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Cldnek 43
Roéni zpravy poddvané zadavatelem agenture

1. Pokud jde o hodnocené lécivé pripravky jiné nez placebo, predlozi zadavatel jednou ro¢né prostiednictvim data-
baze uvedené v ¢l. 40 odst., 1 agentufe zpravu o bezpecnosti kazdého hodnoceného 1écivého pripravku pouzitého
v klinickém hodnoceni, jehoz je zadavatelem.

2.V pripadé klinického hodnoceni, v jehoz ramci se pouziva vice nez jeden hodnoceny lécivy pripravek, muze zada-
vatel, je-li tak stanoveno v protokolu, podat jedinou zpravu o bezpecnosti vsech hodnocenych lécivych pripravki pouzi-
vanych v ramci tohoto klinického hodnoceni.

3. Rocni zprava uvedenad v odstavci 1 obsahuje pouze souhrnné a anonymizované adaje.

4. Povinnost uvedend v odstavci 1 zac¢ind prvnim povolenim klinického hodnoceni v souladu s timto nafizenim.
Konéi s ukoncenim posledniho klinického hodnoceni providéného zadavatelem s hodnocenym lé¢ivym pripravkem.
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Cldnek 44
Posouzeni ¢lenskymi stdty

1.  Agentura preda elektronicky dotcenym ¢lenskym statim informace ohlasené v souladu s ¢lanky 42 a 43.

2. I Clenské stity spoluplaul]llprl posuzovani informaci ohlasenych v souladu s ¢lanky 42 a 43, Komise muze pro-
strednictvim provadécich aktu stanovit a zménit pravidla pro tuto spolupraci. Tvto provadéci akty se piijimaji
prezkumnym postupem podle ¢l. 88 odst. 2.

3. Do posuzovani informaci uvedenvch v odstaveich 1 a 2 se zapojuje prislusna etickd komise, pokud je tak stano-
veno vnitrostatnimi pravaimi predpisy dotéeného clenského statu.
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Cldnek 53
Dalsi oznamovaci povinnosti vyznamné pro bezpec¢nost subjektu hodnoceni

1. Zadavatel oznimi dotéenym c¢lenskym statim prostrednictvim portilu EU vSechny neocekiavané pithody, které
ovlivauji pomér piinost a rizik klinického hodnoceni, ale nejsou podezienim na zavaziné neocekavané nezadouci tc¢inky
podle ¢clanku 42. Toto oznameni se provede bez zbyte¢ného odkladu, avsak nejpozdéji do 15 dnu ode dne, kdy se zada-
vatel o této prithodé dozvédél.

2. Zadavatel predlozi dotcenym clenskym statim prostiednictvim portalu EU véechny inspekeni zpravy organd tieti
zemé tykajici se klinického hodnoceni. Na Zidost dotéeného ¢lenského stitu piedlozi ‘zadavatel preklad zpriavy nebo

jejiho shtnutl do uredniho jazyka Unie uvedeného v zadosti.
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Cldnek 54
Neodkladnd bezpecnostni opatfeni

1. Pokud je pravdépodobné, ze neocekavana prithoda zavazné ovlivai pomér piinostt a rizik, prijmou zadavatel
a zkousejici vhodna neodkladnd bezpecnostni opatieni na ochranu subjekttt hodnoceni.

2. Zadavatel tuto pithodu a prijata opatieni oznami dotéenym ¢lenskym statiim prostfednictvim portalu EU.
Toto ozndmeni se provede bez zbyte¢ného odkladu, avsak nejpozdéji do sedmi dnti ode dne, kdy byla prijata opatrent.

