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Neurologické komplikace oCkovani

* Mohou zasahnout vsechny casti nervového systému

*\Vzacneé

* Incidence radove nizsi nez pri infekci samotné proti
kterému je vakcina urcena

e Kauzalita x koincidence
* Zkoumame na 2 urovnich: populacni x individualni



1. Populacni, epidemiologicka

"'7?"(, Centers for Disease
Control and Prevention

, Wiy
,,,//// A CDC 24/7. Saving Lives, Protecting People™

Vaccine Adverse Event Reporting
System (VAERS)

 Systém pasivni survaillence pro kolekci informaci o
potencialnich vedlejsich ucincich vakcinace

* Pro monitoraci znamych, detekci novych NU, identifikaci RF
pro rozvoj NU, zajisténi bezpecnosti novych vakcin

* Limitace (muUze nahlasit kdokoliv, informace mohou byt
nepresné/chybné, jsou hlaseny predevsim zavazné
komplikace)



3 RUTGERS

UNIVERSITY | NEWARK

Development of Clinically Isolated
Syndrome after Vaccination

New Jersey Medical School & Robert Wood Johnson

Research day 6/20/2018

Klinicky izolovany syndrom (CIS):
izolovany, nahly vznik loziskovych
neurologickych priznakd s moznym
rozvojem roztrousené sklerdzy
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/ ” Control and Prevention
",//// A CDC 24/7. Saving Lives, Protecting People™

Vaccine Safety Datalink (VSD)

* Projekt spoluprace mezi CDC a 8
poskytovatell zdravotni péce

e Zahrnuje data 7 mil. pacientu
(500 tis.déti ve véku 0-6 let —
2% z celého USA)

e Studie o zavaznych a vzacnych
udalostech nasledujicich po
vakcinaci (zalozené na otazkach
a obavach plynouci z VAERS)
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Days after vaccination
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Vaccine
. SEVIER journal homepage: www.elsevier.com/locate/vaccine
Vaccines are not associated with autism: An evidence-based @Cmsmk

meta-analysis of case-control and cohort studies

Luke E. Taylor, Amy L. Swerdfeger, Guy D. Eslick*

The Whiteley-Martin Research Centre, Discipline of Surgery, The University of Sydney, Nepean Hospital, Level 3,
Clinical Building, PO Box 63, Penrith 2751, NSW, Australia

Study name Statistics for each study Qdds ratio and 95% Cl

Odds  Lower  Upper
rio  limt  limt  pValue

Madsen etal. (2002) 092 068 124 059 -1
Madsenetal. (2002)a 083 065 106 014 —*
Verstraeten et al. (2003) 100 092 1.09 1.00 [ |
Hvid, etal. (2003) 08 060 120 036 =g
Hvid, etal. (2003)a 112 088 143 036 ™
Andrews et al. (2004) 09 08 112 08
Uchiyama, Kurosawa, & Inaba (2007) 062 032 120  0.15 =

098 092 104 053
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2. Individualni

Vaccine 30 (2012) 5791-5798

v

 PRO: Urceni potencialné
novych NU, jejich
preventabilitu, dopad

pro Jed ince a na duveru Algorithm to assess causality after individual adverse events following
v ; immunizations™
k ockovani
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Review of Case Reports of Adverse Events Following Immunizations
February 28, 2012
Causality Work Group of CISA

Other diagnosis

AEFI Case Report
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Post-vakcinacni
meningoencefalitida po aplikaci
intranasalni zivé vakciny proti viru
chripky

1 Centers for Disease

4 Control and Prevention
@@ CDC 24/7: Saving Lives, Protecting People™

(

Clinical Immunization Safety
Assessment (CISA) Project

Enterovirova meningoencefalitida



_ Fig. 1. Causality assessment — Eligibility
Y World Health

Organization

«Ensure AEFI investigation is completed and all details of the case are available
= Retain case details in a retrievable database for "data mining"

CAUSALITY

« |dentify one of the vaccines administered before this event to determine causality

Identify
vaccine(s)

ASSESSMENT OF AN

ADVERSE EVENT

FOLLOWING
IMMUNIZATION

*Select the unfavourable or unintended sign, abnormal laboratory finding, symptom or

disease that is thought to be causally linked to the vaccine
Valid

Diagnosis

(AEFI)

= Use an appropriate definition (Brighton Collaboration definition, standard literature

definition, national definition or other approved definition) to assess diagnostic certainty
Case

definition

USER MANUAL FOR THE REVISED WHO CLASSIFICATION
SECOND EDITION




Vaccine risks: real, perceived and unknown™

Robert T. Chen*

Vaccine Safety and Development Branch, National Immunization Program (MS-E61 ), Ceniers for Disease Control and Prevention, Atlania, G A
30333, USA

