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ASISTOVANA REPRODUKCE
TAK TROCHU JINAK
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Proc tady dnes jsme ???
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Obsah seminare

%, Oznamovaci povinnosti podle CR a EU legislativy

%, Prehled zavazinych nezddoucich reakci/udalosti za rok
2016 — 2018 (k 1.8.)

=, Workshop

=, Aktualizované pozadavky na darce nepartnerskych
gamet

o, Zavér, diskuze

© 2018 STATN[ USTAV PRO KONTROLU LECIV 03.10.2018



{ ® : SL’J KL Asistovana reprodukce

Organizacni informace

Prosime vypnout/ztisSit mobilni telefony
Prosime NENOSIT do salu jidlo a piti
Pozarni unikové cesty vyznaceny
Prestavky na obcerstveni v planu

QOO QNG

Potvrzeni o Ucasti u sl. Lenky Cibulkové
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Podklady naleznete na:

http://www.sukl.cz/sukl/dalsi-informace/rok-
2018-prezentace

Wi-Fi sit SUKL.konference
N

w1’ Fi

Gownload from )
2 Dreamstime.com el

login: konference
heslo: ..........
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Oznamovaci povinnosti podle CR a EU
legislativy — strucéna rekapitulace

=, zmény oproti podminkam, za kterych bylo vydano

povoleni

=, zmény udaju uvedenych v EU databazi tkanovych
zarizeni; poruseni pravidel EU kédovani

%, ukonceni Cinnosti

=, vyrocni zpravy

—

Vv
= ZNR/ZNU splnuijici kritéria zavaznosti (i jiné)
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PInéni oznamovaci povinnosti ZNR/ZNU

%, celkem 40 CAR v CR (podle mist ¢&innosti 50 CAR)
, pouze 17 CAR zasild oznameni/zpravy

Hlaseni ZNR/ZNU

m Hlasi

m Nehlasi
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Definice ZNR/ZNU

", reakce = neocekavana odezva u darce nebo prijemce
(vCetné prenosné nemoci)

%, udalost = neprizniva skutecnost souvisejici s
opatrovanim, vysetrovanim, zpracovanim,
skladovanim, distribuci (bunék)

(okolnosti, vcetné napr. zamény embryi, spatné
identifikace, selhdni pristroju, materiali)
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Kritéria zavaznosti (zakon o lidskych tkanich a
bunkach)

, smrt, ohrozeni zivota, poskozeni zdravi nebo
omezeni schopnosti, hospitalizace,
prodlouzeni hospitalizace, onemocnéni Ci
prodlouzeni onemocnéni

VWV plodu/prenos genetického postizeni plodu
z gamet darce ????
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Kritéria zavaznosti (zakon o lécivech)

Zavazny nezadouci Ucinek

smrt, ohrozeni zivota, hospitalizace nebo
prodlouzeni probihajici hospitalizace, trvalé Ci
vyznamneé poskozeni zdravi nebo omezeni
schopnosti, vrozena anomalie ¢i vrozena vada u
potomku
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COMMON APPROACH FOR DEFINITION OF REPORTABLE SERIOUS ADVERSE EVENTS AND REACTIONS
AS LAID DOWN IN THE TISSUES AND CELLS DIRECTIVE 2004/23/EC AND COMMISSION DIRECTIVE 2006/86/EC
VERSION 2.7 (2018)

Povinna oznameni:

=, moznost ovlivnéni jakosti a bezpecnosti
bunéek

>, v souvislosti s odbérem, vysetrovanim,
zpracovanim, skladovanim, distribuci,
klinickou aplikaci (pri a po podani)

%, zavazna
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The following severity assessment tool has been adapted by
the SOHO V&S project for use in the field of ART and should be
applied:

Serious

Adverse reaction resulted in:

hospitalisation* or prolongation of
hospitalisation and/or persistent or significant
disability or incapacity or intervention to
preclude permanent damage or evidence of a
serious transmitted infection or

birth of a child with a serious genetic disease
following ART with non-partner gametes or
donated embryos

