of] any
interference with the constitutionally guaranteed rights and freedoms.”

e) Judgment no. I. US 1253/14

34. In its judgment of 22 December 2015, the Constitutional Court again examined
parents’ constitutional appeal against a fine levied on them in proceedings on a minor offence
as the parents had not ensured that their minor child underwent obligatory vaccination. The
Constitutional Court used and clarified in more detail its conclusions contained in its judgment
no. I11. US 449/06 (see § 30 above), in particular in relation to the right to ‘secular objection of
conscience’; the court noted, inter alia:

“42. The existence of the judgment cited above [no. III. US 449/06] leads to the
following postulates regarding the justifiability of the secular objection of conscience,



which must be satisfied cumulatively. These are (1) the constitutional relevance of the
claims contained in the objection of conscience, (2) the urgency of the reasons that
the holder of the fundamental freedom cites in support of his objection, (3) the
consistency and convincingness of that person’s claims and (4) the social impacts that
an accepted secular objection of conscience may have in the specific case.

43. The Constitutional Court requires that if all of the above requirements are satisfied,
obligatory vaccination of the particular person is not insisted on, i.e. the obligation to
undergo vaccination is not be subject to penalisation or otherwise enforced in that
case. (...)

44. The constitutional relevance of the claims contained in the secular objection of
conscience expressed against obligatory vaccination is satisfied in the present case
already by the very collision between the protection of public health and the health of
the person in whose favour the objection of conscience is applied (...). Nor can the
parents’ claim of an interference with their right to parental care be ignored (...).
Article 15 § 1 on freedom of conscience, or conviction of holders of a fundamental
right remains immanent to the case. Nor can a very frequent argument that vaccination
is an interference with bodily integrity be ignored (...). Moreover, all these cases
involve fundamental rights that can be weighed against each other (optimised).

45. The urgency of the reasons claimed in the objection of conscience against
obligatory vaccination remains, unguestionably, a subjective attribute. It is the
proverbial aspect of “here and now” which prevents obeisance to the order of law
without any exception. It is difficult to define the variety of the content of the
objection; undoubtedly, it potentially includes the conviction that irreversible damage
to the health of a close person can be caused. If it is a minor represented by a legal
representative, the specific aspects of his interest in avoiding the vaccination must be
taken into consideration.

46. The convincingness and consistency of claims supporting the objection of secular
conscience must be assessed ad personam and cannot be subjected to the postulate of
an objective truth; the content of those claims must include a value charge and must
not strongly contradict the social environment, but it must primarily stand on its own
in the eyes of its holder and those who are the closest to him. The Constitutional Court
has earlier [in case no. III. US 449/06] required the author of the objection to
communicate with the competent public authority, i.e. to refrain from justifying his
conviction only at the later stages of the proceedings. This still applies, and the
unambiguity and proper (reasonable) comprehensibility of the manifestation of that
person’s conscience must be a matter of course.

47. Finally, with all due respect for the autonomy of manifestations of will, the social
impacts of the objection of secular conscience, if it is to be accepted, must not
extremely exceed the sphere of the legitimate aims relevant for the given field of law.
In this specific case it means, inter alia, that the desirable rate of vaccination coverage
of the population against contagious diseases must be taken into account. The
exception granted must not be associated with conclusions that would allow such
exceptions to transform into a rule.

(..)

49. As regards the relation between the two types of objections of conscience
(conviction), both religious and secular, the Constitutional Court concludes that in a
secular State (Article 2 § 1 of the Charter) there is no reason to treat them differently.

(..)

50. (...) [R]efusal of obligatory vaccination on the grounds of religion and belief,
which cannot be completely ruled out depending on the specific circumstances, must
remain a restrictively perceived exception, for which the Constitutional Court has
already opened some space on account of strong reasons, but not a dispensation
granted automatically to a specific religion or a group of persons professing a specific
belief.



51. All of the above applies with equal force also in cases where a certain person is to
undergo obligatory vaccination and raises (or on his behalf someone raises) a secular
objection of conscience. It must be emphasised that an exception from the statutory
obligation can be considered only in exceptional cases closely linked to the person
who is subject to the obligation of vaccination, or to persons closely related to such
person (a highly undesirable reaction to previous vaccination in the case of that
person, his child etc.). The opposite would deny the fact that obligatory vaccination
serves for the protection of public health, such protection being the preferred option
in the law as approved by the Constitutional Court in its judgments no. P1. US 19/14
and no. P1. US 16/14.”

f)  The recent case law (outside the material period)

35. The Constitutional Court’s case law since February 2016 has not undergone any
substantial changes. Since then the Constitutional Court issued four relevant decisions.

36. Firstly, by its decision of 19 December 2017 no. II. US 3257/17, the Constitutional
Court dismissed a constitutional appeal of a child who had not been accepted to a nursery school
due to failure to satisfy the condition of obligatory vaccination because of the parents’ secular
objection of conscience. The Constitutional Court noted inter alia that the applicant was not
consistent in reasons given justifiability of the secular objection of conscience as she had been
vaccinated by Infarix hexa and under such circumstances, it is not possible to claim exception
to obligatory vaccination based on the parents’ conviction that the natural immunity is best for
the child. The parents did not trust the vaccination system in the Czech Republic and gave no
urgent reasons for refusing vaccination.

37. Secondly, by its decision of 18 September 2018 no. IV. US 896/18, the Constitutional
Court dismissed a constitutional appeal of children who had not been accepted to a nursery
school due to failure to satisfy the condition of obligatory vaccination. The applicants raised
the same objections as in the proceedings before general court.

38. Thirdly, the judgment of 8 October 2018 no. II. US 725/18 related to secular objection
of conscience. The mother of the child did not give urgent reasons for refusing vaccination and
the constitutional appeal was rejected. The mother reported a previous bad experience with
obligatory vaccination — a child experienced less severe side effects of vaccination.
Furthermore, the mother pointed out a very serious reaction of a relative to a completely
different voluntary vaccination and had doubts about the benefits of vaccination for the child.

39. Finally, by its decision of 21 May 2019 no. III. US 943/19, the Constitutional Court
dismissed a constitutional appeal of a child who had not been accepted to a nursery school due
to failure to satisfy the condition of obligatory vaccination.

(i) The Supreme Administrative Court’s case law

a) Decision no. 8 As 6/2011

40. In its decision of 3 April 2012, the Supreme Administrative Court held that the
general regulation of natural persons’ obligation to undergo vaccination, set out in Article 46
of the Public Health Protection Act and specified in more detail in the Decree on vaccination
against infectious diseases, meet the constitutional requirements according to which obligations
may only be imposed on the basis and within the bounds of law, and that the bounds of
fundamental rights and freedoms may only be provided for in law. In that respect the court
noted, inter alia:

“28. (...) [T]he law provides for the obligation of selected groups of natural persons

to undergo vaccination as part of routine vaccination or special vaccination, this
obligation being general but also sufficiently clear and specific, and for a related



obligation to undergo immunity examination before that; the Decree then mainly
specifies the infectious diseases and the deadlines for the obligation to undergo routine
or special vaccination and sets out other details.

(..)

32. (...) [T]his legislative solution allows for a flexible reaction to the development
of the incidence of the various infectious diseases in the territory of the State and to
the most recent development of scientific knowledge in medicine and pharmacology.
This is also reflected in the amendments to Decree no. 537/2006, and earlier Decree
no. 439/2000, which also modify the extent of obligatory vaccination. If all of these
details were set out in the Public Health Protection Act, it would also be considerably
more difficult and time consuming to change them. In certain urgent cases, this could
jeopardise the very purpose of the relevant legislation, i.e. to prevent the emergence
and spread of infectious diseases as part of public health protection. Naturally, this
does not mean that the legislature is not entitled to restrict or fully repeal the existing
[delegated] authorisation to regulate [this issue] through a secondary legislation by
amending Article 46 of the Public Health Protection Act, thus reserving the right to
address this issue to the legislature’s own discretion to the full extent. However, if the
legislature has not done so for the above legitimate reasons, it is important that in
Acrticle 46 of the Public Health Protection Act, it has retained provisions on the
primary obligation to undergo vaccination, which the implementing Decree only
specifies in more detail.

(..)

33. (...) The fact that the details of the above obligation are set out in a secondary
legislation does not mean, however, that these issues and the specific provisions in the
implementing Decree cannot be subject to both expert and lay public discussion.

34. Similarly, this form of regulation does not change anything in the fact that this
Decree and its provisions are subject to judicial review from the perspective of
whether the appropriate type and extent of obligatory vaccination in the case of the
various infectious diseases comply with the formal and also substantive requirements
of not only the Charter of Fundamental Rights and Freedoms but also the Convention
on Biomedicine and the European Convention for the Protection of Human Rights and
Fundamental Freedoms as formulated in the case law of the European Court of Human
Rights. (...) Although the Ministry of Health, as an executive authority, has the
relevant expert background and a wide margin of discretion regarding this issue, this
margin of discretion is not unlimited.”

b) Judgment no. 4 As 2/2011

41. Inits judgment of 25 April 2012, the Supreme Administrative Court pointed out inter
alia that unlike with respect to vaccination against measles, rubella and mumps, Decree no.
537/2006 sets out legally binding deadlines and age limits for meeting the vaccination
obligation in the case of the initiation of primary immunisation series and/or booster doses for
diphtheria, tetanus, pertussis, poliomyelitis, hepatitis B and Haemophilus influenzae type b
vaccination (specifically in Article 4 § 1 so that the last dose of the hexavalent vaccine is to be
administered before the age of 18 months). It is therefore a perfect legal rule, i.e. where it is not
complied with, a penalty can be imposed under the Minor Offences Act.

(ili) The Supreme Court’s case law

Judgment no. 25 Cdo 3953/2014

42. Inits judgment of 27 May 2015, the Supreme Court rejected the appeal on a point of
law filed by the respondent hospital against the appellate court’s judgment whereby the latter
upheld the judgment of the court of first instance from 2013. In this case, the court of first



instance considered an action brought by a minor girl born in February 2010 in a healthcare
institution operated by the defendant; on the fourth day after birth, the minor underwent
vaccination against tuberculosis that was obligatory at that time. Several months later the girl
began to suffer health problems and was placed in a hospital where it was found that in
consequence of the vaccination, although it had been carried out in a sterile environment and
lege artis, she had developed an inflammation in the hip joint with a prognosis of its gradual
spreading to the whole body. In its judgment the court of first instance found a causal link
between the claimant’s vaccination and the occurred damage to health. It then concluded that
the hospital was liable for that damage to health under Article 421a of the Old Civil Code (in
effect until 31 December 2013), because that provision established the defendant’s strict
liability.

43. The Supreme Court recalled that Article 421a of the Old Civil Code, that was relevant
for the assessment of the case,

“provides for a special case of strict liability, where a person performing his obligation
(providing a specific service) cannot be relieved of his liability for any exonerating
grounds. (...). In the provision of healthcare, another thing, within the meaning of the
cited provision, also means a substance administered to the patient, i.e. a drug or
medicinal product that is administered during the performance of the obligation by
the healthcare provider, as in the present case. The circumstance that originates from
the nature of the medicine is not only its defect or a missing property (for example, it
is infected) that a drug should have but also its properties by which it manifests itself
upon use, whether typical or characteristic properties or, on the contrary, unusual or
unexpected ones (...). Liability under Article 421a of the Civil Code exists if specific
damage was caused by circumstances originating directly from the nature of the drug
used in the provision of healthcare services, and therefore also in the case where
despite the correct application of the drug, its effective components were capable of
causing in the organism an adverse reaction accompanied by damage to health. It is
not relevant whether these are the consequences of the risk generally or usually related
to the use of the drug, nor whether the potential harmful effects of the use of the drug
are known, or whether damage occurs very rarely (...). Therefore the appellate court’s
legal conclusion is correct: under Article 421a of the Civil Code, the healthcare
provider that administered the substance to the patient is liable for the damage caused
to health by the effect of vaccine.”
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RELEVANT INTERNATIONAL LAW AND PRACTICE

1.  Government submit overview of the relevant international law and practice that was
in place at the material time of applications, i.e. till the end of 2015, updated also with the recent
developments in this area for capturing also the current situation.

(i) International Covenant on Economic, Social and Cultural Rights

2. Under Article 12, paragraph 1, the States Parties recognize the right of everyone to
the enjoyment of the highest attainable standard of physical and mental health.

3. Under Article 12, paragraph 2 (c), the steps to be taken by the States Parties to achieve
the full realization of this right shall include those necessary for the prevention, treatment and
control of epidemic, endemic, occupational and other diseases.

4. In General comment No. 14 on the right to the highest attainable standard of health,
published on 11 August 2000 (E/C.12/2000/4), the UN Committee on Economic, Social and
Cultural Rights noted, inter alia:

“[Article 12.2 (¢). The right to prevention, treatment and control of diseases]

16. The control of diseases refers to States’ individual and joint efforts to, inter alia,
(...) the implementation or enhancement of immunization programmes and other
strategies of infectious disease control.

(...

[Specific legal obligations]

36. The obligation to fulfil requires States parties, inter alia, to give sufficient
recognition to the right to health in the national political and legal systems, preferably
by way of legislative implementation, and to adopt a national health policy with a

detailed plan for realizing the right to health. States must ensure provision of health
care, including immunization programmes against the major infectious diseases (...).

(..)
[Core obligations]
44. The Committee also confirms that the following are obligations of comparable
priority:

(..)

(b) To provide immunization against the major infectious diseases occurring in
the community;

(c) To take measures to prevent, treat and control epidemic and endemic
diseases”

5. In the Concluding observations as part of a periodic review of individual States, the
UN Committee on Economic, Social and Cultural Rights repeatedly highlighted the obligation
of preventive vaccination of the highest possible percentage of population of the State
concerned, and it also criticised a decreased rate of vaccination,? and called upon the States
concerned to reverse that negative trend.®

! See, e.g., Concluding observations of the UN Committee on Economic, Social and Cultural Rights:
Kazakhstan, observations of 7 June 2010, E/C.12/KAZ/CO/1, § 4

2 See, e.g., Concluding observations of the UN Committee on Economic, Social and Cultural Rights: Egypt,
observations of 13 December 2013, E/C.12/EGY/CO/2-4, § 21

3 See, e.g., Concluding observations of the UN Committee on Economic, Social and Cultural Rights: Ukraine,
observations of 13 June 2014, E/C.12/UKR/CQO/6, § 19



(i) Convention on the Rights of the Child

6. Under Article 24 States Parties recognize the right of the child to the enjoyment of
the highest attainable standard of health.

7. Under General comment No. 15 on the right of the child to the enjoyment of the
highest attainable standard of health, published on 17 April 2013 (CRC/C/GC/15), the
realisation of this right includes immunization against the common childhood diseases.*

8.  In the Concluding observations as part of a periodic review of individual States, the
UN Committee on the Rights of the Child often highlights the necessity to strengthen the system
of vaccination of children, including the increased vaccination coverage,® and recommends full
vaccination of all children.®

9. For example, when reviewing the Netherlands, the Committee was concerned about
the relatively low vaccination rates among some religious groups and recommended that the
Netherlands take all necessary measures to ensure universal vaccination of children.’

10. In the Concluding observations in respect of Slovakia, the Committee expressed its
concern that the State transferred the responsibility for storing vaccines and keeping track of
vaccination dates onto parents.®

11. As regards the Czech Republic, the Committee described the vaccination intake as
excellent.’

(iii) Documents of the World Health Organization
12. In 2013 the World Health Organization noted as regards vaccination in general:

“Overwhelming evidence demonstrates the benefits of immunization as one of the
most successful and cost-effective health interventions known. Over the past several
decades, immunization has achieved many things, including the eradication of
smallpox, an accomplishment that has been called one of humanity’s greatest
triumphs. Vaccines have saved countless lives, lowered the global incidence of polio
by 99 percent and reduced illness, disability and death from diphtheria, tetanus,
whooping cough, measles, Haemophilus influenzae type b disease, and epidemic
meningococcal A meningitis.

(..)