3. Timto clinkem nejsou dotéeny kapitoly I a VIL.
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saMS

=, Safety assessing MS
s, Zvolen pri prvnim schvaleni KH v EU

s, Zvolen pro dany IMP (nikoliv pro dané KH)
=, Moznost zmény saMS
", Neplati, ze rMS = saMS
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Pilotni projekt posuzovani DSUR

=, Od Cervna2015 — 4 pilotni faze (Pilot 1: 5. 6. 2015; Pilot
2:16.11. 2015; Pilot 3: 15. 3. 2016; Pilot 4: 3. 6. 2016)

%, ,ASR AR template” Verze 30. 8. 2016

=, Od podzimu 2016 — kontinualni proces: ASR WorkSharing
(ASR WS)

hodnoticich zprav
hodnocenych LP (IMP)
. zapojenych regulacnich autorit

QNQNG
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ASR-WS

%, ASR-WS koordinator: Czech Republic

>, Role koordinatora:
— Tydenni aktualizace seznamu IMP vhodnych pro posouzeni
— Distribuce seznamu na kontaktni mista zdc¢astnénych statu
— HIlidani ¢asu na posuzovani
— Ukladani hodnoticich zprav ve VHP ulozisti

=, saMS — priprava navrhu hodnotici zpravy;
komunikace se zadavatelem; konsolidace pripominek
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LSRR - ASSESSMENT REPORT
Procedurs mpsber:
Dadt mpost L
Fimal repaort |
Investizaticnal Medicizal Prodact nama(s):
IM(s)

Trads nams{s)
IMP coda {5}

13

1. ADMINIZTRATIVE INFORMATION
EU CT mupsbwen(s)c

14. EZponGor{ci:
Contact or Lagal meepmesantative, if differant from sponser:

12, invectigatonal Medioinal Produatis]

LISD/IBD:
Therapsutic Indicatean(s): (MedlEA):
EEA Markoting Authorisation grantad Yas [ Mo

If yus, wsed within licensed indication in all trials coversd by the ASE: Yes L] Mo
Therapeutic class / Mode of action {if known):
Furiber details (if mecessany):

13, AZR
ASE mumbar
Roporting pericd:

Becaived date:

Coozpliznt with ASRE (ICH EXF) format Taoa Mo
1.4. Refenenos cafaky Infoemation jussd for DIUR]

E [ SmPC [
Varsion:
Deate:
Section:

1.5. Rescon for pricriication of AR for accscoment:

IMP flagged during previons ASE asseczmant Yas Mo
Feawom for aggimg DSUR
Choowe an: T

IJP flagged during ASE reporting paricd Tas Mo
If yea, during
Trial application susessment Tas Mo
Snbstantial modification Tas Mo
Oithar Tas Mo

Eeazon for flaggng DEUR
Choote an fue
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Z BUMBARY OF RELEVANT INFORMATIONABIETIMENT

21, Safely ksuec Identified by the cponcor

Haww newr safety fumes {clinical, non-clinical, qeality) bean identifod?
- UHa

- Y ax

¥ias
- HKyes, which (bmef description)T

- Sigmificant SITSARs (natiomal zlobal

- f AR or known issues

2ot pobantial or idestified sk

- Trigzars such as knowm GCP isvmes
- _rthir

Safety Inzme:

Spomsar’s

COMCINEND

Aszzossor’s Commant

Dhosas the mewr mfcomation in the ASE change the banafit'nsk profile for the IMFP (sponsar’s opinion) 7
- Ha

T

Coozmeat (by assessor

Update on safoty fumes identfied = previons ASRs

Assassor's Commant
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23, Actonc taken during the reporting pericd of the A2R
Have thers bean axy sigzifScant actioms taken?

TWhich? By whom? Brief devcription:
climical trial suspension
halt (il procedumes or recruitment) or
sarly tarmination in any commtry
Urgemt safoty mezsmmes
protocol modifications
FSI changms

15

3. Hac the Referanos Safety Information bean modified by the cponcor (during thic reporting perlod or
fior the neat pesriod]?