Life-threatening

Major intervention to prevent death or
evidence of a life-threatening transmissible
infection or birth of a child with a life-
threatening genetic disease following ART with

non-partner gametes or donated embryos

Fatal

Death in a living donor or a T&C recipient
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http://www.notifylibrary.org/background-
documents#VIGILANCE-GUIDANCE-DOCUMENTS

Vigilance and Surveillance of Substances of Human Origin Project

(SOHOV&S)
SOHOVE&S was an EU-funded project (2003 - 2012) that developed a number of guidance documents for vigilance
(' and surveillance of tissues and cells for transplantation and for assisted reproduction
.
, \ L ] B RARY Centro Nazionale Trapianti Attachment Size
talian National Transplant Centre
The Global Vigilance and Surveillance Database for Medical Products of Human Origin :“%“ﬁ:‘:::’gummm
Human Cels, Tisuos and Organs . _ _ . 507 64
SOHO V&S Guidance on V&S in ART in the European Union.pdf
p I KB
THE NOTIFY PROJECT = SEARCHLIBRARY + NOTIFY BODKLET - SOHOV&S Survey of European Vigilance and Surveillance Systems pdf 176 MB
288
Home / Background Documents SOHO V&S Communication and Investigation Guidance pdf ME
SOHO V&S Deliverable 9 - The V5 Training Model pdf 53MB
Background Documents Serer s e
ZIKA VIRUS DISEASE EPIDEMIC 33244
VIGILANCE AND SURVEILLANCE REPORTS SOHOVES Vigilance Guidance for Healthcare Professionals - Part 1 Tissues pdf ke
Agence de la Biomedicine (ABM) 2381
SOHO V&S Vigilance Guidance for Healthcare Professionals - Part 2 HPCs pdf
ABM is responsible for vigilance and surveillance in the field of Assisted Reproduction in France. It publishes annual ke
reports from the programme. Many cases are referenced in the NOTIFY library records. R

WORLD HEALTH ORGANISATION (wHO0) AND WORLD HEALTH ASSEMBLY (WHA)
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COMMON APPROACH FOR DEFINITION OF REPORTABLE SERIOUS ADVERSE EVENTS AND REACTIONS
AS LAID DOWN IN THE TISSUES AND CELLS DIRECTIVE 2004/23/EC AND COMMISSION DIRECTIVE 2006/86/EC
VERSION 2.7 (2018)

Nepovinna oznameni (podle leqgislativy):

, NR u prijemcu bez vazby na jakost a
bezpecnost bunek (napr. chyba pri
chirurgickem zakroku, prenos infekce z
nastroju Ci jiného zdroje)

% NR/NU u darcu bez ovlivnéni jakosti a
bezpecnosti bunék (napr. OHSS, spatna
identifikace darce)
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- English @ Search

European Commission > Live, work, travel in the EU > Public Health > Blood, tissues, cells and organs >

Blood, tissues, cells and organs

A © Alltopics Overview Blood Tissuesandcells Organs Projects

Evaluation of the EU blood and tissues and cells legislation
9 State of Health 9
The Commission is currently carrying out an evaluation of the EU blood and fissues and cells legislation. This is the first formal il'l the EU =& -
evaluation of this legislation since the adoption of the basic Acts in 2002 (blood) and 2004 (tissues and cells). This evaluation is in line % = _-‘ @
with the Commission’s Better Regulation Package and aims to assess whether the legislation has achieved its original objectives and .:: ,I

whether it iz still fit for purpose. The evaluation will consist of several steps starting with a Roadmap and including a study by an external
confractor and extensive consultation of stakeholders. The final evaluation report is expected to be published by the end of 2018.