Immunization is, and should be recognized as, a core component of the human right
to health and an individual, community and governmental responsibility. VVaccination
prevents an estimated 2.5 million deaths each year. Protected from the threat of
vaccine-preventable diseases, immunized children have the opportunity to thrive and

4 See § 41 of the General comment

5 See, e.g., Concluding observations of the UN Committee on the Rights of the Child: The Republic of Korea,
observations of 2 February 2012, CRC/C/KOR/CO/3-4, § 53; see also Concluding observations of the UN
Committee on the Rights of the Child: Jamaica, observations of 10 March 2015, CRC/C/JAM/CO/3-4, § 44; see
also Concluding observations of the UN Committee on the Rights of the Child: Uruguay, observations of 5 July
2007, CRC/C/URY/COI/2, § 49

b See, e.g., Concluding observations of the UN Committee on the Rights of the Child: India, observations of 7
July 2014, CRC/C/IND/CO/3-4, § 64(e)

7 See Concluding observations of the UN Committee on the Rights of the Child: the Netherlands, observations of
26 February 2004, CRC/C/15/Add.227, § 47-48

8 See Concluding observations of the UN Committee on the Rights of the Child: Slovakia, observations of 10
July 2007, CRC/C/SVK/CO/2, § 49

% See Concluding observations of the UN Committee on the Right of the Child: the Czech Republic, observations
of 18 March 2003, CRC/C/15/Add.201, § 3

10 WHO, “Global Vaccine Action Plan 2011-2020”, WHO 2013, pp. 5, 12 and 13, available at:
https://www.who.int/immunization/global_vaccine action_plan/GVAP_doc 2011 2020/en/



https://www.who.int/immunization/global_vaccine_action_plan/GVAP_doc_2011_2020/en/

a better chance of realizing their full potential. These advantages are further increased
by vaccination in adolescence and adulthood. As part of a comprehensive package of
interventions for disease prevention and control, vaccines and immunization are an
essential investment in a country’s — indeed, in the world’s — future.

(..)

The last century was, in many respects, the century of treatment, resulting in dramatic
reductions in morbidity and mortality, with the discovery and use of antibiotics as one
of the biggest agents of change in health. This century promises to be the century of
vaccines, with the potential to eradicate, eliminate or control a number of serious, life-
threatening or debilitating infectious diseases, and with immunization at the core of
preventive strategies.”

13. One of the main aims of the World Health Organization’s Global Immunization

Vision and Strategy is to immunise “more people against more diseases”.!!

14. The World Health Organization recommends an at least 90% national coverage rate
in relation to all vaccines that form part of the national immunisation programmes.!2

15. In April 2019, the World Health Organization published an updated version of its
recommendations for routine immunization against different diseases (WHO Position Papers —
Recommendations for Routine Immunization).*3

16. In 2019 the World Health Organization issued the SAGE Global VVaccine Action Plan
2011-2020 review and lessons learned report that provides an overall assessment of plan’s
successes and challenges among which it named e.g. accelerating urbanization, migration and
displacement as well as vaccine hesitancy.*

(iv) The European Social Charter

17. Under Article 11, paragraph 3 with a view to ensuring the effective exercise of the
right to protection of health, the Contracting Parties undertake, either directly or in co-operation
with public or private organisations, to take appropriate measures designed to prevent as far as
possible epidemic, endemic and other diseases.

18. Inthe case of Médecins du Monde — International v. France (collective complaint no.
67/2011, decision on admissibility of 11 September 2012) the European Committee of Social
Rights explained:

“160. Article 11 § 3 requires states to ensure high immunisation levels, in order to not
merely reduce the incidence of these diseases, but also to neutralise the reserves of
viruses and thus to reach the objectives set by the World Health Organisation (WHO).
The Committee underlines that vaccinations on a large scale are recognised as the
most efficient and most economical means of combating infectious and epidemic
diseases (See Conclusions XV-2, Belgium, Article 11 § 3). This concerns the
population in general (...).”

11 Available at: http://www.who.int/immunization/givs/en/

12 WHO, “Global Vaccine Action Plan 2011-2020”, WHO 2013, cited above, p. 90

13 Available at: http://www.who.int/immunization/policy/Immunization routine tablel.pdf?ua=1

14 Available at: https://apps.who.int/iris/bitstream/handle/10665/329097/WHO-1VB-19.07-eng.pdf?ua=1
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https://apps.who.int/iris/bitstream/handle/10665/329097/WHO-IVB-19.07-eng.pdf?ua=1

19. If the vaccination coverage in a Council of Europe member state is too low, the
Committee will find a violation of Article 11 § 3 of the Charter,® or it can warn the State
concerned. The Committee considers the WHO targets to be the reference criteria.®

20. In the conclusions on a review of Ireland in the first period, the Committee explicitly
recommended to arrange for compulsory vaccination to protect the Irish population more
effectively against the most important contagious and epidemic diseases.’

(v) Recommendation of the Parliamentary Assembly of the Council of Europe

21. Recommendation 1317 (1997) on vaccination in Europe referred to the growing
mobility of people, including mass movements of refugees and in that respect it invited member
states to devise comprehensive public vaccination programmes as the most effective means of
preventing infectious diseases, and to achieve a high immunisation level among the population.

(vi) The European Union law

22. In 2005, the European Centre for Disease Prevention and Control was established and
its mission is to identify, assess and communicate current and emerging threats to human health
posed by infectious diseases.®

23. The Court of Justice of the European Union held that Article 168 of the Treaty on the
Functioning of the European Union, which concerns the EU’s powers in public health, does not
impose any obligation on the Member States concerning vaccination of minor children that
could be invoked in order to assess the compliance of national measures with the EU law (case
C-459/13, Siroka, order of 17 July 2014, ECLI:EU:C:2014:2120).

24. On 1 December 2014, the Council of the European Union adopted conclusions
concerning vaccination as an effective tool in public health, noting in them, inter alia, that

“communicable diseases, including some re-emerging ones, such as Tuberculosis,
measles, pertussis and rubella, still present a public health challenge and can cause a
high number of infections and deaths, and that the recent emergence and outbreaks of
communicable diseases, such as polio, avian influenza H5SN1 and H7N9 (...) and
Ebola virus disease have confirmed that vigilance must remain high also with respect
to diseases that are not currently present in the territory of the Union. (...)

[V]accination programmes are the responsibility of individual Member States and
(...) various vaccination schemes exist in the EU (...).[M]any vaccines used in
community vaccination programmes have been able to prevent disease in individuals
and at the same time interrupt the circulation of pathogens through the so called ‘herd
immunity’ phenomenon, contributing to a healthier global society. Community
immunity could thus be considered an objective in national vaccination plans.”

25. The resolution of the European Parliament adopted 19 April 2018 on vaccine
hesitancy and the drop in vaccination rates in Europe calls on Member States to ensure
sufficient vaccination of healthcare workers, take effective steps against misinformation, and

15 See, e.g., Conclusions XV-2 — Belgium — Article 11-3 of the Charter, the European Committee of Social
Rights, 31 December 2001, XV-2/def/BEL/11/3/EN, available at: http://hudoc.esc.coe.int/eng?i=XV-
2/def/BEL/11/3/EN

16 See, e.g., Conclusions XV-2 — France — Article 11-3 of the Charter, the European Committee of Social Rights,
31 December 2001, XV-2/def/[FRA/11/3/EN, available at: http://hudoc.esc.coe.int/eng?i=XV-
2/def/FRA/11/3/EN

17 See Conclusions | — Ireland — Article 11-3 of the Charter, the European Committee of Social Rights, 31 May
1969, 1/def/IRL/11/3/EN, available at: http://hudoc.esc.coe.int/eng?i=1/def/IRL/11/3/EN

18 See https://www.ecdc.europa.eu/en/about-us/ecdcs-mission-and-main-activities
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http://hudoc.esc.coe.int/eng?i=XV-2/def/FRA/11/3/EN
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http://hudoc.esc.coe.int/eng?i=I/def/IRL/11/3/EN
https://www.ecdc.europa.eu/en/about-us/ecdcs-mission-and-main-activities

implement measures for improving access to medicines. It also calls on the Commission to
facilitate a more harmonised schedule for vaccination across the European Union.

26. On 7 December 2018, the Council of the European Union adopted its
recommendation on strengthened cooperation against vaccine-preventable diseases. The
recommendation recognizes that vaccination is one of the most powerful and cost-effective
public health measures developed in the 20th century and remains the main tool for primary
prevention of communicable diseases. Moreover, among the recommendations for Member
States it, inter alia, included the following:

1. Develop and implement vaccination plans, at national and/or regional level, as
appropriate, aimed at increasing vaccination coverage with a view to reaching the
goals and targets of the WHQO's European Vaccine Action Plan by 2020. These plans
could include, for example, provisions for sustainable funding and vaccine supply, a
life-course approach to vaccination, capacity to respond to emergency situations, and
communication and advocacy activities.

2. Aim to achieve by 2020, for measles in particular, a 95 % vaccination coverage
rate, with two doses of the vaccine for the targeted child population, and work
towards closing the immunity gaps across all other age groups, with a view to
eliminating measles in the EU.

3. Introduce routine checks of vaccination status and regular opportunities to
vaccinate across different stages of life, through routine visits to the primary
healthcare system and through additional measures taken, for example when
beginning (pre-) school, in the workplace or in care facilities, according to national
capacities.

27. In the 2018 report done for the European Commission on the state of vaccine
confidence in the EU is, inter alia, stipulated that:

High confidence in vaccination programmes is crucial for maintaining high
coverage rates, especially at levels that exceed those required for herd immunity.
Across the European Union (EU), however, vaccine delays and refusals are
contributing to declining immunisation rates in a number of countries and are
leading to increases in disease outbreaks. Recent Measles outbreaks — the highest
in the EU for seven year — illustrate the immediate impact of declining coverage on
disease outbreaks.'®

19 Available at: https://ec.europa.eu/health/sites/health/files/vaccination/docs/2018_vaccine_confidence_en.pdf
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SITUATION IN EUROPE

(i) Obligatory and recommended vaccination in Europe

1. According to an international study published in 20121, as well as according to a
comparative analysis drawn up by the Parliamentary Institute in June 2014 (see Enclosure 9),
there is at least one type of obligatory vaccination in 14 EU states, while eight of those countries
have the same or higher number of types of obligatory vaccination as the Czech Republic.
Mandatory vaccine policies can be identified in Council of Europe states such as Bulgaria (9
mandatory vaccines), Croatia (11 mandatory vaccines), France (11 mandatory vaccines since
2018), Germany (1 mandatory vaccine since 2020), Greece (4 mandatory vaccines), Italy (10
mandatory vaccines since 2017), Malta (3 mandatory vaccines), Moldova (9 mandatory
vaccines), Poland (11 mandatory vaccines) or Slovenia (9 mandatory vaccines).

2. However to bear in mind, categorising States by whether vaccination is obligatory or
voluntary is problematic for many reasons. First, legal consequences related to failure to comply
with “obligatory” vaccination can vary significantly between the States: there are penal
consequences in some countries, pecuniary sanctions imposed in administrative proceedings or
impossibility to attend schools or pre-schools in others. For example in Hungary, denying a
compulsory vaccination is regarded as a serious misconduct and can constitute crime of abuse
of a minor punishable by imprisonment between one to five years. In Croatia, parents can be
reported to the Social Welfare centre for child neglect. Administrative delict for failure to
vaccinate is introduced for example in Croatia (270 EUR), Germany (2 500 EUR) or in Italy
(100-500 EURY). Vaccination is conditional for attending pre-school facilities such as nurseries,
kindergartens or day care centres, for example, in Belgium, Germany, Greece, Italy or Moldova.
Second, there are countries where penalties for failure to undergo vaccination are only
theoretical and never applied, or only in part. For example in Moldova, unvaccinated children
are not allowed to educational and recreational institutions like kindergartens, schools and high
schools, however, there is neither administrative, nor criminal provision to hold the parents
accountable for refusing mandatory vaccination for their children. Third, in some countries
certain types of vaccination are obligatory only for certain risk groups.?

3. Furthermore, for example in Belgium, there is only one type of vaccination obligatory
under the law, namely vaccination against poliomyelitis. However, if parents want to place their
child in a pre-school facility in the francophone part of Belgium, i.e. a facility administered by
Office de la Naissance et de I’Enfance, under the internal rules of this institution their child
must also be vaccinated against poliomyelitis, pertussis, measles, mumps, rubella, Haemophilus
influenzae type b infections and diphtheria. Thus, eight types of vaccination in total are required
for admission to pre-school facilities in the francophone part of Belgium.®

4.  Although in a particular State vaccination of children is not obligatory in general, this
does not mean that in specific cases the State cannot order it, either collectively in reaction to
an emergency, such as the measles epidemic in Granada, Spain, in 2010 to 2011, or under other
circumstances as illustrated by, for instance, the decision of the UK High Court of Justice of
September 2013, ordering the vaccination of two children against measles, rubella and mumps

L “Mandatory and recommended vaccination in the EU, Iceland and Norway: results of the VENICE 2010 survey
on the ways of implementing national vaccination programmes.” Available at:
http://www.eurosurveillance.org/images/dynamic/EE/V17N22/art20183.pdf

2 “Mandatory and recommended vaccination in the EU, Iceland and Norway...”, cited above, p. 2

3 Available at: https://www.vaccination-info.be/faq/

4 Available at: http://www.eurosurveillance.org/ViewArticle.aspx?Articleld=20612
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at the request of their father and contrary to their mother’s will.> In Portugal, which is according
to the above mentioned classifications also among the states without obligatory vaccination,
domestic courts in some cases assess the absence of vaccination as one of the symptoms of a
child neglect (Soares de Melo v. Portugal, no. 72850/14, judgment of 16 February 2016, § 34).

5. With view to recent developments, some European States, listed in the above
categorisation among States without obligatory vaccination, have recently decided to adopt
obligatory vaccination or are considering such step. Lithuania may be mentioned by way of
illustration, where since 1 January 2016, a precondition for admitting children to pre-school
facilities is vaccination against measles, rubella and poliomyelitis.® In Germany, following the
massive measles epidemic in 2014 to 2015, there has been strong discussion amongst politicians
and the public on introducing obligatory vaccination against this disease which, in deed, led to
a legislative change and starting 1 March 2020 compulsory vaccination will apply to measles.”:8
This obligation extends to all born after 1970 who are at least one year old and receive care in
joint facilities such as day care centres or schools and other educational facilities in which
predominantly minors are looked after, or receive care in children’s home or in community
housing for asylum seekers or refugees, or to those who work in such facilities. Although
children who have an obligation to attend school cannot be hindered from doing so on the basis
of this legislation, the school will be obliged to give a report about unvaccinated children to
responsible public health department and a fine up to 2 500 EUR can be imposed. Other
countries are further strengthening their mandatory vaccine policies already in place. As a result
of growing vaccine hesitancy, as well as large outbreaks and deaths from measles, France
extended in 2018 the already existing impossibility for parents to have their unvaccinated child
attending day care centres from three to eleven vaccinations.® Similarly Italy, where four
mandatory vaccines were in place before 2017, has extended the existing vaccine mandates to
ten.!® Children must be fully vaccinated to attend preschool facilities such as nursery,
kindergarten or pre-primary schools and a fine between 100 and 500 EUR can be levied on
parents for refusal to let children vaccinate.!* Recently, the Health secretary of the United
Kingdom has also expressed that law on compulsory vaccination for state school pupils could
be introduced soon due to falling vaccination rates.*? In fact, in 2019 the UK has lost its official
measles-free country status from the World Health Organization after gradual fall in rates of
measles, mumps and rubella immunisation.*®

6. Moreover, current experience of European States indicates that following the
abolition of obligatory vaccination, vaccination coverage in the population may decline below
the level necessary for attaining herd immunity and, therefore, for preventing infectious
diseases from spreading in the population. An Italian study published in 2014 concluded, for
example, on the basis of interviews with parents, that “it seems likely that the suspension of

5 Available at: http://www.bailii.org/cgi-bin/markup.cgi?doc=/ew/cases/EWHC/Fam/2013/2683.html.
5Available at: https://www.neweurope.eu/article/lithuania-unvaccinated-children-barred-from-entering-
kindergartens/

7 Available at: http://www.theguardian.com/world/2015/feb/23/german-health-official-mandatory-measles-
vaccinations-child-dies; http://www.dw.com/en/berlin-measles-epidemic-reaches-new-high/a-18301149

8 Available at: https://www.theguardian.com/world/2019/nov/14/german-parliament-approves-compulsory-
measles-vaccinations or at https://www.dw.com/en/germany-makes-measles-vaccination-compulsory/a-
51243094

9 Available at: https://www.eurosurveillance.org/content/10.2807/1560-7917.ES.2018.23.17.18-00048 and
https://www.eurosurveillance.org/content/10.2807/1560-7917.ES.2019.24.26.1900376

10 Available at: https://www.eurosurveillance.org/content/10.2807/1560-7917.ES.2019.24.26.1900376

1 Available at: https://www.eurosurveillance.org/content/10.2807/1560-7917.ES.2018.23.22.1800238

12 Available at: https://www.theguardian.com/society/2019/sep/29/government-seriously-considering-
compulsory-vaccinations-matt-hancock and https://www.bbc.com/news/uk-politics-49870387

13 Available at: https://www.bbc.com/news/health-49507253
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obligatory vaccination would result in the current coverage rates declining to significantly

below 90%; this would represent an unacceptably low level coverage”.'*

7. In a similar vein, the declaration of the committee of the Slovak Epidemiology and
Vaccination Society adopted in April 2015*° notes, inter alia:

“Under the influence of the increasing activities of the anti-vaccination movement,
vaccination coverage has declined in Slovakia below a critical threshold at which the
increase in the incidence and an epidemic of health and life threatening infections
could occur. In particular children under five are at risk (...).