L Ho
Tas If yee,
during reporting peried
basad oo ASR (afier the data lock pom)
Substantial arendments (with this BET) alady sebmitted for all mlevant CTs
Ha [If oo, a substantial amendeant should be requested)
Yas X ya,
Approved Date of approval
TUndar asseismant
Eajected

Comments. (if neceszary]: (o.g. which sebstantial amendments are cutstanding)

4. &rethere any ksues relaied fo the REIT il
T

I yes, describe dnsues

Z5. Mew AElfo ba uced for the mext reporting period

E O SmPC [
Varsiom-
Date

EIB, section:

8. Change Im Banafitiick proflle of IMP [accecsor's opinion]
o
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27. Further actions to be taken ipropocsd by the [ 3
BCCEEE] T

Extra momitoring redqueined

FCP mspection requimed
Crthar

Dascription:

8. Dther commanic Aincluding any new lecust ldentifed by sccsccor or olacs sffeoin)

Safety Isme:

COECITIE

Assossor’s Comosant

2 10. Requect for futhsr Information Mo

yen, specify
2.10.1 RFl by caM3:

2.10.2 Commenis to KA by oM3:
Ccoapetent amthority comments

Ethics committes commsants:

¥ 10.3 Final Lict of AF cent to the 3poncor on DD MM YT

10 BpOnGore' Recponce

Earponss data:

Easponsas acoeptabla Mo

3.1 Accacoment of meponcs by cakis:

3.2 Comment of ol o accacoment of MEponGe:
Ccoapetent amthority comments
Ethics committes comesents:
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4. FummaryCorsusslone
4.1 Maw Lanuas Ve HNo

If yus, acceptable acbon was takea by sponecT e Ko
OF.  If vas, accaptable action will b taken by spomsor Tea Mo

If mot, specify recommended actions thet shonld be taken:
I amy yes. ploass specify which sections of this report which incledes details
4.2 Flag next ASE. for pricaity assesanent Tas Mo
EQ AZEZEERTORE NAME, 3IOHATURE AND DATE
caMi:
Amnex (=g SAF Ine Bsbing
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Biologické / biotechnologické (44%) vs
chemické (55%) IMP

mA

mB

m COMB
mCH

m MAB
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Hodnotici zpravy s pripominkami k RSI (24%)

HNA
Hno

M yes
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Hodnotici zpravy s RFI (Request for
Information) (52%)

m NA

M yes

© 2012 STATNi USTAV PRO KONTROLU LECIV 21.11.2017



® ) SL’J KL Novinky v oblasti bezpeénostnich hlaseni .

Hodnotici zpravy ,,flagged” pro dalsSi posouzeni
(27%)

H NA
Hno

M yes
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ASR WS — casy (8+2+2)
, Standardni ASR posouzeni: 18 tydnu

% Inicidlni posouzeni saMS: 8 tydnu
%, MSC (MS concerned): 2 tydnti
%, Konsolidace / finalizace saMS: 2 tydny

QEQRONG

Q
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ASR WS - casy (4+1+1)
", Prioritizované ASR posouzeni: 12 tydnu

% Inicidlni posouzeni saMS: 4 tydnu
=, MSC (MS concerned): 1 tydnti
%, Konsolidace / finalizace saMS: 1 tydny

QEQRONG

Q
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Prioritizace

- Aktualizace RSI
' Neschvaleny podstastny dodatek

Q

Q

Q
-
%
<

- Pozastaveni studie, predcasné ukonceni studie
- Jakékoliv jiné bezpecnostni signaly

SNGHG

' Novel-novel, First-in-class, ATMP

Q)

- Predchozi ,flag”
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RSI Q&A

: ¥
.@ ama hitp:/Awww.hma.eu/ctfghtml L~ 2| dm Heads of Medicines Agenci... * ‘ l‘ ‘ -. ..

r

£ Rrss | sitemap | Login (HMA-DMS) | Contact

HMA -

Heads of Medicines Agencies

a

About HMA Human Medicines Veterinary Medicines

You are here: Home > About HMA > Working Groups > Clinical Trials Facilitation Group

Vision and mission .