* Roadmap ke, Sa AMR

-"-:. Antimicrobial Resist
The Commission has published a Roadmap /=) {---) on the evaluation of the EU blood and fissues and cells legislation. This Roadmap - imicrobial Resistance. >

is a first step in the evaluation process and outlines the purpose, content and scope of the evaluation. Stakeholders were invited to
submit comments on the Roadmap until 15 February 2017 via this link

To view the feedback received, please click here (Zip file).

e-newsletter Thu, 071192018

-+ External Contract ) - ) )
Special Edition - Scientific Committees
An external contractor has been commissioned to prepare a study that supporis the evaluation. This study will be based on the

documents and reports provided, the relevant published literature, documents developed by other bodies (like the European Farliament,

the Council of Europe or the World Health Organisation) and the results of the public and targeted consultation. Where information gaps
ramain tha rontractar will avelars addifinnal ennreae nf infrrmatinn Latest updates

- Nejasné definice a vigilancni pozadavky + zdravi déti z ART
-> Pravidla genetického testovani nepartnerskych darct
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European Commission > Live, work, travel inthe EU > Public Health > Blood, tissues, cells and organs >

Blood, tissues, cells and organs

A O Alltopics Overview Blood WIECTEEENLEZLIEN Organs  Projects

Tissues and cells e

Bl Ref. Ares{201B)015405 - 300772018

EUROPEAN COMMISSION
DIRECTORATE-GENERAL FOR HEALTH AND FOOD SAFETY

Directorate B - Health systems, medical products and innovation
B4~ Medical products: quality, safety and innovation

State of Health 9

The use of tissue and cell-based medical treatments is rising in both number and frequency thanks to significant advances in inthe EU 57

biotechnology % 3 A e
- [ Brussels,

Blood-forming stem cells are transplanted from bone marrow donors (or cord blood) to patients with blood cancer, and/whereas gametes .8 x SANTE

are used for invitro fertiisation (IVF). Both are well known medical therapies that use human cells. Other invaluable uses of human i

tissues include skin grafting for burn victims, or comeal grafting to restore sight L

Bone marrow (haematopoietic stem cells) and gametes (sperm, egg cells) for IVF can be donated by living donors, while replacement K " . . " . " . .
tissues (like skin, bone, comea or heart valves) can be donated after death AN Antimicrobial Resistance 3 Meeting between the European Society for Human Reproduction and

Embryology (ESHRE) and DG SANTE B4

3 May 2018
e-newsletter Thu, 07/19/2018
Special Edition - Scientific Committees Summary Minutes
‘ m Latest updates Participants:
3 GOO Meeting between the European Society for Human ESHRE EU Affairs Committee members
36 8
TISSUE ESTABLISHMENTS ::‘LT;:T;;?;JSE?TW S DG SANTE (Unit B4) representatives of the Substances of Human Origin team

Relessed 31 July 2018

- Chybeéjici informace o zdravotnim stavu déti z ART
(genetika); dostat do systému ZNR

- Vyvoj genetického testovani — chybéjici pravidla pro
testovani nepartnerskych darcti gamet

- EU IVF registr (informace o darcich, follow-up, potomci)
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Priklady reakci (oznamenych v EU)

%, ovaridlni absces/peritonitis po OPU (20 dni)

=, utero-adnexitis po |UI

=, poskozeni mocového mechyre pri OPU

%, alergicka reakce (anestetika/terapie) pri OPU

%, plicni embolie, sepse, renalni selhani, DIC po
OPU

%, OHSS + ektopicka gravidita

, umrti ditéte VVV, prenos genetickeé vady
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Priklady udalosti (oznamenych v EU)

*, lidska chyba (zaména, nespravna identifikace,
ztrata embryi pri manipulaci)

%, selhani pristroju (prehrati inkubatoru, ztrata
LN, z kryokontejneru)

, kontaminace médii v prubéhu kultivace

=, zjisténi genetického onemocnéni darce (s
odstupem po darovani)
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Statistiky z EU (data z roku 2010-2016)

%, 25 MS hlasi SARE

%, prubézny narust poctu distribuovanych gamet
%, prubézny narust poctu SARE

%, CZ mezi staty s nejvyssim poctem ARTE

proc???
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Zaver

= nutna znalost, co podléha oznameni
%, v pfipadé pochybnosti kontaktovat SUKL

=, zamyslet se nad nastavenym vigilancnim
systémem v TZ

Mame informace o détech narozenych z
IVF?
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Dékujeme za pozornost

STATNI USTAV PRO KONTROLU LECIV
Srobarova 48, 100 41 Praha 10

tel.: +420 272 185 111

fax: +420 271 732 377

e-mail: posta@sukl.cz
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