Should vaccination be voluntary, in the current situation in Slovakia it would not be
possible to reach a vaccination coverage level that would guarantee sufficient
protection of the population. (...) According to current surveys, carried out in Slovakia
by the Median agency in 2013 and 2014, should vaccination be voluntary, only 86%
or 85% of parents respectively would have their children vaccinated. (...) According
to the World Health Organization the decline in vaccination coverage below 95% may
lead to epidemics of diseases that do not occur in the country at all, or emerge only
rarely when vaccination coverage is high.”

8.  In connection with the above it can also be noted that in spring 2015, the first case of
diphtheria in 28 years occurred in Spain,'® concerning a child whom the parents had chosen not
to vaccinate against the disease and who died eventually.!” In the autumn of 2015, in Ukraine,
due to low vaccination coverage of the local children population, there were new cases of
poliomyelitis, the first incidence of this disease in Europe since 2010.'® That is why in
December 2015 the World Health Organization asked Ukraine to declare a state of emergency.®
Moreover, in 2019 four European countries lost their measles-free country status from the
World Health Organization including the Czech Republic.?°

9.  Further, it can be noted that in November 2015 three organisations —- WHO, UNHCR
and UNICEF — issued joint guidance on general principles of vaccination of refugees, asylum-
seekers and migrants in the European region.?! This guidance notes, inter alia:

“Most of the refugees and migrants now arriving in Europe come from Middle Eastern
countries where vaccines are widely accepted and coverage has traditionally been
high. Those most at risk for vaccine-preventable diseases are young children who
have not yet been vaccinated because the vaccination programmes in their home
countries have been interrupted by civil unrest and war.

Furthermore, many residents and mobile individuals in the host countries of the
Region remain susceptible. Many do not avail themselves of vaccination (...). Others
do not have access to vaccination services (...). Most outbreaks of vaccine-
preventable diseases such as measles, rubella and pertussis occur in the Region
independently of refugee and migrant population movement. There is a continuing

14 “Is it reasonable to abandon obligatory vaccinations in Italy? A 2013 survey.” Available at:
http://www.eurosurveillance.org/images/dynamic/EE/V19N35/art20889.pdf

15 Available at: http://www.ockovanieinfo.sk/clanok-sk-1-82-Zaockovanost-na-Slovensku-klesa-hrozia-nam-
epidemie-chorob-proti-ktorym-sa-ockuje

16 Available at: http://www.euro.who.int/en/countries/spain/news/news/2015/06/diphtheria-detected-in-spain

17 Available at: http://elpais.com/elpais/2015/06/29/inenglish/1435559306 461811.html

18 Available at: http://www.euro.who.int/en/countries/ukraine/news/news/2015/10/nationwide-polio-
immunization-campaign-under-way-in-ukraine

19 Available at: http://www.npr.org/sections/goatsandsoda/2015/12/03/458313672/who-asks-ukraine-to-declare-
a-state-of-emergency-the-reason-polio

20 Available at: https://www.bbc.com/news/health-49507253

21 Available at: http://www.euro.who.int/en/health-topics/disease-prevention/vaccines-and-
immunization/news/news/2015/11/who,-unicef-and-unhcr-call-for-equitable-access-to-vaccines-for-refugees-
and-migrants/who-unhcr-unicef-joint-technical-quidance-general-principles-of-vaccination-of-refugees,-asylum-
seekers-and-migrants-in-the-who-european-region
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risk for a polio outbreak in the Region, as Bosnia and Herzegovina, Romania and
Ukraine have repeatedly been identified by the Regional Certification Commission
for Poliomyelitis Eradication as at high risk for transmission in the event of wild
poliovirus importation, and an outbreak of circulating vaccine-derived poliovirus
occurred in Ukraine in September. The rapid influx of large numbers of unvaccinated
children would therefore only increase existing immunity gaps.”

10. Finally, as regards legislation on strict liability for damage to health caused by
vaccination, according to a WHO study published in 2011, only 19 countries in the world have
special compensation schemes, and 13 of them are Council of Europe Member States.?

(iii) Recent decisions of European constitutional courts concerning obligatory
vaccination

11. In February 2004, the Slovenian Constitutional Court held that by laying down
compulsory vaccination the legislature has acted in accordance with the State’s duty to provide
all, particularly children, with the necessary health measures that guarantee the highest possible
level of health; benefits of compulsory vaccination to the health of individuals and the members
of the broader community exceed the consequences of the interference with the constitutional
rights of individuals.?

12. In June 2007, the Hungarian Constitutional Court found that obligatory vaccination
of children was not contrary to the constitution.?*

13. In March 2014, the Croatian Constitutional Court confirmed obligatory vaccination.?

14. In December 2014, the Slovak Constitutional Court did not grant a motion to repeal
obligatory vaccination.?®

15. In its decision of 20 March 2015, the French Conseil constitutionnel acknowledged
compliance of obligatory vaccination against tetanus, diphtheria and poliomyelitis with
constitutionally guaranteed rights and freedoms, although penalties for violating this obligation
were, under the current national law, considerable (imprisonment of up to six months and a fine
of up to EUR 3,750).2" Conseil constitutionnel noted, inter alia, that

“Considérant qu'il est loisible au législateur de définir une politique de vaccination
afin de protéger la santé individuelle et collective; qu'il lui est également loisible de
modifier les dispositions relatives a cette politique de vaccination pour tenir compte
de I'évolution des données scientifiques, médicales et épidémiologiques; que,
toutefois, il n'appartient pas au Conseil constitutionnel, qui ne dispose pas d'un
pouvoir général d'appréciation et de décision de méme nature que celui du Parlement,
de remettre en cause, au regard de l'¢tat des connaissances scientifiques, les
dispositions prises par le 1égislateur ni de rechercher si 1'objectif de protection de la
santé que s'est assigné le législateur aurait pu étre atteint par d'autres voies, dés lors
que les modalités retenues par la loi ne sont pas manifestement inappropriées a
l'objectif visé”.

16. Inits decision of 30 January 2017, England and Wales High Court (Family Division)
decided that a positive benefit of vaccination by Hib vaccine and PCV vaccine outweighed the

22 Available at: http://www.who.int/bulletin/volumes/89/5/10-081901/en/

23 Available at: http://www.codices.coe.int/nxt/gateway.dll/CODICES/precis/eng/eur/slo/slo-2004-h-001

24 Available at: http://www.codices.coe.int/NXT/gateway.dll/CODICES/precis/eng/eur/hun/hun-2007-3-006
2 Available at: http://www.the-scientist.com/?articles.view/articleNo/39569/title/Croatia-Extends-Vaccine-
Mandate/

% Available at: http://spectator.sme.sk/c/20053252/mandatory-vaccination-is-constitutional.html.

27 Available at: http://www.conseil-constitutionnel.fr/conseil-constitutionnel/francais/les-
decisions/acces-par-date/decisions-depuis-1959/2015/2015-458-qpc/decision-n-2015-458-qpc-du-
20-mars-2015.143458.html
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alleged risk that the child might face in connection with vaccination. Therefore, the vaccination
was in the best interest of the child and the court gave consent to vaccination of the child. The
judgment concerned solely with an evaluation of one child’s best interests based on the very
particular circumstances of the case not on vaccination more widely.?® The High Court noted,
inter alia, that

“The court also has to carefully consider Article 8 of the European Convention and,
in particular, consider whether what is proposed is a justified and proportionate
interference with family life.”

(...) Art 24 of the United Nations Convention on the Rights of the Child provides that
States parties to that Convention recognise the right of the child to the enjoyment of
the highest attainable standard of health and, within that context, imposes on States
parties an obligation to pursue full implementation of that right, including the taking
of appropriate measures to combat disease.

(.)

Thus, where there is a dispute between those holding parental responsibility (whether
as between parents or between parents and a local authority holding a care order) as
to whether such a vaccination or vaccinations should take place the court has
jurisdiction to determine the dispute. In determining the question before the court, the
welfare of the child is the paramount consideration of the court.

(.)

Within the foregoing context, having regard to all of the evidence before the court and
evaluating the position by reference to the principle that SL’s welfare is the court’s
paramount consideration, | am satisfied that it is in SL’s best interests to receive the
outstanding Hib and PCV vaccines.

Finally, I have, as | must, paid careful regard to the Art 8 right of the mother to respect
for her family life. A decision by the court (as a public authority pursuant to s 6(3)(a)
of the Human Rights Act 1998) to authorise the immunisation of SL in the face of the
mother’s objection, and in circumstances where parents are ordinarily accorded a
significant degree of autonomy by the State when deciding whether to have their child
immunised as a function of the exercise of their parental responsibility where there is
no dispute, constitutes an interference in the mother’s Art 8 right to respect for family
life. For that interference to be lawful it must be justified by reference to the terms of
Art 8(2). Having regard to the evidence set out above, | am satisfied that the
interference in the mother’s right to respect for family life under Art 8 constituted by
a decision of this court to authorise the immunisation of SL against her wishes is in
accordance with the law and necessary in a democratic society in the interests
protecting SL’s health and, accordingly, is a justified and proportionate interference.
I am reinforced in this conclusion by the fact that a decision to authorise the
immunisation of SL accords with his right to the enjoyment of the highest attainable
standard of health under Art 24 of the UNCRC.”

17. In November 2017, the Italian Constitutional Court found that obligatory vaccination
of children was not contrary to the constitution.?®

18. In October 2018, the Constitutional Court of Moldova declared constitutional the
relevant provisions of the National Immunisation Programme for 2016-2020 years according
to which admission of children to communities, educational and recreational institutions is
dependent on their vaccination.®® The Constitutional Court, noted, inter alia, that

28 Available at: http://www.bailii.org/ew/casessEWHC/Fam/2017/125.html

2 Available at: https://www.cortecostituzionale.it/actionRicercaSemantica.do

30 Available at: http://constcourt.md/libview.php?l=en&idc=7&id=1317&t=/Media/News/The-Constitutional-
Courts-Solution-on-the-Issue-of-Childhood-Vaccination-and-Their-Access-to-Educational-and-Recreational -
Institutions
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“The Court also noted that the legitimate aims pursued by the challenged provisions
envisage the protection of children’s health and public health from severe illnesses which
spread more when the vaccination rates are lower.

(..)

Next, the Court had to balance the principle of health protection with the principles of
access to education and respect for private life.

The Court had to consider the premise of a reduced risk of vaccination and its significant
benefits, as shown by a broad consensus in the medical scientific community.

The Court emphasised that the refusal to vaccinate a child who has no contraindications
does not only entail the legal prohibition of admitting him to communities, educational
and recreational institutions, but also the risk of him contracting an illness. The harm
brought to his health has also negative effects on other rights he is entitled to enjoy.

At the same time, the Court held that there are children whose vaccination is
contraindicated but who can be admitted to communities, educational and recreational
institutions. The health of these children is under risk by a possible admission to these
communities and institutions of unvaccinated children who have no contraindication in
this respect and who may be carriers of communicable ilinesses. The consequences of an
individual's action on his innocent peers cannot be ignored. In this case, the rights of the
individual are not exercised in an existential vacuum, but in an organised society.

Restricting the admission of unvaccinated children, but who could be vaccinated, to
communities, educational and recreational institutions does not amount to an extremely
drastic measure with respect to the right to education and the right to respect for private
life. The children of parents who do not wish them to be vaccinated, although there are
no contraindications to this, have alternative means to learning. Also, from the point of
view of leisure opportunities for the children of parents who do not wish them to be
vaccinated, although there are no contraindications in this respect, the exercise of social
private life is not a central aspect of their right to respect for private life.

The claims of parents who wish for their unvaccinated and vaccinated children to
participate in the social life by their admission to communities, educational and
recreational institutions have an important weight, but do not exceed the importance of
health protection of innocent people.

Moreover, the Court noted that the differential treatment of vaccinated children
compared to children who are not vaccinated but who could be, from the point of view
of their admission to communities, educational and recreational institutions, is
objectively justified and reasonable.”

19. The Constitutional Court also noted the case Zucht v. King, 260 U.S. 174 (1922)
delivered by the Supreme Court of the United States of America where the ordinances of the
City of San Antonio were challenged which made vaccination a condition to attendance at
public and private schools. These ordinances conferred not arbitrary power, but only broad
discretion required for the protection of the public health.3! Moreover, the Constitutional Court
referred to the decision of the Constitutional Court of Serbia no. 1Uz48/2016 of 26 October
2017. The Serbian court found that the children’s attendance in educational institutions that is
conditional on their vaccination could not be brought into a constitutional legal relationship
with discrimination in respect of the right to education.

31 Available at: https://supreme.justia.com/cases/federal/us/260/174/
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Tabulka 1: Pfehled povinné vakcinace v zemich EU

Cerny | Tetanus |Détska |Zloutenka |Haemophilus | Spalni¢ky |Zardénky |Piusnice Zaskrt |Jiné (nékdy pouze pro &ast populace)
kaSel obrma |B influenzae B

CR X X X X X X X X X | Tuberkuléza u rizikovych déti s

indikaci

Belgie X

Bulharsko X X X X X X X X X | Tuberkuldza

Chorvatsko X X X X X X X X X | Tuberkul6za

Déansko neexistuje povinné ockovani, pouze doporuc¢ené

Estonsko neexistuje povinné ockovani, pouze doporucené

Finsko neexistuje povinné ockovani, pouze doporucené

Francie X X X

Irsko neexistuje povinné o¢kovani, pouze doporucené

Italie X X X X

Kypr neexistuje povinné ockovani, pouze doporuc¢ené




Cerny |Tetanus | Détska |Zloutenka |Haemophilus |Spalni¢ky |Zardénky |Pifusnice| Zaskrt |Jiné (ndkdy pouze pro &ast populace)
kasel obrna |B influenzae B

Litva neexistuje povinné ockovani, pouze doporuc¢ené

Lotyssko X X X X X X X X X | Tuberkuléza, pneumokok, plané

nestovice, rotavirus, lidsky
papilomavirus

Lucembursko neexistuje povinné ockovani, pouze doporucené

Mad’arsko X X X X X X X X X | Tuberkuldza

Malta X X X

Némecko neexistuje povinné ockovani, pouze doporucené

Nizozemsko neexistuje povinné o¢kovani, pouze doporucené

Polsko X X X X X X X X X | Tuberkuléza

Portugalsko neexistuje povinné ockovani, pouze doporuc¢ené

Rakousko neexistuje povinné ockovani, pouze doporucené

Rumunsko X X X X X X X X X | Tuberkuléza

Recko X X X X

Slovensko X X X X X X X X X | Tuberkuldza, pneumokok

Slovinsko X X X X X X X X X

Spanélsko neexistuje povinné o¢kovani, pouze doporucené

Spojené neexistuje povinné ockovani, pouze doporuc¢ené

kralovstvi

Svédsko neexistuje povinné ockovani, pouze doporucené

Zdroj:

Haverkate, M. et al.: Mandatory and Recommended Vaccination in the EU, Iceland and Norway. Results of the Venice Survey on the Ways of
Implementing National Vaccination Programmes. Eurosurveillance, 2012, vol. 17, no. 22. On-line: http://www.eurosurveillance.org/ViewArticle.aspx?
Articleld=20183

Ovéteno vysledky dotazniku European Centre for Parliamentary Research and Documentation (ECPRD) z fijna 2013.



http://www.eurosurveillance.org/ViewArticle.aspx?ArticleId=20183
http://www.eurosurveillance.org/ViewArticle.aspx?ArticleId=20183

Tabulka 2: Piehled povinné vakcinace v zemi EU (bez zemi, kde neexistuje povinné o¢kovani)

Cerny |Tetanus | Détskd |Zloutenka |Haemophilus |Spalni¢ky |Zardénky |Pifusnice| Zagkrt |Jiné (ndkdy pouze pro &ast populace)
kaSel obrna |B influenzae B
CR X X X X X X X X X | Tuberkuldza u rizikovych déti s
indikaci
Belgie X
Bulharsko X X X X X X X X X | Tuberkuldza
Chorvatsko X X X X X X X X X |Tuberkul6za
Francie X X X
Italie X X X X
Lotyssko X X X X X X X X X | Tuberkuléza, pneumokok, plané
nestovice, rotavirus, lidsky
papilomavirus
Mad’arsko X X X X X X X X X | Tuberkuléza
Malta X X X
Polsko X X X X X X X X X | Tuberkul6za
Rumunsko X X X X X X X X X |tuberkuloza
Recko X X X X
Slovensko X X X X X X X X X | Tuberkuldza, pneumokok
Slovinsko X X X X X X X X X
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Cislo jednaci: 30A 61/2014 - 288

CESKA REPUBLIKA

ROZSUDEK

JMENEM REPUBLIKY

Krajsky soud v Hradci Kralové rozhodl v senaté slozeném z prfedsedy senatu
JUDr. Jana Rutsche a soudcu Mgr. Heleny Kone¢né a JUDr. Pavla Kumprechta ve
v&ci zalobcd: a), zakonna zastupkyné M. B. a b), zakonna zastupkyné S. D., oba
zastoupeni pro dané soudni fizeni obecnym zmocnéncem MUDr. Janem Vavreckou,
Ph.D., bytem ReSovskd 566/26, Praha 8, proti Zalovanému: Krajsky urad
Libereckého kraje, se sidlem U Jezu 642/2a, 461 80 Liberec 2, v fizeni o zalobé
proti rozhodnutim Zalovaného ze dne 25. 6.2014, &. j. KULK 41231/2014, OSM
540/2014, a &. j. KULK 41244/2014, OSM 541/2014,t ak t o:

l. Zaloba se zamita.