2 Brighton

collaboration

Contents lists available at ScienceDirect

Vaccine

]—[C,]-\ [{V journal homepage: www.elsevier.com/locate/vaccine
Commentary
Neonatal encephalopathy: Case definition & guidelines for data @Cmsm

collection, analysis, and presentation of maternal immunisation
safety data

Erick Sell **, Flor M. Munoz b Aung Soe ‘, Max VWiznitzerd, Paul T. Heath®, E.D. Clarke’, Hans Spiegel ,
Daphne Sawlwin", Maja Subelj’, Ilia Tikhonov’, Khorshid Mohammad ¥, Sonali Kochhar*™',
for The Brighton Collaboration Acute Neonatal Encephalopathy Working Group”



Table 1. The causality assessment checklist

L. Is there strong evidence for other causes?

1. In this patient, does the medical hisinry. clinical examination and/ or inv&sﬁgah’nns. confirm
another cause for the event?
IL. Is there a known causal association with the vaccine or vaccination?

Vaccine product

Y N UK NA

1. Is there evidence in published peer reviewed literature that this vaccine may cause such an event if

administered correcily? oooo
2. |5 there a biological plausibility that this vaccine could cause such an event? ooono
3. In this patient, did a specific test demonsirate the causal role of the vaccine 7 oooo
Vaccine quality

4. Could the vaccine given to this patient have a quality defect or is substandard or falsified? | OoOog
Immunization error

5. In this patient, was there an error in prescribing or non-adherence to recommendations for use of oooo
the vaccine (e.q. use beyond the expiry date, wrong recipient etc.)?

B. In this patient, was the vaccine (or diluent) administered in an unsterile manner? oooo
7. In this patient, was the vaccine's pl'!y:sical condition (e.g. colour, turbidity, presence of foreign oooo
substances elc.) abnormal when administered?

B. When this patient was vaccinated, was Hnerel an error in_v_a::cine cnnsﬁtuljc_unfpreplaral:inn by the ooono
vaccinator (&.g. wrong product, wrong diluent, improper mixing, improper syringe filling etc.)?

9. In this patient, was there an error in vaccine handling (e.9. a break in the cold chain during oooo
transport, storage andfor immunization session ete.)?

10. Iﬁ }his palient. was the vac;.ine administered incorrectly (e.g. wrong dose, site or route of oooo
administration; wrong needle size ete.)?

Immunization anxiety (Immunization Triggered Stress Response - ITSR)

11. In this patient, could this event be a stress response triggered by immunization (e.g9. acute stress oooo

response, vasovagal reaction, hyperventilation or anxiety)?

Il {time). If “yes"” to any question in Il, was the event within the time window of increased risk?

12. In this patient, did the event accur within & plausible time window after vaccine administration?

lll. Is there strong evidence against a causal association?
1. Is there a body of published evidence (systematic reviews, GACVS reviews, Cochrane reviews elc.)

against a causal association between the vaccine and the event?
IV. Other qualifying factors for classification

ooono

1. In this patient, did such an event occur in the past after administration of a similar vaccing? oooo
2. In this patient did such an event occur in the past independent of vaccination? oooo
3. Could the current event have occurred in this patient without vaccination (background rate)? oooo
4. Did this patient have an iliness, pre-existing condition or risk factor that could have confributed to ooono
the event?

5. Was this patient taking any medication prior to the vaccination? oooo
6. Was this patient exposed to a potential factor (other than vaccine) prior to the event (e.g. allergen, oooo

drug, herbal product ete.)?

Note: Y: Yes; N: No; UK: Unknown; NA: Not applicable.

Fig. 3. Causality assessment algorithm
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Fig 4. Causality assessment classification

A. Consistent with causal
association to
immunization

D Al. Vaccine product-

related reaction (As per

Adequate published literature)

information D A2. Vaccine quality
available defect-related reaction

A3. Immunization error-
related reaction

A4. Immunization
D anxiety-related reaction

(ITSR**)

B. Indeterminate

B1. *Temporal

D relationshipis
consistentbut there is
insufficient definitive
evidence for vaccine
causing event (may be
new vaccine-linked
event)

D B2. Reviewing factors
resultin conflicting
trends of consistency
and inconsistency with
causal associationto
immunization

C. Inconsistentwith causal

O

association to
immunization

C. Coincidental

Underlying or emerging
condition(s), or
conditions caused by
exposure to something
other than vaccine

Dundmm

Adequate
information | Specify the additional
information required

not available
for classification :
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Zaver

* Dukladné vysetreni, precizni stanoveni diagnozy
* Snaha o nalezeni jiné vysvétlujici priciny

* Provést vsechny kroky pro spravnou klasifikaci
kauzality pro konkrétni pripad

* Nebat se rict kauzalita je vdaném pripadé neurceng,
respektive NEVIME (prozatim)



Dekuji za pozornost!