Structure

- CLINICAL TRIAL FACILITATION GROUP (CTFG)
Working Groups L

Benchmarking of

European Medicines Introduction/Overview +
Agencies
EU Network Mandate +

Pharmacovigilance
Oversight Group

Members and Representatives +
European Surveillance
Strategy Working
Group Contact +

EU Network Training
Centre (EU-NTC) - Activities and achievements +
former OTSG

EU-Innovation Network Key documents list +
(EU-IN)

HMA/EMA Joint Task
Force on Big Data
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RSI Q&A

m|ﬂm http://www.hma.eu/ctfg.html D~ || w5 Heads of Medicines Agenci... * |
= —

Tel . « VHP-plus: List of Participating National Competent Authorities, January

elematics 2017 | pdf
gmzlryof;cess « List of participating member states in VHP, January 2017 | pdf
Support for Better Use « Results of the Voluntary Harmonisation Procedure (WVHP) 2009 - July
of Medicines 2017 | pptx
Working Group of + VHP metrics note, June 2017 | pdf
Communication
Professionals

Guidance

Working Group of
Enforcement Officers

HMA Working Group of
Quality Managers

European Medicines
Agencies Co-operation
of Legal and Legislative
Issues (EMACOLEX)

Clinical Trials
Facilitation Group

Hemeopathic Medicinal
Products Working
Group

Pharmacovigilance
Working Party -
veterinary

Task Force (veterinary)
on Antimicrobial Issues

Regulatory
Optimisation Group
(ROG)

National Contacts

Transparency

© 2012 STATN[ USTAV PRO KONTROLU LECIV

+ Recommendations related to contraception and pregnancy testing in
clinical trials, September 2014 |pdf

+ Q and As on GLP, March 2017 | pdf

National fees/information
« Overview of the fees charged by NCAs for submission of different types
of clinical trial or amendments, January 2012 | pdf

+ Q and As - Frequently asked questions on CTs, updated January 2012 |
pdf

Clinical Trials Safety
+ DSUR Q and As, 2012 | pdf fileadmin/dateien/Human_Medicines/01-

About_HMA/Working_Groups/CTFG/2017_11_CTFG_Question_and_Answer_c

I + Q&A document - Reference Safety Information, November 2017 | pdf I

21.11.2017



l ® ) SL'] KL Novinky v oblasti bezpe¢nostnich hlaseni

27

RSI Q&A

%, RSI by méla byt jasné identifikovatelna

%, RSI by méla obsahovat seznam ocekavanych zavaznych nezadoucich
ucinkd

%, ,The RSI should be presented in the form of a table, where the
nature of the ‘expected SARs” must be listed by SOC (body system
organ class) and using preferred terms (PTs) as per the latest
MedDRA version, followed by the frequency, which must be

calculated on an aggregated level and based on previously observed
‘suspected’ SARs to the IMP“

21.11.2017
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RSI Q&A

Example of an RSI table:

Table 1.0 Serious Adverse Reactions for the IMP considered expected for
safety reporting purposes.

disorders

SOC SARs Number of subjects exposed (N) = 328
All SARs Occurrence Occurrence of life-
of fatal SARs | threatening SARs
n* (%) n (%) n (%)
Gastro-intestinal | Diarrhoea 25(7.6) 0 (0.0) 0 (0.0)
disorders
Hepatobiliary ALT increase 12 (3.6) 0 (0.0) 0(0.0)
disorders
AST 1increase 9(2.7) 0 (0.0) 0(0.0)
Cardio vascular Myocarditis 33(10.0) 0 (0.0) 2(0.6)

n = number of subjects who have experienced the SAR
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USM a SUSAR

1.12. 2016 — KLH-21 verze 6 — SUSAR se jiz nehlasi
SUKL (na ID CZSUKL), ale pouze p¥fimo do
EudraVigilance

S prichodem Portalu pro KH — hlaseni SUSAR
prostrednictvim portalu

=, Rovnéz hlaseni USM do budoucna prostrednictvim
portalu
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Dékuji 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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