Il. Zadny z uéastniki ne m a pravo na nahradu naklad Fizeni.

Odiuvodnéni:

l. Vymezeni véci

[1] Zalobci napadaji Zalobou podanou dle § 65 a nasl. zakona &. 150/2002 Sb.,
soudniho fadu spravniho (dale jen ,s. f. s.“), v zahlavi specifikovana rozhodnuti
Zalovaného. Zalovany té&mito rozhodnutimi zamitl odvolani Zalobcd a potvrdil
rozhodnuti Materské Skoly v Jilemnici ze dne 2. 5. 2014, kterymi zalobci nebyli pfijati
od 1. 9. 2014 k predskolnimu vzdélavani v dané matefské Skole. Duvod jejich
nepfijeti spocival v tom, ze nesplnili pozadavky stanovené v § 50 zakona ¢. 258/2000
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Sb., o ochrané vefejného zdravi a o zméné nékterych souvisejicich zakonl (dale jen
,zakon o ochrané vefejného zdravi®), tj. Ze se nepodrobili stanovenym pravidelnym
oCkovanim, aniz by méli doklad o tom, Ze jsou proti ndakaze imunni nebo se nemuzou
oCkovani podrobit pro trvalou kontraindikaci.

Il. Shrnuti argumentace obsazené v zalobé

[2] Soud predné konstatuje, Zze Zalobci v pribéhu fizeni opakované upravovali
obsah svych Zalobnich namitek. Zalobu podali dne 18. 7. 2014, spolu s touto Zalobou
podali navrh na vydani pfedbézného opatfeni (ktery soud zamitl usnesenim ze dne
13. 8. 2014, ¢. j. 30A 61/2014 — 89), vnémz je CasteCné obsazena rovnéz
argumentace tykajici se véci samé. Dne 5. 5. 2015 bylo soudu doru€eno ,nové
upravené znéni“ Zaloby. Pfi jednani konaném dne 23. 2. 2016 pak obecny
zmocnénec zalobcl predlozil soudu material nazvany ,spoleéné doplnéni Zalob a
sjednoceni Zalobnich namitek®, ktery se tyka jak této véci, tak véci vedené u
krajského soudu pod sp. zn. 30A 99/2015 (v niz jsou pfedmétem piezkumu
rozhodnuti, kterymi zalovany zamitl odvolani Zalobcl proti rozhodnutim o jejich
nepfijeti k pfedSkolnimu vzdélavani v Matefské Skole v Jilemnici od 1. 9. 2015). Soud
bude v nize podaném pfehledu vychazet z materidlu pfedloZzeného obecnym
zmocnéncem Zzalobcl dne 23. 2. 2016, v némz je obsazena posledni verze jejich
Zalobni argumentace. Uvedeny material je Clenén na Cast spoleCnou (pro véci
projednavané pod sp. zn. 30A 61/2014 a 30A 99/2015) a na &asti ,individualni*.

[3] Ve ,spolecné” Casti zalobci uvadéji, ze zalovany proti nim aplikoval v danych
pfipadech ,nepouzitelné” pravni pfedpisy, a to § 46 odst. 1 a § 50 zakona o ochrané
vefejného zdravi a vyhlasku €. 537/2006 Sb., o o€kovani proti infek&nim nemocem.
V dusledku toho doslo k protipravnimu zasahu do jejich zakladnich prav a svobod, a
to hmotnych prav i prava na spravedlivy proces.

[4] Zalobci pfedné namitaji, Ze maji pravo na ochranu vech svych zakladnich
prav stanovenych Umluvou o ochrané zakladnich prav a lidskych svobod (dale jen
,Umluva“), Umluvou o lidskych pravech a biomedicing (dale jen ,Umluva o
biomediciné®), Listinou zakladnich prav EU (Zalobci oznaCovanou jako ,Charta®) a
Listinou zakladnich lidskych prav a svobod (dale jen ,Listina“). Pravo na ochranu
svych zakladnich prav a svobod maji vtom nejSirSim mozném rozsahu, kterou
poskytuje tato Ctvefice pravnich predpist ,chapana jako celek“. Podle zalobcl je
Vv jejich véci zalozena rovnéz pusobnost Listiny zakladnich prav EU, nebot pravidla
obsazena v § 46 odst. 1 a § 50 zakona o ochrané vefejného zdravi omezuji svobodu
volného pohybu neockovanych osob a svobodu volného pohybu sluzeb pfedskolniho
vzdélavani v EU. Pusobnost Listiny zakladnich prav EU je zalozena také proto, ze
jakakoliv spotfeba registrovanych léCivych pfipravkd spada pod plsobnost smérnice
Evropského parlamentu a Rady 2001/83/ES ze dne 6. listopadu 2001 o kodexu
Spolec€enstvi tykajicim se humannich IéCivych pfipravku.

[5] Ceska republika ,materialné&“ omezila zakladni prava neupiné oc¢kovanych déti
desiti samostatnymi ,represivnimi opatfenimi“ — povinnostmi byt pro ucast v détskych
kolektivech oCkovan proti tetanu, zaskrtu, ¢ernému kasli, détské obrné, Zloutence
typu B, hemofilim typu B, spalni¢kam, pfiudnicim a zardénkam a povinnosti byt pro
ucCast v détskych kolektivech ockovan proti témto deviti onemocnénim podle
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oCkovaciho kalendare. U kazdého z uvedenych ,represivnich opatfeni“ by proto méla
byt zvlast oddvodnéna jeho nezbytnost pro ochranu vefejného zdravi v demokratické
spoleCnosti. Ani jedno ztéchto opatfeni v3ak nebylo nikdy fadné oduvodnéno,
spisova dokumentace ve spravnim fizeni neobsahuje Zadné dokumenty ani
materialy, které by predstavovaly podklad pro takové odivodnéni. Zalovany dokonce
tvrdi, Ze nic takového mu nepfislusi. Nepfezkoumatelnost souladu téchto
represivnich opatfeni“ s pravidly Umluvy, Umluvy o biomedicing, Listiny zakladnich
prav EU a Listiny dle Zalobcl zaklada nepouzitelnost § 46 odst. 1 a § 50 zakona o
ochrané vefejného zdravi a vyhlasky €. 537/2006 Sb. Podle Zalobcu pfitom ani jedno
z oznaCenych ,represivnich  opatfeni® samostatné neni nezbytné nutné
v demokratické spoleénosti na ochranu vefejného zdravi. Zalovany zadné odborné
odlvodnéni nezbytnosti téchto opatfeni nepredlozil, Zalobci naopak tvrdi, Ze
nezbytna nejsou.

[6] Zalobci dale namitaji, Ze povinnost o&kovani jako takova a nezbytnost fyzické
eliminace neoCkovanych déti z kolektivi jsou dvé principialné odliSna ,represivni
opatfeni®, ktera sleduji odliSné medicinské cile a musi mit jina odborna odlvodnéni.
Povinnost ockovani v pravnim fadu sleduje dosazeni fyzického naocCkovani
jednotlivce, tedy dosazeni jeho imunologické ochrany. Splnéni této povinnosti poté
zvySuje prooCkovanost populace, je tedy tfeba prokazat, Zze existuje realny a
vyznamny uzitek z toho, Ze vysSi poCet osob bude oCkovan proti ur€ité nemoci. Timto
zpusobem je v pravu CR oddvodnén § 46 odst. 1 zakona o ochrané vefejného
zdravi. Povinnost nepfijmout neoCkované dité¢ do materské Skolky nebo do jiného
détskéeho kolektivu je ale opatfenim, které ma jiné ucinky. Proockovanost populace
se eliminaci neoCkovaného ditéte z kolektivu vibec nezvySi, musi tak existovat
dostate¢né vyznamné zdravotni riziko, které prameni z pfitomnosti neockovaného
ditéte v kolektivu jinych déti, toto riziko je tfeba prokazat a posoudit. Zadné takové
odivodnéni § 50 zakona o ochrané vefejného zdravi vSak neexistuje. Vztah
uvedenych ustanoveni je dnes takovy, Ze kazdé povinné ockovani se vCR
automaticky a bez mozZnosti jakékoliv odchylky stava oCkovanim nezbytnym pro
ucast ditéte v détskych kolektivech. Coz je absurdni, protoze povinnost dité oCkovat
a povinnost k vyhozeni neockovaného ditéte z kolektivu musi byt po odborné strance
zdavodnény jinym zpusobem. Ustanoveni § 50 zakona o ochrané vefejneho zdravi je
tedy v rozporu s Umluvou, Umluvou o biomedicing, Listinou i Listinou zakladnich
prav EU, nebot neumoznuje zohlednit zadné odborné ¢i védecké oduvodnéni, které
by prokazovalo, Ze pritomnost déti ockovanych jinym zplsobem v détskych
kolektivech nepfedstavuje pro ochranu vefejného zdravi zadné vyznamnégjSi
zdravotni riziko. Jako pfiklad uvadéji zalobci oCkovani proti tetanu, které miaze byt
uziteCné a prospésné pro dané dité, je vSak medicinsky nesmysl, Ze predstavuje
podminku pro ucast ditéte v détském kolektivu. Odmitnuti pfijeti ditéte, které neni
oCkované proti tetanu, do Skolky, neprospéje vubec nikomu. Ostatné mnoho
evropskych zemi ma povinna ockovani, ktera nejsou podminkou pro ucast
v détskych kolektivech.

[7] Zalobci dale namitaji, ze § 46 odst. 1 zakona o ochrané vefejného zdravi se
pIné realizuje az obsahem podzakonného pravniho pfedpisu (vyhlasky &. 537/2006
Sb.), kterému neposkytuje zadny omezujici a soudné pFezkoumatelny ramec.
Dostava se tak do rozporu se zasadou vyhrady zakona, ktera je jako podminka pro
omezovani zakladnich lidskych prav obsazena v Umluvé o biomedicing, Listing i
Listing zakladnich prav EU. Umluva sice umoZzfiuje omezovani zakladnich prav i
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podzakonnymi predpisy, podle judikatury ESLP v§ak nem(ze byt moc exekutivy nad
lidskymi pravy neomezena. Pokud ve vnitrostatnim pravu existuje takovy stav, je
prislusna pravni Uprava v rozporu rovnéz s Umluvou. Obsah vyhlasky &. 537/2006
Sb. je odlvodnén potfebou ockovani populace proti infekénim nemocem, nikoliv
potfebou Uupravy specifického pfistupu k neoCkovanym détem k populaci. Nelze
rozumné tvrdit, Ze vyhlaska uvazené, pfiméfené a pouze v nezbytné mife naplhuje
ucel fyzické separace neoCkovanych déti z détskych kolektivi, nebot’ tato hlediska
nebyla vibec zohlednéna pfi stanovovani poc¢tu povinnych o€kovani a ockovaciho
kalendare. Vtazeni vyhlasky pfes § 46 odst. 1 zakona o ochrané vefejného zdravi do
ucinka § 50 téhoz zakona zakryva skuteCnost, Ze neexistuje zadny pravni predpis,
ktery by samostatné uvazil, jaka opatfeni jsou nezbytna ve vztahu k neoCkovanym
détem.

[8] Zalobci namitaji, Ze Zalovany porusil jejich pravo na rovnost zbrani. Domnivaji
se, ze pokud spravni organy aplikuji v neprospéch ucastnikd (s u¢inkem omezeni
jejich zakladnich prav) pravni pfedpisy, jejichz nezbytnost musi byt odborné
odlvodnéna, maji ucCastnici takového spravniho fizeni pravo zpochybnit expertni
odlvodnéni nezbytnosti téchto pfedpist svymi odborniky, a to jesté pred vydanim
pravomocného spravniho rozhodnuti. Zalovany v$ak nezajistil Zadné dokumenty &i
stanoviska, které by mohli Zalobci se svymi experty ucinné zpochybnit.

[9] Zalobci dale tvrdi, Ze znemoznénim pfistupu do matefské Skolky byli
diskriminovani oproti jinym détem na zakladé svého véku, coz je neslucitelné jak se
vSemi Ctyfmi zakladnimi lidskopravnimi predpisy, tak se zakonem €. 198/2009 Sb., o
rovnhém zachazeni a o pravnich prostfedcich ochrany pred diskriminaci a o zméné
nékterych zakonl (dale jen ,antidiskriminaéni zakon“). Podle Zalobcu neexistuje
Zadny presvedcCivy odborny argument, pro€ Cinit mezi détmi ve véku 3—6 let rozdil
oproti détem ve véku 6-15 let (pokud jde o vylu€ovani z détskych kolektivu).

[10] Dale zalobci namitaji, ze zakladni prava a svobody maji ve vSech statech
jednotny obsah. Cilem mezinarodni a unijni ochrany zakladnich prav je zabranit
Lvnitrostatnim lobby“ i zakonodarcum provadét ,subjektivni projekce® a davat
zakladnim pravum obsah ,tradicionalisticky“. Mezi 31 evropskymi zemémi je vSak
povinné ockovani a vylu€ovani neoCkovanych déti z kolektivi upraveno tak odliSnym
zpusobem, ze jej nelze vysvétlit a obhajit objektivnimi epidemiologickymi rozdily mezi
jednotlivymi staty. Dané srovnani tak predstavuje diikaz svévole statl pfi omezovani
zakladnich prav v souvislosti s oCkovanim. Jedna se o relevantni dukazy, které by
soud mél zohlednit.

[11] Podle zalobcu zalovany dale nespravné interpretoval pravni Gc&inky
pfedchozich nalez(i Ustavniho soudu, zejména nalezu Pl. US 19/14. Obecné soudy i
spravni organy jsou povinny aplikovat pouze ratio decidendi nalez(i Ustavniho soudu,
coz nelze provést odkazem na to, Ze Ustavni soud jiz v podobné véci rozhodoval. Je
totiz podstatné, jaké byly okolnosti puvodniho sporu, jaké byly namitky stézovateld,
ochrany jakych prav se stéZovatelé domahali atd. Nalezy PI. US 16/14 a PI. US 19/14
vychazeji z pfedpokladu, ze existuje odborné oduvodnéni nezbytnosti vySe
uvedenych ,represivnich opatfeni“, bylo tak zjevnou chybou stézovatelt v danych
pfipadech, ze od pocatkl svych fizeni nenapadali ucinné nezbytnost proti nim
pouzitych opatfeni a zvolili jiny zpusob pravni argumentace a jiné namitky. Pfipady
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osob, které vedly k pfedmétnym nalezim Ustavniho soudu, jsou tedy odliné od
jejich pfipadu. Zalovany pochybil, jestlize nedbal téchto rozdild.

[12] V ,individualni® €asti Zaloby vztahujici se k fizeni vedeném pod sp. zn. 30A
61/2014 Zalobci namitli, Ze ve spravnim fizeni uplatnili vyhradu viry a svédomi a
Zalovany ji shledal nedlvodnou s tim, Ze neunesli své bfemeno tvrzeni a bfemeno
dikazni. Podle Zalobcl je v8ak zalovany meél poucit, Ze nepodali dostate¢né
odlvodnéni svého navrhu, a mél jim dat prilezitost tyto nedostatky napravit.

[ll. Shrnuti vyjadfeni zalovaného

[13] Zalovany ve vyjadfeni k Zalobé& (ze dne 7. 8. 2014) uvedI, Ze spravni organ je
pfi svém rozhodovani vazan pravnim fadem a toliko v jeho intencich je opravnén
rozhodovat. Zalovany nesouhlasi s tvrzenim Zalobcd, Ze spravni organy jsou povinny
zdrzet se aplikace pravnich predpist, které odporuji Listing, Umluvé a Listiné
zakladnich prav EU; tuto kompetenci ma dle Zalovaného pouze soud. Spravnim
organum rovnéz nepfislusi posuzovat lékarskou stranku véci.

[14] Na jednani konaném dne 23. 2. 2016 Zzalovany nad ramec zminéného
vyjadfeni uvedl, Zze na danou véc nelze aplikovat Listinu zakladnich prav EU
s ohledem na jeji ¢l. 51. Na podporu svého tvrzeni odkazal na rozsudek tehdejSiho
Evropského soudniho dvora ze dne 5. 6. 1997 ve spojenych vécech sp. zn. C-64/96
a C-65/96 (véc Uecker a Jacquet), konkrétné na zavéry obsazené v odst. 16
rozsudku. Nasledné zddraznil, Ze zalovany neni opravnén v ramci posuzovaného
spravniho fizeni hodnotit spravnost systému oc¢kovani v CR. Jedna se o odborny
problém, na coz v podstaté upozornil ve své judikatufe i Ustavni soud.

IV. Posouzeni véci krajskym soudem

[15] Krajsky soud pfezkoumal napadené rozhodnuti a jemu pfedchazejici fizeni
v mezich zalobnich bodu v fizeni podle Casti tfeti hlavy prvni a druhé dilu prvniho
soudniho fadu spravniho. Zalobu shledal neddvodnou.

IV.1 Véasnost zalobnich namitek

[16] Podle § 71 odst. 1 pism. d) s. F. s. musi Zzaloba kromé obecnych nalezitosti
podani obsahovat Zalobni body, z nichz musi byt patrno, z jakych skutkovych a
pravnich divodu povazuje zalobce napadené vyroky rozhodnuti za nezakonné nebo
nicotné. Podle § 71 odst. 2 s. F. s. Ize zalobu rozsifit na dosud nenapadené vyroky
rozhodnuti nebo ji rozSifit o dalSi zalobni body jen ve Ihité pro podani zaloby. Podle
§ 72 odst. 1 s. F. s. Ize zalobu podat do dvou mésicl poté, kdy rozhodnuti bylo
Zalobci oznameno doru€enim pisemného vyhotoveni nebo jinym zakonem
stanovenym zpusobem, nestanovi-li zvlastni zakon Ihdtu jinou.

[17] Uvedena ustanoveni soudniho fadu spravniho upravuji zasadu koncentrace.
V souladu stouto zasadou soudy ve spravnim soudnictvi zasadné nepfihlizi
k Zalobnim bodim uplatnénym po uplynuti zakonem stanovené Ihaty (ktera v daném
pfipadé C¢Cini standardni dva mésice od dorueni napadenych rozhodnuti
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Zzalovaného). Otazka vc&asnosti uplatnénych zalobnich bodl v posuzované véci
vyvstava proto, Ze zalobci v pribéhu fizeni opakované doplfovali Zalobu a pfi
predkladani ,spole€ného doplnéni Zalob“ na jednani konaném dne 23. 2. 2016
obecny zmocnénec Zalobcl uvedl, Ze nékteré namitky vznasi nové. Pfedseda senatu
jej vreakci na to upozornil na skuteCnost, Ze fizeni ve spravnim soudnictvi je
ovladano koncentra¢ni zasadou, a vyzval jej, aby oziejmil, kdy byly dle jeho nazoru
jednotlivé namitky vzneseny. Zalobce tak uginil vyjadienim ze dne 2. 3. 2016, v némz
pfipustil, Ze nékteré z namitek obsazenych ve ,spoleéném doplnéni Zalob“ ze dne 23.
2. 2016 nebyly obsazeny v puvodni Zalobé podané dne 18. 7. 2014 — konkrétné
namitky obsazené v bodech VIII. (,namitka vyhrady =zakona®), IX. (,namitka
neomezené moci exekutivy®), XIV. (,namitka nezakonného zpusobu interpretace a
pouziti nalezti Ustavniho soudu®) a XV. (,namitka nezakonného postupu ve Vé&ci
neuznani vyjimky viry a svédomi*).

[18] Krajsky soud po prostudovani ,spole¢ného doplnéni Zalob“ ze dne 23. 2. 2016
a puvodni Zaloby podané dne 18. 7. 2014 konstatuje, Ze jedinym Zalobnim bodem,
ktery byl uplatnén opozdéné, je zalobni bod, kterému odpovida ,namitka
nezakonného postupu ve véci neuznani vyjimky viry a svédomi®. V pfipadé ostatnich
Zalobci vymezenych namitek jde spiSe o jakési pravné-metodologické uvahy na
téma, které pravni predpisy a jakym zplsobem maji byt v posuzované véci
aplikovany, nez o jednotlivé Zalobni body ve smyslu § 71 odst. 1 pism. d) s. . s.
Upravovat a doplfiovat pravni argumentaci k jiz fadné uplatnénym Zzalobnim bodim
je pfitom mozné kdykoliv v pribéhu soudniho fizeni. Stejné tak neni vylouceno
uplathovat i nové dikazni navrhy (coz Zalobci rovnéz €inili).

IV.2 Vychodiska pro posouzeni Zaloby

[19] Podle § 46 odst. 1 zdkona o ochrané vefejného zdravi ve znéni u¢inném do
30. 11. 2015 ,[flyzickd osoba, kterd ma na tuzemi Ceské republiky trvaly pobyt,
cizinec, jemuz byl povolen trvaly pobyt, cizinec, ktery je opravnen k trvalému pobytu
na uzemi Ceské republiky, a dale cizinec, jemuZ byl povolen pfechodny pobyt na
uzemi Ceské republiky na dobu del$i nez 90 dnii nebo je oprévnén na lzemi Ceské
republiky pobyvat po dobu delsi nez 90 dnd, jsou povinni podrobit se, v provadécim
pravnim predpisu upravenych pripadech a terminech, stanovenému druhu
pravidelného o¢kovani (...)".

[20] Podle § 50 zakona o ochrané verejného zdravi ve znéni ucinném do 28. 11.
2014 ,[z]afizeni poskytujici péci o dité do 3 let véku v dennim reZimu nebo
pfedskolni zarfizeni mohou prijmout pouze dité, které se podrobilo stanovenym
pravidelnym ocCkovanim, ma doklad, Ze je proti nakaze imunni nebo se nemuze
ocCkovani podrobit pro trvalou kontraindikaci.“

[21] Provadécim predpisem, na ktery odkazuje § 46 odst. 1 zakona o ochrané
vefejného zdravi, je vyhlaska €. 537/2006 Sb.

[22] Zalobci nijak nezpochybiiuji, Ze v jejich pfipadé nebyly spinény podminky
stanovené v § 50 zakona o ochrané verejného zdravi. Neni pochyb o tom, Ze Zalobci
se nepodrobili stanovenym pravidelnym oCkovanim, aniz by méli doklad, Ze jsou proti
nakaze imunni nebo se nemohou ocCkovani podrobit pro trvalou kontraindikaci.
Zalobci presto obsahle argumentuji, Ze méli byt pfijati k pfedskolnimu vzdélavani v
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Matefské Skole v Jilemnici. Jako Cervena nit se v podstaté vSemi jejich Zalobnimi
namitkami line otazka, které pravni pfedpisy a jakym zpUsobem maji byt
v posuzované veéci aplikovany. Z téchto ddvodu povazoval krajsky soud za nutné
nejprve vyjasnit, jaka je jeho role vtomto fizeni a k ¢emu naopak povolan (a ani
opravnén) neni.

[23] Zalobci namitaji, Ze v jejich pfipadé byly pravni predpisy, na jejichz zakladé
spravni organy rozhodovaly (§ 46 odst. 1 a § 50 zakona o ochrané vefejného zdravi
a vyhlaska ¢. 537/2006 Sb.), ,nepouzitelné®. Tuto ,nepouzitelnost* dovozuiji z:

- Listiny

- Umluvy

- Umluvy o biomediciné

- Listiny zakladnich prav EU

[24] Krajsky soud pFfedné upozoriiuje, Ze soudci rozhodujici ve spravnim
soudnictvi, stejné jako soudci vSech obecnych soudd, jsou pfi svém rozhodovani
vazani zakonem a mezinarodni smlouvou, ktera je soucasti pravniho fadu (¢l. 95
odst. 1 Ustavy). Obecné soudy jsou sice povinny zvazovat, zda zakon, jehoz méa byt
pfi feSeni véci pouzito, neni v rozporu s ustavnim pofadkem, pokud vSak dospéji
k zavéru, ze tomu tak je, nejsou opravnény tento zakon pfi svém rozhodovani bez
dalSiho neaplikovat. V ¢eském pravnim fadu je totiz nadan mocenskym monopolem k
zavaznému vysloveni protiistavnosti zakona Ustavni soud. Jedna se o projev
koncentrovaného modelu soudni kontroly ustavnosti zakond, oproti modelu
difuznimu ¢&i decentralizovnému, v némz je tato kompetence svéfena vSem obecnym
soudum. Obecny soud je v tomto modelu opravnén toliko iniciovat fizeni o kontrole
norem pred Ustavnim soudem, nikoliv sam vyslovit, Ze urgity zakon je ,nepouzitelny*
pro rozpor s ustavnim pofadkem (viz &l. 95 odst. 2 Ustavy, srov. také Rychetsky, P. a
kol. Ustava Ceské republiky. Zékon o bezpeénosti Ceské republiky. Komentér. 2015.
Praha: Wolters Kluwer).

[25] Podle ¢&l. 10 Ustavy ,[v]yhlé$ené mezinérodni smlouvy, k jejichZ ratifikaci dal
Parlament souhlas a jimiz je Ceska republika vazana, jsou soucasti prévniho radu;
stanovi-li mezinarodni smlouva néco jiného neZ zakon, pouZije se mezinarodni
smlouva.” Z dikce uvedeného &lanku Ustavy by se mohlo zdat, Ze obecné soudy
nejsou vazany zakonem v pripadé jeho rozporu s mezinarodni smlouvou, ktera je
soudasti pravniho fadu. Neplati to vak vzdy, Ustavni soud ve své judikatufe vydéluje
zvlastni kategorii mezinarodnich smluv o lidskych pravech a zakladnich svobodach
(dfive vyslovné& upravenou Ustavou), jez povazuje za referenéni kritérium pro své
rozhodovani, tzn. za soucast ustavniho poradku. Obecné soudy jsou tak povinny i v
pfipadé rozporu zakona s mezinarodni smlouvou o lidskych pravech a zakladnich
svobodach nejprve prerusit fizeni a obratit se na Ustavni soud s navrhem na kontrolu
norem podle €l. 95 odst. 2, nejsou opravnény bez dalSiho ,dat pfednost® takové
mezinarodni smlouvé (nalez Ustavniho soudu ze dne 25. 6. 2002, sp. zn. PIl. US
36/01). Za mezinarodni smlouvy o lidskych pravech a zakladnich svobodach pfitom
Ize oznadit jak Umluvu, tak Umluvu o biomedicing (ke statusu Umluvy o biomediciné
viz napf. néalez Ustavniho soudu ze dne 3. 2. 2011, sp. zn. Ill. US 449/06).

[26] Duavodem pro neaplikaci platného a u¢inného zakona obecnym soudem by tak
mohl byt pouze jeho rozpor s unijnim pravem. Podle Zalobcl jsou dotéena
ustanoveni zadkona o ochrané vefejného zdravi v rozporu s Listinou zakladnich prav
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EU. Podle €l. 51 odst. 1 Listiny zakladnich prav EU jsou vSak ustanoveni této listiny
Pl dodrZzeni zasady subsidiarity uréena organum, institucim a jinym subjektim Unie,
a dale clenskym statum, vyhradné pokud uplatriuji pravo Unie.“ V nyni posuzované
véci se pfitom pravo Evropské unie nijak neuplatni. Smérnice Evropského
parlamentu a Rady 2001/83/ES o kodexu Spolecenstvi tykajicim se humannich
IéCivych pfipravku, na kterou Zalobci v této souvislosti odkazuji, neobsahuje zadnou
upravu, ktera by se pfimo uplatnila v nyngjsi véci. Uvaha Zalobcd, podle niz aplikace
§ 46 odst. 1 a § 50 zakona o ochrané verfejného zdravi omezuje svobodu volného
pohybu neockovanych osob a svobodu volného pohybu sluzeb pfedskolniho
vzdélavani v EU, je zcela hypoteticka a rovnéz bez jakéhokoliv vztahu k nyni
posuzované véci. Zalobcim, ktefi jsou Geskymi ob&any a hlasili se do &eské
matefské Skoly, uvedena zakonna uprava v pohybu po EU zjevné nijak nebrani.
Krajsky soud zaroven odkazuje na usneseni Soudniho dvora Evropské unie ze dne
17. 7. 2014, sp. zn. C-459/13, ktery odmitl pro nepfisluSnost predbézné otazky
polozené NejvysSim soudem Slovenské republiky tykajici se moznych dopadu prava
EU na upravu povinného oCkovani obsazenou ve slovenském pravu.

[27] Uprava povinného ogkovani obsazena v § 46 odst. 1 a § 50 zakona o ochrané
vefejného zdravi je jisté kontroverzni, z hlediska krajského soudu je vSak podstatne,
Ze otazkou souladu danych ustanoveni s Gstavnim pofadkem se jiz zabyval Ustavni
soud, pficemz neshledal duvod k jejich zruSeni — viz nalezy ze dne 27. 1. 2015, sp.
zn. PI. US 16/14, a sp. zn. PI. US 19/14. Zaroven je nutno zdGraznit, Ze z odGvodnéni
t&chto nalez( (stejné jako z odivodnéni daldich rozhodnuti Ustavniho soudu
dotykajicich se problematiky povinného ockovani — viz napf. nalezy ze dne 3. 2.
2011, sp. zn. lll. US 449/06, a ze dne 22. 12. 2015, sp. zn. |. US 1253/14) je patrné,
Ze Ustavni soud pfi posuzovani ustavnosti danych zakonnych ustanoveni nevychazel
pouze z Listiny, ale také z Umluvy a z Umluvy o biomedicinég.

[28] Krajsky soud tedy nemuze ucinit zavér o ,nepouzitelnosti“ § 46 odst. 1 a § 50
zdkona o ochrané vefejného zdravi pro rozpor danych ustanoveni s Listinou,
Umluvou, Umluvou o biomediciné &i Listinou zakladnich prav EU a je zn&nim t&chto
ustanoveni pfi svém rozhodovani vazan. Déle je tfeba uvést, Zze Ustavni soud je pfi
svém rozhodovani vazan petitem navrhu, nikoli jeho oduvodnénim, tj. argumenty,
které navrhovatel uvadi. Posuzuje proto navrh i z jinych hledisek ochrany ustavnosti,
nez ktera jsou uvedena v odlivodnéni navrhu. Neni tedy divod davat Ustavnimu
soudu opétovny navrh na zruSeni § 46 odst. 1 a § 50 zadkona o ochrané vefejného
zdravi jen proto, ze zalobci v nyni posuzované véci uplatnili (z€asti) odliSnou
argumentaci, nez uplatriovali stéZovatelé v fizenich, v nichz Ustavni soud pfistoupil
k pfezkumu ustavnosti danych ustanoveni.

[29] Jenom pro Uplnost krajsky soud dodava, Ze Ustavni soud sice neshledal
Upravu povinného ockovani obsazenou v zakoné o ochrané vefejného zdravi
protiustavni, pfipousti vSak, ze zde existuje urCity prostor pro ustavné konformni
vyklad této Gpravy. V nalezech sp. zn. Ill. US 449/06 a sp. zn. |. US 1253/14 vyhovél
stézovatellm, ktefi se odmitali podrobit povinnému ockovani z davodu vyhrady
svédomi. Krajsky soud je ale nazoru, Zze zavéry vyslovené Ustavnim soudem v t&chto
nalezech nelze vztahnout na rozhodovani o pfijeti ditéte k pfedsSkolnimu vzdélavani
(k tomu podrobnéji viz body [43] a [44] nize).
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[30] Krajsky soud dale podotyka, ze dle § 2 s. . s. poskytuji soudy ve spravnim
soudnictvi ochranu vefejnym subjektivnim pravim fyzickych i pravnickych osob
zpusobem stanovenym soudnim fadem spravnim a za podminek stanovenych timto
nebo zvlastnim zakonem. Cela fada namitek Zalobcl a jimi pfedlozenych dukazl
vSak sméfuje k posuzovani otazek, které nepfislusi soudim ve spravnim soudnictvi,
ale zakonodarci vramci legislativniho procesu, pfipadné Ustavnimu soudu pfi
pfezkumu souladu zakonl s Ustavnim pofadkem. Zalobci tak napfiklad predlozZili
soudu mapky obsahujici udaje o upravé povinného ockovani v riznych evropskych
zemich, velké mnozstvi odbornych ¢lankld zabyvajicich se riznymi aspekty oCkovani
(a jeho nezbytnosti), rizné epidemiologické analyzy apod. Obsahem téchto dikazu
se ale maiji zabyvat pfislusné expertni organy a maji byt pfedmétem politické diskuze
v souvislosti s pfijimanim pravnich pfedpisi upravujicich ockovani, nikoliv
dokazovani prfed soudem. Diskrece zakonodarce, respektive ministerstva pfi
pfijimani provadécich podzakonnych pfedpisi, samoziejmé neni neomezena.
Krajsky soud v8ak musi opétovn& odkazat na skuteénost, ze Ustavni soud jiz
podrobil dotCena ustanoveni zakona o ochrané vefejného zdravi prezkumu
z hlediska jejich souladu s ustavnim pofadkem a neshledal duvod k jejich zruseni.
Krajsky soud se tak seznamil se vSemi dikazy predlozenymi Zalobci na podporu
jejich tvrzeni, tyto dikazy jsou ale pro rozhodnuti v nyné&jSi véci irelevantni. Nutno
dodat, Ze Zalobci dale navrhovali provedeni dikazu svédeckou vypovédi V. V.,
byvalého hlavniho hygienika CR, a znaleckym posudkem znalce uréeného soudem
ad hoc. Soud z vySe uvedenych dlvodu neshledal divod k provedeni téchto dvou
dikazu.

IV.3 Vyporadani jednotlivych Zalobnich namitek

[31] Zalobci nejprve vznesli ,namitku volby prava, pGsobnosti prava, pfimé
aplikace predpisu mezinarodniho a unijniho prava na véc sporu® (k jejimu shrnuti viz
vySe bod [4] tohoto rozsudku). S uvahami obsazenymi v této namitce se krajsky soud
podrobné vyporadal v ¢asti IV.2 rozsudku, na kterou nyni pro stru¢nost odkazuje.

[32] Zalobci dale uplatnili ,namitku pouZiti desiti samostatnych represivnich
opatieni proti odlisn& ockovanym détem v CR*, ,namitku neexistence odborného
odlvodnéni represivnich opatfeni“, ,namitku proti nezbytnosti represivnich opatfeni*
(viz bod [5]) a ,namitku potieby zcela odliSného odborného odivodnéni § 50 a § 46
odst. 1 zakona o ochrané vefejného zdravi a nicotnosti odborného oduvodnéni § 50
v pravu CR* (viz bod [6]).

[33] Argumentace obsazena v téchto Castech zaloby rovnéz vychazi z mylné
predstavy zalobcl, podle niz je krajsky soud opravnén vyslovit ,nepouzitelnost* § 46
odst. 1 a § 50 zakona o ochrané vefejného zdravi v posuzované véci. Tak tomu vSak
neni, jak jiz soud vysvétlil vySe. Pokud snad predmétné namitky zalobcl sméruji
k tomu, ze by krajsky soud mél z namitanych divodu zrusSit napadené rozhodnuti
Zalovaného pro nepfezkoumatelnost i pro vady Fizeni, uvadi soud nasleduijici.
Skute€nost, Ze rozhodnuti Zalovaného neobsahuje podrobné oddavodnéni
jednotlivych  (slovy  zZalobcl) ,represivnich  opatfeni®, nezaklada jeho
neprezkoumatelnost. Stejné tak neni vadou fizeni, ze spravni spis neobsahuje zadné
dokumenty ani materialy, které by pfedstavovaly podklad pro takové odlvodnéni. Jak
pfihodné uvedl zastupce Zalovaného ve své zavérec¢né feci, zalobcem tvrzena
nepfezkoumatelnost je koncept, ktery se vztahuje ke spravnimu rozhodnuti, nikoliv
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k pravni Upravé samé. Zalobci si tak vlastné stéZuji nikoliv na nedostatednost
odlvodnéni spravniho rozhodnuti, ale na nedostate¢nost odborného odlvodnéni
pravni dpravy. Ukolem spravniho organu ve spravnim fizeni v8ak neni vysvétlovat,
jaké duavody vedly zakonodarce k pfijeti urcité pravni upravy, ale aplikace dané
Upravy. Totéz pak plati pro soudy v fizeni o zalobé proti rozhodnuti spravniho
organu.

[34] Krajsky soud pfipousti, Ze argumentace zalobcu, podle niz povinnost o¢kovani
jako takova a nezbytnost vylou€eni neoCkovanych déti z kolektivl sleduji odliSné
medicinské cile, nepostrada logiku. Skuteénost, ze kazdé povinné ockovani se v CR
automaticky stava oCkovanim nezbytnym pro ucast ditéte v détskych kolektivech,
tedy neni zcela racionalni (vymluvnym je Zalobci uvadény pfiklad s oCkovanim proti
tetanu). Ustavni soud vSak takovou upravu neshledal rozpornou s ustavnim
porfadkem. V této souvislosti je tfeba upozornit na to, Ze Ustavni soud volil pfi
pfezkumu ustavnosti § 46 odst. 1 zakona o ochrané verejného zdravi [a souvisejiciho
§ 29 odst. 1 pism. f) zakona o prestupcich] odliSny postup nez pfi pfezkumu souladu
§ 50 zakona o ochrané vefejného zdravi s ustavnim pofadkem. Zatimco v prvnim
pfipadé aplikoval pfi svém rozhodovani ,tradicni“ test proporcionality, ve druhém
pfipadé zvolil (vici zakonodarci méné prisny) test rozumnosti. Dlivodem je, zZe
nepfijetim ditéte do matefské Skoly dochazi k pfimému dotCeni toliko zakladniho
prava na vzdélani, coz je socialni pravo. Ustavni soud pfitom konstruuje jako
metodologicky nastroj k pfezkumu zasahu zakonodarce do oblasti ustavné
garantovanych socialnich prav tzv. test rozumnosti, ktery reflektuje nutnost
respektovat pomérné rozsahlou diskreci zakonodarce v této oblasti (viz bod 85.
nalezu sp. zn. Pl. US 16/14).

[35] DalSi okruh souvisejicich namitek tvofi ,namitka vyhrady zakona“, ,namitka
neomezené moci exekutivy“ a ,namitka nepouzitelnosti vyhlasky“ (viz bod [7]). V
téchto namitkach zalobci dovozuji rozpor dot€enych ustanoveni se zasadou vyhrady
zakona, coz je jedna z podminek pro mozné omezeni zakladnich prav stanovenych
jak Listinou, tak Umluvou & Umluvou o biomedicing. Také v tomto pfipadé krajskému
soudu nezbyva, nez odkazat na zavéry Ustavniho soudu (viz zejména body 60.-70.
nalezu sp. zn. Pl. US 19/14).

[36] Jestlize zalobci namitaji, ze zalovany porusil jejich ,pravo na rovnost zbrani ve
spravnim fizeni“ (viz bod [8]), musi soud zopakovat, ze Ukolem spravnich organt
bylo rozhodnout o jejich Zadostech v souladu s pravnimi pfedpisy, nikoliv vést slozité
dokazovani o spravnosti téchto predpisu. Pfipadna vyjadfeni expertl, kterych se
Zalobci dovolavali, by stejné nemohla zménit nic na tom, ze spravni organy by
musely rozhodnout v souladu s § 50 zakona o ochrané vefejného zdravi. Navic
zasada rovnosti zbrani se uplatni ve vztahu mezi u€astniky fizeni, nikoliv ve vztahu
ucastnik Fizeni - spravni organ.

[37] Pokud jde o namitku diskriminace (viz bod [9]), krajsky soud neshledava
dotéenou pravni upravu nepfipustné diskriminacni. Je pIné pochopitelné, Ze v
pfipadé pfistupu k pfedskolnimu vzdélavani jsou v zakoné vymezeny jiné podminky
nez v pripadé pristupu ke Skolnimu vzdélani. V prvnim pfipadé je uCast déti
dobrovolna, ve druhém povinna, mladsi déti jsou zranitelnéjSi, a tak existuje vétsi
vefejny zajem na ochrané jejich zdravi.
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[38] Zalobci se dale dovolavaji ,srovnavacich dikazd (viz bod [10]). Pro dikazy
studiemi pojednavajicimi o tom, jaka je uprava povinného ockovani v jinych
evropskych zemich, v8ak plati totéz, co pro dukazy vyjadfenimi expertll — nemohly by
nic zménit na povinnosti spravnich organt rozhodovat v souladu s (Ceskym)
zakonem. Neni pravda ani to, ze zakladni prava a svobody maji ve vSech statech
jednotny obsah. Organy signataiskych statd Umluvy maiji urdity prostor pro vlastni
vyklad obsahu jednotlivych zakladnich prav upravenych v Umluvé, coz vyjadfuje
doktrina Evropského soudu pro lidska prava zvana margin of appreciation (k
uvedené doktriné viz napf. Kmec, J., Kosaf, D., Kratochvil, J., Bobek, M. Evropska
umluva o lidskych pravech. Komentaf. 2012, Praha: C. H. Beck, str. 89-92).

[39] Zalobci dale uplatnili ,namitku nezakonného zpdsobu interpretace a pouziti
nalezti Ustavniho soudu“ (viz bod [11]). Krajsky soud ve vztahu k této namitce
opakuje, co jiz uvadél vyse, a to ze Ustavni soud je pfi svém rozhodovani vazan
petitem navrhu, nikoli jeho oduvodnénim. Posuzuje proto navrh i z jinych hledisek
ochrany ustavnosti, nez ktera jsou uvedena v odldvodnéni navrhu. Neni tedy
podstatné, Ze Zalobci v nynéjSi véci uvadéji (z&asti) nové argumenty, kterymi se
Ustavni soud v nalezech sp. zn. Pl. US 16/14 a sp. zn. Pl. US 19/14 vyslovné
nezabyval. Zalobci se dovolavaji nalezu ze dne 13. 11. 2007, sp. zn. IV. US 301/05
(ve véci ,Slovenské dlchody VI‘). Ustavni soud v8ak v tomto nalezu pouze
zopakoval (jiz v dfivéjSich rozhodnutich uc€inéné) rozliSeni mezi kasacni a
precedenéni zavaznosti nalezl(l. K preceden¢ni zavaznosti nalez pak uved|, ze
obecné soudy maji moznost (vyjimecné) dojit k jinym ustavnépravnim zavérlim, nez
jaké dfive vyslovil Ustavni soud v jinych vécech. Pro takovou vyjimku ale musi
existovat obzvlasté dobry davod. Ustavni soud timto umozZfiuje obecnym souddm,
aby jeho ustavnépravni vyklady nereflektovaly, mohou tak ale ucinit jen s
dostadujicim oddvodnénim a s cilem piesvédgit Ustavni soud, aby své pravni nazory
modifikoval (viz body 67. a 68. nalezu sp. zn. IV. US 301/05). Z uvedeného Ize
dovodit, Ze Ustavni soud dava prostor obecnym soudim, aby s nim vedly urgity
,2ustavnépravni dialog“, nefika vSak nic o tom, Ze by s nim timto zpdsobem mohly
,vést dialog“ i spravni organy. Ustavni soud navic hovofi o precedenéni zavaznosti
nalezd a o moznych vyjimkach z této zavaznosti ve vztahu k ustavnépravnim
zavérum vyslovenym pfi konkrétni kontrole, nikoliv pfi abstraktnim prfezkumu
ustavnosti.

[40] Posledni uplatnénou namitkou je ,namitka nezakonného postupu ve VeEci
neuznani vyjimky viry a svédomi“ (viz bod [12]). Krajsky soud pfedné konstatuje, ze
namitka vyhrady svédomi nebyla v€as uplatnéna a neni jeho povinnosti se ji zabyvat.
Pro dplnost v8ak dodava, Ze i kdyby byla uplatnéna v€as, nemohla by zvratit
vysledek fizeni.

[41] Krajsky soud k uvedené namitce ze spravniho spisu zjistil, Ze k Zadostem o
prijeti zalobcl k pfedSkolnimu vzdélavani do Matefské Skoly Jilemnice byly, bez
blizSi specifikace, pfilozeny |ékafské zpravy nasledujiciho znéni: ,Chlapec
neocCkovan z duavodu viry a pfesvédceni rodi¢d, zdrav, nastup do Skolky mozny*.
Matefska Skola v Jilemnici v rozhodnutich o nepfijeti Zalobcl k prfedSkolnimu
vzdélavani uvedla, Ze dle § 50 zakona o ochrané vefejného zdravi nelze pfijmout
dité, které se nepodrobilo stanovenym pravidelnym okovanim (aniz by se zaroven
jednalo o nékterou z vyjimek pfedvidanych timto ustanovenim). Zaroven odkazala na
rozsudek Nejvyssiho spravniho soudu ze dne 29. 3. 2013, €. j. 8 As 20/2012 — 46, a
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na nalez Ustavniho soudu sp. zn. Ill. US 449/06 (z n&jz ocitovala zavér, Ze povinné
oCkovani je pfipustnym omezenim zakladnich prav svobodné projevovat své
nabozenstvi nebo viru, nebot’ jde o opatfeni nezbytné pro ochranu vefejného zdrauvi,
prav a svobod druhych). Zalobci v odvolanich proti uvedenym rozhodnutim Matefské
Skoly v Jilemnici uvedli, Ze z nalezu Ustavniho soudu sp. zn. Ill. US 449/06 vyplyva,
Ze musi existovat vyjimky, zejména z dlvodu viry, pfesvédCeni &i svédomi rodicu,
kdy ocCkovani nesmi byt sankcionovano Ci jinak vynucovano. Dale odkazali na
rozsudek Krajského soudu v Hradci Kralové ze dne 18. 1. 2012, sp. zn. 52A 45/2011
(pozn. soudu — jedna se o rozsudek Krajského soudu v Hradci Kralové, pobocky
v Pardubicich), z néjz plyne, Ze zminéné ,sankcionovani“ muze mit také podobu
nepfijeti ditéte do materské Skoly.

[42] Zalovany v napadenych rozhodnutich shledal namitku vyhrady svédomi
nedvodnou. Konstatoval, Zze Ustavni soud dospél v nalezu sp. zn. lIl. US 449/06 k
zaveru, podle néjz organ vefejné moci, ktery rozhoduje o vynuceni nebo
sankcionovani zakonné povinnosti podrobit se oCkovani, musi vzit v potaz vyjimecné
stéZovatelem tvrzené dlvody toho, pro€ se odmitl podrobit o¢kovani. Tento zavér se
vSak dle Zalovaného tyka pouze vynuceni a sankcionovani zakonné povinnosti
z hlediska spravniho trestani a nelze ho vztahnout na pfijeti ditéte k predSkolnimu
vzdélavani. Ktomu pak Zalovany jesté dodal, Ze nelze, aby si sama feditelka
matefské Skoly bez soucCinnosti zakonného zastupce zjiStovala, jak intenzivné byl
dotCen zdkonny zastupce na vife a pfesvédcCeni. Pro toho, kdo se hodla ve spravnim
fizeni domahat ochrany svého kolidujiciho zajmu, existuje bfemeno tvrzeni a
bfemeno dukazni. Bylo tedy na zakonnych zastupcich zalobcUl, aby sami predlozili
argumenty pro sva tvrzeni o udajném poruseni jejich zakladnich prav a svobod.

[43] Krajsky soud se plné ztotoZfuje s uvedenymi zavéry Zalovaného. Ustavni
soud v nalezu sp. zn. lll. US 449/06 dovodil, ze ,Ustavou poZadovana ochrana
individualni autonomie, predpokladana ¢l. 16 Listiny, vyZaduje, aby povinné ockovani
nebylo proti povinnym subjektim ve vyjimecnych pfipadech vynucovano (... s
ohledem na vysokou miru proo¢kovanosti populace nemuize vyjimecné nevynuceni
oCkovani, s ohledem na mimoradna specifika pripadu, ohrozit tstavné chranéné
zajmy na ochrané vefejného zdravi (pfedpokladané v ¢l. 16 odst. 4 Listiny).“ V nalezu
sp. zn. 1. US 1253/14 pak Ustavni soud uved|, Ze citované zavéry vyslovené ve
vztahu k nabozenské vyhradé svédomi (garantované ¢l. 16 Listiny), je nutno
aplikovat i v pfipadé, Ze se dot€ena osoba dovolava tzv. sekularni vyhrady svédomi.
Ustavni soud zde zarovern zformuloval urgité ,postulaty” na opravnénost svétské
vyhrady svédomi, jimiz jsou ,(1) dstavni relevance tvrzeni obsaZenych ve vyhradé
svedomi, (2) naléhavost divodu, jez k podpore své vyhrady nositel zakladni svobody
uvadi, (3) konzistentnost a presvédcivost tvrzeni dané osoby a (4) spoleCenské
dopady, jeZz muZe v konkrétnim pfipadé akceptovana sekularni vyhrada svédomi
mit.“ Pro pFipad splnéni vSech téchto pozadavk( Ustavni soud stanovil pozadavek,
aby “nebylo trvano na povinném ockovani dané osoby, tedy aby oCkovaci povinnost
nebyla vuci ni sankcionovana, pripadné jinak vynucovana.“

[44] Ustavni soud vak v obou zmifiovanych nalezech posuzoval otazku, za jakych
okolnosti Ize upustit od sankcionovani nesplnéni povinnosti podrobit se oCkovani.
Podle nazoru krajského soudu nelze citované zavéry prenést i do oblasti posuzovani
podminek pro pfijeti ditéte k pfedSkolnimu vzdélavani. Pfi rozhodovani o uvedenych
otazkach jsou totiz pfimo dotéena rozdilna zakladni prava. Ostatné i Ustavni soud
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volil pfi pfezkumu uUstavnosti § 50 zdkona o ochrané vefejného zdravi ,pouze” tzv.
test rozumnosti (k tomu viz vy$e bod [34]). Ustavni soud navic v nélezu sp. zn. lll. US
449/06 vyslovil, Zze ,ustavnépravni relevanci jednani osoby, ktera se nepodrobila
oCkovani v souladu s pozadavky pfedepsanymi pravnimi pfedpisy, je mozné vzit
v potaz prostfednictvim § 2 odst. 1 zakona €. 200/1990 Sb., o pfestupcich, tedy skrze
hodnoceni toho, zda byl v konkrétnim pfipadé naplnén materialni znak prestupku
(v nalezu sp. zn. |. US 1253/14 Ustavni soud tuto Gvahu vyslovné neuvadi, ziejmé
hodnoceni otazky, zda lze k predSkolnimu vzdélavani pfijmout dité, které se
nepodrobilo stanovenym pravidelnym oCkovanim, ale zakonna uprava neumozriuje
vzit v potaz jiné nez zdravotni divody uvedené v § 50 zakona o ochrané vefejného
zdravi (tj. jestli dité neni vici nakaze imunni nebo zda se nemlze oCkovani podrobit
pro trvalou kontraindikaci). Rozhodnuti o nepfijeti ditéte do matefské Skoly totiz neni
sankci za pfestupek Ci spravni delikt (byt to rodiCe nepfijatého ditéte mohou jako
ur€itou ,sankci“ vnimat). Krajsky soud tedy vidi prostor pro jistou vstficnost vaci
Zadatelim o pfijeti k pfedSkolnimu vzdélavani pouze pfi vykladu toho, kdy jsou
splnény zmifiované zdravotni divody. Nevidi vS§ak Zzadny prostor pro takovy ustavné
konformni vyklad zakona, na jehoz zakladé by bylo mozné rozhodnout o pfijeti ditéte,
které se nepodrobilo povinnému o¢kovani, vyluéné z davodu vyhrady svédomi.

[45] Krajsky soud tedy souhlasi s Zalovanym v tom, Ze zavéry vyslovené Ustavnim
soudem v nalezu sp. zn. Ill. US 449/06 (stejné jako v nalezu sp. zn. |. US 1253/14)
nelze vztahnout na rozhodovani o pfijeti ditéte k predskolnimu vzdélavani. | kdyby
vSak snad nékdy v budoucnu doSlo k dalSimu posunu v judikatufe a napfiklad
Ustavni soud by dovodil, Ze namitku vyhrady svédomi Ize Usp&$né uplatnit také
v fizeni o pfijeti ditéte k pfedSkolnimu vzdélavani, rozhodnuti Zalovaného v této véci
by stejné obstala. Bylo totiz na zalobcich (respektive na jejich zakonnych
zastupcich), aby dostate¢né presvédcivé tvrdili, ze v jejich pfipadé jsou dany duvody
predvidané Ustavnim soudem ve vztahu k opravnénosti vyhrady své&domi. Zalobci
vSak nic takového neucinili ani ve spravnim fizeni, ani v navazujicim soudnim fizeni,
v némz k tomu méli vice nez dostatek prostoru. Ustavni soud ve své judikatufe
pozaduje kumulativni splnéni nékolika podminek pro to, aby bylo mozZzno vyhradu
svédomi povazovat za opravnénou, kromé jiného naléhavost davodu, jez k podpore
své vyhrady nositel zakladni svobody uvadi, a konzistentnost a pfesvédcivost tvrzeni
dané osoby. Krajsky soud vSak z podani, ktera mu Zalobci adresovali jak v tomto
fizeni, tak v soubézném fizeni vedeném pod sp. zn. 30A 99/2015, nenabyl dojmu, Ze
by duvody jejich vyhrady byly opravdu naléhavé. Namitka vyhrady svédomi je i v
kontextu v nyné&jSi véci posuzované zaloby spiSe okrajova, jadro Zalobni
argumentace lezi zcela jinde (namitka navic byla uplatnéna opozdéné). V fizeni
vedeném pod sp. zn. 30A 99/2015 pak Zalobci neuplatnili namitku vyhrady svédomi
vubec.

V. Zavér a naklady fizeni

[46] Krajsky soud tedy shledal vS8echny namitky, které Zalobci uplatnili,
neduvodnymi. Vzhledem k tomu, Ze v fizeni nevysly najevo ani zadné vady, k nimz
musi soud pfihlizet z afedni povinnosti, zamitl zalobu jako nedivodnou, podle § 78
odst. 7 s. F. s.
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[47] O nahrad& nakladd fizeni soud rozhodl podle § 60 odst. 1 s.F.s. Zalobci
nemaji pravo na nahradu nakladl Fizeni, nebot’ ve véci neméli uspéch; Zzalovanému
spravnimu organu, kterému by jinak jakozto uspéSnému ucastniku fizeni pravo na
nahradu nakladu fizeni pfisluSelo, naklady Fizeni nad ramec jeho bézné ufedni
cinnosti nevznikly.

Pouceni:

Toto rozhodnuti nabyva pravni moci dnem doruc¢eni u€astnikim (§ 54 odst. 5
s.F.s.).

Proti tomuto rozhodnuti Ize podat kasacni stiznost ve Ihuté dvou tydnu ode
dne jeho doru€eni. Kasacni stiznost se podava ve dvou (vice) vyhotovenich u
NejvysSiho spravniho soudu, se sidlem Moravské namésti 6, Brno. O kasacni
stiznosti rozhoduje Nejvyssi spravni soud.

Lhata pro podani kasacni stiznosti konCi uplynutim dne, ktery se svym
oznacenim shoduje se dnem, ktery urCil pocatek Ihuty (den doru€eni rozhodnuti).
Pfipadne-li posledni den Ihity na sobotu, nedéli nebo svatek, je poslednim dnem
Ihaty nejblize nasledujici pracovni den. Zmeskani Ihuty k podani kasacni stiznosti
nelze prominout.

Kasacni stiznost Ize podat pouze z divodu uvedenych v § 103 odst. 1s. . s. a
kromé obecnych nalezitosti podani musi obsahovat oznaceni rozhodnuti, proti
némuz sméfuje, v jakém rozsahu a z jakych duvodu jej stéZovatel napada, a udaj o
tom, kdy mu bylo rozhodnuti doru¢eno.

V Fizeni o kasacni stiznosti musi byt stéZovatel zastoupen advokatem; to
neplati, ma-li stéZovatel, jeho zaméstnanec nebo clen, ktery za néj jedna nebo jej
zastupuje, vysokoSkolské pravnické vzdélani, které je podle zvlastnich zakon(
vyzadovano pro vykon advokacie.

Soudni poplatek za kasacni stiznost vybira NejvysSi spravni soud. Variabilni
symbol pro zaplaceni soudniho poplatku na ucet NejvysSiho spravniho soudu lze
ziskat na jeho internetovych strankach: www.nssoud.cz.

V Hradci Kralové 10. kvétna 2016

JUDr. Jan Rutsch v. r.
pfedseda senatu


http://www.nssoud.cz/
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Sdéleni Ministerstva zdravotnictvi o antigennim slozeni o¢kovacich latek pro pravidelna, zvlastni a mimofadna
ocCkovani pro rok 2016
261/2015 Sb. znéni ucinné od 9. 10. 2015

261

SDELENI
Ministerstva zdravotnictvi
ze dne 22. zari 2015
o antigennim slozeni o¢kovacich latek
pro pravidelna, zvlastni a mimofadna ockovani
pro rok 2016

Ministerstvo zdravotnictvi podle § 80 odst. 1 pism. e) zakona €. 258/2000 Sb., o ochrané vefejného zdravi a o
zméné nékterych souvisejicich zakond, ve znéni pozdéjsich predpisu, stanovi na zakladé doporu¢eni Narodni
imunizacni komise antigenni sloZzeni oCkovacich latek pro pravidelna, zvlastni a mimofadna ockovani pro rok
2016:

1. Antigenni slozeni oCkovacich latek pro pravidelna ockovani

1a) kombinovana ockovaci latka proti zaskrtu, davivému kasli (acelularni forma), tetanu, détské prenosné obrné
(inaktivovana forma), virové hepatitidé B, nakazam vyvolanym Haemophilus influenzae typ b (DTaPHibVHBIPV):

Diphtheriae anatoxinum1 ne méné nez 30 mezinarodnich jednotek (IU)
Tetani anatoxinum1 ne méné nez 40 mezinarodnich jednotek (IU)
Antigeny Bordetelly pertussis:

Pertussis anatoxinum1 25 mikrogramu

Haemagglutininum filamentosum1 25 mikrogramu

Pertactinum1 8 mikrogram0

Antigenum tegiminis hepatitidis B2,3 10 mikrogramu

Virus poliomyelitis (inaktivovany)

typus 1 (kmen Mahoney)4 40 D jednotek antigenu

typus 2 (kmen MEF-1)4 8 D jednotek antigenu

typus 3 (kmen Saukett)4 32 D jednotek antigenu

Haemophilus influenzae typus b polysaccharidum 10 mikrogram(
(polyribosylribitoli phosphas)3

conjugata cum tetani anatoxinum jako nosnym proteinem pfiblizné 25 mikrogram(

NEBO

1aa) kombinovana o€kovaci latka proti zaskrtu, davivému kasli (acelularni forma), tetanu, détské prenosné obrné
(inaktivovana forma), virové hepatitidé B, nakazam vyvolanym Haemophilus influenzae typ b ( DTaPHibVHBIPV)

Diphtheriae anatoxinum ne méné nez 20 mezinarodnich jednotek (IU)2
Tetani anatoxinum ne méné nez 40 mezinarodnich jednotek (IU)2
Antigeny Bordetelly pertussis

Pertussis anatoxinum 25 mikrogram

Haemagglutinum filamentosum 25 mikrograma

Virus Poliomyelitidis (inaktivovany)3

typus 1 (Mahoney) 40 D jednotek antigenu4

typus 2 (MEF-1) 8 D jednotek antigenu4

typus 3 (Saukett) 32 D jednotek antigenu4

Antigenum tegiminis hepatitidy B5 10 mikrogram0

Haemophilus influenzae typu b polysaccharidum 12 mikrogramu
(Polyribosylribitoli phosphas)

conjugata cum tetani anatoxinum 22-36 mikrogramu

1b) ockovaci latka proti zaskrtu, davivemu kasli (acelularni forma), tetanu (DTaP):
Diphtheriae anatoxinum = 30 mezinarodnich jednotek

Tetani anatoxinum = 40 mezinarodnich jednotek

Pertussis anatoxinum (PT) 25 mikrogram

Pertussis haemaglutininum filamentosum (FHA) 25 mikrogramt

Pertactinum (69kD) 8 mikrogramt

NEBO

1ba) Ockovaci latka proti zasSkrtu, tetanu a davivému kasli (acelularni)



http://www.beck-online.cz/bo/document-view.seam?documentId=onrf6mrqgayf6mrvhaxhazryga

1 davka (0,5 ml) obsahuje:

Minimalné 2 [U* (2 Lf)

Diphtheriae anatoxinum

Tetani anatoxinum

Minimalng 20 1U* (5 Lf)

Pertusové antigeny

Pertussis anatoxinum

2,5 mikrograma

Haemagglutinum

5 mikrogram(

filamentosum

Pertactinum

3 mikrogramy

Fimbriae, typi 2 et 3

5 mikrogramu

Adsorbovano na

1,5 mg (0,33 mg hliniku)

fosfore¢nan hlinity

NEBO

1bb) Ockovaci latka proti zaskrtu, tetanu a davivému kasli (acelularni komponenta) se snizenym obsahem

antigen(

Diphtheriae anatoxinum1 ne méné nez 2 mezinarodni jednotky (IU) (2,5 Lf)
Tetani anatoxinum1 ne méné nez 20 mezinarodnich jednotek (IU) (5 Lf)

Bordetellae pertussis antigena:
Pertussis anatoxinum1 8 mikrograma

Pertussis haemagglutinum filamentosum1 8 mikrogram(i

Pertussis membranae externae proteinum1 2,5 mikrogram
1 adsorbovano na hydratovany hydroxid hlinity (AI(OH)3) 0,3 miligram0 Al3+

a fosfore¢nan hlinity (AIPO4) 0,2 miligramt AI3+

1c) oCkovaci latka proti zaskrtu, davivému kasli (acelularni forma), tetanu, nakazam vyvolanym Hemofilem

influenzae b (DTaPHib):

Diphtheriae anatoxinum

min. 30 mezinarodnich jednotek

Tetani anatoxinum

min. 40 mezinarodnich jednotek

Pertussis anatoxinum (PT)

25 mikrogram

Pertussis haemaglutininum filamentosum

(FHA) 25 mikrogramu

Pertactinum (69kD)

8 mikrogramd

Haemophilus influenzae B

10 mikrogramu

cum anatoxino tetanico

20-40 mikrograma

1d) ockovaci latka proti nakazdm vyvolanym Haemophilus influenzae typ b:

1 davka lyofilizované vakciny obsahuje: Polysaccharidum Hib purificatum (10 mikrogram() cum Anatoxino

tetanico (pfiblizné 25 mikrogramu).

1e) ockovaci latka proti tetanu:

Tetani anatoxinum...........ccceeeeeeienennnn. min. 40 mezinarodnich jednotek

1f) oCkovaci latka proti virové hepatitidé B od 16 let a vySe:

Antigenum tegiminis hepatitidis B

20 mikrograma

mspr




1g) ockovaci latka proti spalnickam, pfiusnicim a zardénkam:

Morbillorum virus attenuatum (Schwarz) min. 102~ infekéni davka pro bunéénou kulturu
Parotitidis virus attenuatum (RIT 4385) min. 1037 infekéni davka pro bunécnou kulturug,
Rubeolae virus attenuatum (Wistar RA 27/3) min. 103’0 infekéni davka pro bunécénou kulturu

1h) ockovaci latka proti détské prfenosné obrné v inaktivované formé:

Virus poliomyelitis inactivatum typus 1 (Mahoney).....40 antigennich D jednotek*

Virus poliomyelitis inactivatum typus 2 (MEF-1) ......... 8 antigennich D jednotek*

Virus poliomyelitis inactivatum typus 3 (Saukett)....... 32 antigennich D jednotek*

* nebo mnozstvi ekvivalentnich antigend stanovené pomoci vhodné imunochemické metody.

1ch) oCkovaci latka proti nakazam vyvolanym Streptococcus pneumoniae v polysacharidové formuli:
Polysaccharidum Streptococci pneumoniae typus:

1,2, 3,4,5,6B, 7F, 8, 9N,9V, 10A, 11A, 12F, 14, 15B, 17F,

18C, 19A, 19F, 20, 22F, 23F, 33F......uvvnenne.... 25 mikrogram(l z kazdého sérotypu

1i) oCkovaci latka konjugovana proti pneumokokovym infekcim:
Pneumococcale polysaccharidum sérotypus 1
Pneumococcale polysaccharidum sérotypus 3
Pneumococcale polysaccharidum sérotypus 4
Pneumococcale polysaccharidum sérotypus 5
Pneumococcale polysaccharidum sérotypus 6A
Pneumococcale polysaccharidum sérotypus 6B
Pneumococcale polysaccharidum sérotypus 7F
Pneumococcale polysaccharidum sérotypus 9V
Pneumococcale polysaccharidum sérotypus 14
Pneumococcale polysaccharidum sérotypus 18C
Pneumococcale polysaccharidum sérotypus 19A
Pneumococcale polysaccharidum sérotypus 19F
Pneumococcale polysaccharidum sérotypus 23F

f1j) oél)<ovaci latka proti zaskrtu, davivému kasli (acelularni forma), tetanu, détské pfenosné obrné (inaktivovana
orma):

Diphtheriae anatoxinum ne méné nez 2 mezinarodni jednotky
Tetani anatoxinum ne méné nez 20 mezinarodnich jednotek
Pertusové antigeny:

Pertussis anatoxinum 8 mikrogramu

Pertussis haemagglutinum filamentosum 8 mikrogramut
Pertaktin 2,5 mikrogram(

Virus poliomyelitidis inactivatum:

typus 1 (kmen Mahoney) 40 D jednotek antigenu

typus 2 (kmen MEF-1) 8 D jednotek antigenu

typus 3 (kmen Saukett) 32 D jednotek antigenu

NEBO

1ja) oCkovaci latka proti zaSkrtu, davivému kasli (acelularni forma), tetanu, détské pfenosné obrné (inaktivovana
forma):

Diftericky toxoid vice nebo rovno 2 mezinarodni jednotky (2 Lf)

Tetanicky toxoid vice nebo rovno 20 mezinarodnich jednotek (5 Lf)

Pertusové antigeny:

Pertusovy toxoid 2,5 mikrograma
Filament6zni hemaglutinin 5 mikrogramu
Fimbrie typu 2+3 5 mikrogram0

mspr




Pertaktin 3 mikrogramy

Virus poliomyelitis typu 1 (inaktivovany) 40 antigennich D jednotek
Virus poliomyelitis typu 2 (inaktivovany) 8 antigennich D jednotek
Virus poliomyelitis typu 3 (inaktivovany) 32 antigennich D jednotek

11) oCkovaci latka proti tuberkuloze:
Mycobacterium bovis attenautum (BCG) stratus Danisuc 1331 0,75 mg
>2,0 x 10° < 8,0 x 10° CFU (zivych zarodku)

1m) ockovaci latka proti virové hepatitidé B pro osoby zafazené do dialyza¢niho programu:
Antigenum tegiminis hepatitidis B biosyntheticum 20 mikrogram(; adjuvans AS04C obsahujici 3-O-deacyl-4-
monofosforyl-lipid A (MPL) 50 mikrogram( v 1 davce

2. Antigenni slozeni o¢kovacich latek pro zvlastni ockovani

2a) oCkovaci latka proti virové hepatitidé B ve formuli pro dospélé:
Antigenum tegiminis hepatitidis B 20 mikrogramu

2b) ockovaci latka proti vztekliné:
Virus rabiei inactivatum (kmen Wistar rabies PM/WI 38 1503-3M vice nebo rovno 2,5 mezinarodnich jednotek v 1
davce (0,5 ml)

2c) oc¢kovaci latka proti virové hepatitidé A ve formuli pro dospélé:
Hepatitis A virus inactivatum

3. Antigenni slozeni o¢kovacich latek pro mimoradna ockovani

3a) ockovaci latka proti virové hepatitidé A ve formuli pro dospélé:
Hepatitis A virus inactivatum

3b) ockovaci latka proti virové hepatitidé A ve formuli pro déti:
Virus hepatitis A inactivatum

V roce 2016 s ohledem na planovanou novelizaci vyhlasky ¢. 537/2006 Sb., o o¢kovani proti infekénim
nemocem, ve znéni pozdéjSich predpisll, nelze vyloucit pfipadnou Upravu antigenniho sloZzeni ockovacich latek
pro pravidelna ockovani publikovanim nového antigenniho slozeni téchto o¢kovacich latek ve Sbirce zakonda.

Ministr:

v z. JUDr. Policar v. r.
nameéstek pro legislativu a pravo

mspr
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Trendy vybranych hlasenych infekci
v Ceské republice do roku 2014

Zdroje k prezentacim Trendy a OcCkovani
*Archiv Statniho zdravotniho ustavu v Praze,
-Sejda, J., Vanista, J., Doutlik, S.: Spalni¢ky. Avicenum, Praha, 1983, 152 s.
«Janout, V.: Epidemiologie tetanu v CSR. Habilitaéni prace, Olomouc, 1979, 140 s.

«Slonim, D., Svandova, E.:Poliomyelitida v Ceské republice 1919-1999. MEDON, s.r.0., 2001,
Praha, 111 s.

*Prilohy k Acta hygienica, epidemiologica et microbiologica €. 21/1978, 1/1984, 16/1986, 10/1987,
10/1988, 11/1989, Institut hygieny a epidemiologie, Praha.

*Pelc, H.: Zdravotni stav obyvatelstva Ceskoslovenské republiky v jejim prvnim desitileti, Praha,
1929, 182 s.

-Cesky statisticky ufad: Zemreli podle podrobného seznamu pficin smrti v CR 1919-2005, CD
2010..

*Beran, J., Havlik, J.: Lexikon o¢kovani, MAXDORF JESSENIUS, 2008

«Castkova, J., Darova, J.: O¢kovani — minimum pro praxi, TRITON, 1998

Darova, J., Castkova, J.: O¢kovani v Ceské republice, TRITON, 2008
*Gopfertova, D.: Trendy infekci, Historie oCkovani, OCkovani vC€era,

+1965-1981 Ustav zdravotnickych informaci a statistiky v Praze — Pfenosné nemoci

*1982-1992 ISPO (Informadni systém pfenosnych onemocnéni), KUNZ (Krajsky Ustav narodniho
zdravi) a KHS (Krajska hygienicka stanice) Severomoravského kraje v Ostravé

+1993-2014 EpiDat, Hygienicka sluzba CR a Statni zdravotni Ustav v Praze
*European health for all database (HFA-DB)
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Tetanus, CR, 1951-2014, pocet hlasenych amrti
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nemocnost

Tetanus, CR, 1956-2014,
nemocnost podle veku na 100 000 obyvatel

0 0-14
m15-24
0 35-44
0 45-54
0 55-64
@ 65+




nemocnost

350

300

250

200

150

100

50

1946

Zaskrt, Ceské zemé, 1945-2014,
nemocnost na 100 000 obyvatel

OO
IrT 17T T 7T T T T T T 17T 1T T T T T T1TT1 1
Lo o Lo o Lo o LO o L0 o L0 (@] Lo o
< LO LO ({e] ({e] (e0) D
(@)} (@)} (@)} (@)} (o)) (o)) (o)) (o)) (@) ()] ()] o o o
— — — — — — — — — — — (9\] N N




nemocnost 4 umrtmost

10 A

1919

Polio, Ceska republika, 1928 (1919)-1969,
nemocnost a umrtnost na 100 000 obyvatel

== pemocnost = gmrinost

d v Salkova vakcina
- 1957

Sabinova vakeina
1940

I
-+ = -+ = -t = -+ = -t =
1 1 i ) =+ =+ I I o =
= = = = = & = =2 = &
p— p— p— — — p— p— p— — p—

Zdroj dat ,,Slonim, D., Svandova, E.:Poliomyelitida v Ceské republice 1919-1999.
MEDON, s.r.0., 2001, Praha, 111 p.”




nemocnost

25

20

[
o1

[
@

0]

Polio (A80), Ceska republika, hlaSena onemocnéni
1945-2014

Salkova vakcina
1957

Sabinova vakcina
L 1960

1945

1955 1965




nemocnost

600

500

400

300

200

100

Pertuse (A37.0), CR, 1945-2014,
nemocnost na 100 000 obyvatel

1958

1945

OO ®
T T T T T T T T T T T T T T T T T T T T T T T
o Ln o L0 o LO o Lo
L0 L0 (e} O N~ [e0) oo
(e)] (@)] D (o)) (e)] (@)] (@)] (ep)
— — — — — — — —




nemocnost

1000

900

800

700

600

500

400

300

200

100

0

Spalniéky (B05), CR, 1955-2014,
nemocnost na 100 000 obyv atel

1968 zahajeni

oc¢kovani

1975 zavedeni druhé

oc¢kovaci davky

1955

1960

1965

1970 1975 1980

1985

rok

1990

1995

2000

2005

2010




nemocnost

1000

900

800

700

600

500

400

300

200

100

Spalnicky, CR, 1946-2014, nemocnost a umrtnost

—o— nemocnhost —— umrtnost

1946

1951

1956

1961

A A e S A TS AR AL A AR A R EAY A RAY A

1986

»?-

[
I
59

1991

1996

2001

2006

 E AT LA A AR A S LA AN LAY A GUAS AT AT LAY LAS VA AY FAT LAY A FAGUAY U4

—
—
o
N

5,0

4,5

4,0

3,5

3,0

2,5

2,0

1,5

1,0

0,5

0,0

umrtnost



nemocnost

2000 -

1800 A

1600 +

1400 -

1200 A

1000 - 1982 1986
divky vSechny déti

800

600 -

400 +

200 -

O T TTrTr1T 11T 17T 1717 17T 1717 17" 17T 17T 17" T T T T T T 1T 1T T T T 1T°-7T T T T T T T T TT

1961 1966 1971 1976 1981 1986 1991 1996 2001 2006 2011




nemocnost

Parotitis epidemica (B26), CR, 1955-2014,
nemocnost na 100 000 obyvatel

1200

1000 1987

|
— @

800 -

600 - v

|

400 -

200 -

0 7T 17T 17T 17T 17T 17T 717 17 17 17 17 17 17T 17T 17T 17T 17T 17T 17T 17 17 17" 177" 7T"T° T T T T T T T T T T T T T TTT

1955 1960 1965 1970 1975 1980 1985 1990 1995 2000 2005 2010

rok




nemocnost

30

25

20

15

10

Akutni hepatitida B (B16), CR, 1977-2014,
nemocnost na 100 000 obyvatel

rizikové skupiny
1982

novorozenci a déti ve 12 letech

1977

1979

1981

1983

1985
1987
1989
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Akutni hepatitida B, Ceska republika, 1982-2012 - po 5 letech,

nemocnost podle vékovych skupin na 100 000 obyvatel
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zdroj:

ZDRAVOTNICKA STATISTIKA
\Vydava Ustav zd ravotnickych informaci a statistiky CR

Praha 2, Palackého nam. 4 pravidelné o¢kovani od roku 1953
wWww.uzis.cz prvni pouZiti 1923

Vyvoj poctu hlasenych onemocnéni TBC
na 100 000 obyvatel
Trend of notified cases of TB per 100 000 inhabitants
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VAVRICKA v. the CZECH REPUBLIC and 5 other applications 2

ON JUST SATISFACTION

1. The Government note that applicants Brozik and Dubsky have not sub-
mitted any claims for just satisfaction under Article 41 of the Convention. Fur-
thermore, none of the remaining applicants claims any pecuniary damage. As re-
gards the remaining claims, the Government submit the following observations.

2. It must be noted that the Government’s observations in question reflect
only the applicants’ claims for just satisfaction communicated to the Government
by the letter of 28 April 2016 regarding the above mention applications lodged
with the Court by Mr Pavel Vavticka (,,applicant Vaviicka®), Ms Markéta No-
votna (“applicant Novotna”), Mr Pavel Hornych (“applicant Hornych™), Mr Adam
Brozik (“applicant Brozik™), Mr Radomir Dubsky (“applicant Dubsky”) and Mr
Prokop Rolecek (“applicant Rolecek™) with regard to the proceedings before the
Chamber.

I. APPLICANT VAVRICKA

(1) Non-pecuniary damage

3. Applicant Vavficka seeks the amount of EUR 5,000 under the head of
non-pecuniary damage. In this connection, he refers to “non-material harm caused
by feelings of fear created by the authorities and by denial of his conscience and
his conviction as grounds for refusing mandatory vaccination”.

4. The Government reiterate that the interference in applicant Vaviicka’s
case consists only of — as in fact confirmed by the Court in the wording of its
question posed to the Government — the imposition of a fine on the grounds that
the applicant refused to have his children vaccinated. This fine was levied on the
applicant in 2003 in minor offence proceedings, and amounted to CZK 3,000,
together with an obligation to pay the costs of the proceedings amounting to CZK
500. In total, the amount was CZK 3,500 (at the exchange rate valid at that time,
approximately EUR 109). In other words, the only disadvantage the applicant
suffered was a purely pecuniary one in the above amount (see § 11 of the Gov-
ernment’s observations in the cases at hand). Notably, his children did not have to
undergo the vaccination in question, and all the subsequent administrative and
judicial proceedings concerning the above mentioned fine were instituted upon the
applicant’s request.

5. Under these circumstances, the Government fail to see any causal link
between the non-pecuniary damage alleged and the respective interference of the
State (see e.g. Andrejeva v. Latvia, no. 55707/00, judgment [GC] of 18 February
2009, § 111). Even if the Court discerns such a link, the sum requested by the
applicant appears to be grossly excessive. Therefore, the Government propose
holding that the finding of a violation constitutes sufficient just satisfaction for



VAVRICKA v. the CZECH REPUBLIC and 5 other applications 3

any non-pecuniary damage the applicant may have sustained in the present case
(cf. Roman Zakharov v. Russia, no. 47143/06, judgment [GC] of 4 December
2015, § 312, where the Court found a violation of Article 8 of the Convention but
made no award under the head of non-pecuniary damage).

(i) Costs and expenses

6. Applicant Vaviicka further wishes to obtain EUR 1,455 to cover costs
and expenses allegedly incurred in the proceedings before the Court.

7. The Government note that according to the invoice issued by the appli-
cant’s legal representative on 4 April 2016, submitted to the Court together with
the applicant’s observations, the amount billed by the attorney to his client was
calculated as a percentage of the sum requested under the head of non-pecuniary
damage. Given that the Government find this sum exaggerated, they also object to
it serving as a basis for setting the amount of costs and expenses.

8.  Therefore, should the Court decide to make an award under this head,
the amount granted to the applicant should be considerably lower than the sum
claimed.

II. APPLICANT NOVOTNA

(1) Non-pecuniary damage

9. Applicant Novotna seeks the amount of EUR 10,000 under the head of
non-pecuniary damage. In particular, she refers to the fact that as a result of the
claimed interference, she had to interrupt her attendance at Montessori nursery
school, and consequently, she could not enrol in a Montessori primary school later
on.

10. The Government note that according to information published on the in-
ternet sites of various Montessori primary schools in Prague (where the applicant
lives), the attendance of a Montessori nursery school is not a necessary precondi-
tion for enrolment in a Montessori primary school: this criterion is either not men-
tioned at all among the conditions for enrolment,* or is included among those fac-
tors that might be considered in the admission process but do not represent an
indispensable condition for enrolment.?

11. Furthermore, the Government reiterate their opinion that even if nursery
school attendance falls under Article 2 of Protocol no. 1 to the Convention, it is at
the very margin of the right to education (see § 177 of the Government’s observa-
tions in the cases at hand).

1 See e.g. http://www.zsmeteo.cz/cz/zapis-do-1-tridy-1404041635.html or http://www.marche-
montessori.cz/montessori-skola/prijimani-deti-cz/

2 Seee. g. https://www.duhovkaskola.cz/prijimani-deti/
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12. In the light of the above mentioned, the Government find the amount
claimed clearly excessive.

(i) Costs and expenses

13. Applicant Novotna further wishes to obtain EUR 2,616 to cover costs
and expenses allegedly incurred in the proceedings both at the domestic level and
before the Court.

14. The Government recall that an award under this head may only be made
insofar as the costs and expenses were actually and necessarily incurred in order
to avoid, or obtain redress for, the violation found and are reasonable as to quan-
tum (Vilho Eskelinen and others v. Finland, no. 63235/00, judgment [GC] of
19 April 2007, § 105). Furthermore, legal costs are only recoverable in so far as
they relate to the violation found (Beyeler v. Italy, no. 33202/96, judgment [GC]
of 28 May 2002 (just satisfaction), § 27; Sahin v. Germany, no. 30943/96, judg-
ment [GC] of 8 July 2003, § 105).

15. The Government leave it up to the Court to decide whether and to which
extent the requested costs and expenses comply with the criteria laid down in its
case law.

1. APPLICANT HORNYCH

(i) Non-pecuniary damage

16. Applicant Hornych claims that since he was prevented from attending a
nursery school, he is entitled to the amount of EUR 20,000 under the head of non-
pecuniary damage.

17. With regard to the Government’s position on the nature of a nursery
school attendance (see § 11 above), as well as given the amounts awarded recently
by the Court under the head of non-pecuniary damage in cases where a denial of
access to education had been found (e. g. EUR 5,000 in the case of Memlika v.
Greece, no. 37991/12, judgment of 6 October 2015, or EUR 10,000 in the case of
Cam v. Turkey, no. 51500/08, judgment of 23 February 2016), the Government
deem the sum requested to be grossly excessive.

(i) Costs and expenses

18. Applicant Hornych states that he has not incurred any expenses in rela-
tion to domestic proceedings. As for expenses in the proceedings before the Court,
he notes that he “will only be able to specify these costs and expenses as they will
occur”.

19. Thus, the Government presume that the applicant does not claim any
compensation under this head. In any event, his claim does not fulfil the criteria
laid down in Rule 60 of the Rules of Court.
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IV. APPLICANT ROLECEK

(i) Non-pecuniary damage

20. Applicant Rolecek seeks the amount of EUR 5,000 under the head of
non-pecuniary damage since “he was denied to be admitted to preschool educa-
tion on an equal basis with others”.

21. The Government leave up to the Court to decide whether the applicant
deserves any award under this head, but reiterate in this connection their position
on the nature of a nursery attendance (see § 11 above).

(i) Costs and expenses

22. Applicant Rolecek further wishes to obtain EUR 7,514 to cover costs
and expenses allegedly incurred in the proceedings before the Court.

23. The Government note that according to the invoice issued by the appli-
cant’s legal representative on 31 March 2016, submitted to the Court together
with the applicant’s observations, the amount billed by the attorney to his client
was CZK 52,600. This sum certainly does not equal EUR 7,514; its equivalent is
approximately EUR 1,950. Therefore, the amount awarded by the Court under this
head should not exceed EUR 1,950.

GENERAL CONCLUSION

24. As to the admissibility and merits of the applications in question, the
Government refer to their observations to the Grand Chamber in the cases at hand.

25. Should the Court find a violation of the applicants’ rights, the Govern-
ment propose rejecting their claims under the head of non-pecuniary damage and
holding that the finding of a violation constitutes sufficient just satisfaction.

As for the costs and expenses, the Government

— propose that the Court should make no award under this head in re-
spect of applicants Brozik, Dubsky and Hornych, given that they
have not submitted any claims for reimbursement of costs and ex-
penses;

— leave the award under this head to the Court’s discretion in respect
of applicants Vavficka, Novotna and Rolecek.

VitA. Schorm
Agent of the Government
(signed electronically)
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