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Pripravenost EMVS — paneurdpsky verifikacny
systém liekov

EXECUTIVE SUMMARY COUNTRY READINESS
LEGAL PROGRESS

Germany
Switzerland
Liechtenstein
Malta

= Cooperation Agreement signed with EMVO
Agreemen t found between EMVO and NMVO
Negotiations on-going

= Negotiations have not started yet (Longer transistion period)

August 2018

Eyrcpeon Medicines
EMVO MONTHLY REPORT em\{) Yerlicfon Organisaion 20
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Pripravenost EMVS — paneuropsky verifikacny
systém liekov
NMVO ON-BOARDING - PROGRESS OVERVIEW

e 4 countries ) LA
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ce \{ Longer
EE \la Implementation
Period

3 countries

In 7 Countries, first
packs have been
verified by End-Users

Full functionality with coming releases
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Drzitelia rozhodnutia o registracii
lieku (MAH)

Aktuality

20.7.2018 18.7.2018

Registracia MAH-ov je
spustena

SOOL stanovila vysku
poplatku za vyuZivanie
Slovenského verifikacného

Bratislava 20.07.2018 Radi by té
systému

sme Vs touto cestou
informovali, Ze Slovensky

verifikaény systém (SK NMVS)

Bratislava 18.07 2018 Slovenska
organizacia pre overovanie liekov

Je. - SOO0L - na zdklade zoznamu

drzitel'ov registracie..

Register je dostupny na tomto linku https://www.sool.sk/mahregistration

V pripade otazok nas nevahajte kontaktovat prostrednictvom emailu:
kancelaria@sool.sk

BREXIT — ,,MAH v UK,, - je potrebna Specialna pozornost !!!
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Eurdpska Komisia
,Otazky a odpovede” verzia 10

EUROPEAN COMMISSION
e DIRECTORATE-GENERAL FOR HEALTH AND FOOD SAFETY

Health systems and products
Medical products — quality, safety and innovation

SAFETY FEATURES FOR MEDICINAL PRODUCTS FOR HUMAN USE
QUESTIONS AND ANSWERS - VERSION 10

(Draft submitted for discussion to the Member State expert group on the safety
features')

Document history:

Date of submission of draft to the Member State

NS June 2018
expert group on the safety features:

Date of publication: July 2018
Date of entry into force; N/A
Supersedes: Version 9

New Q&As: 1.20,1.21, 1.22, 1.23 and 6.7
Revised Q&As: 1.19,2.15,2.18,2.21, 3.5,
4.3,53,55,6.6,7.17,8.7and 12.1

Changes compared to superseded version:

Important disclaimer: The views expressed in this questions and answers document are
not a formal interpretation of Union law. nor are legally binding. Ultimately, only the
European Court of Justice can give an authoritative interpretation of Union law. This
document aims at informing on the technical aspects of Commission Delegated

SHRH Slovenska asociacia spolo¢nosti v oblasti liekovej regulécie
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2D matrix kody sa nevyzaduju pre:

- Q1.4: Lieky viazané na predpis
uvedené v Prilohe 1, Nariadenia
2016/161

- Q1.4: OTC lieky ( okrem
uvedenych v Prilohe 2,
Nariadenia 2016/161)

- Q1.6: Neregistrované lieky,
ktoré su predmetom klinickych
studii




CMD (h) — implementacia ,, otazky a odpovede”

' Question 6 :

C\AD h Can the safety feature already be implemented before approval of the respective variation?
|

) Answer:

The notification of the implementation of safety features is regarded as a confirmation that

MO iRt on Al eRs T ad G e they will be implemented in the legal timeframe. The CMDh therefore agreed that the

implementstion dfthe Falsified Medicines Directive implementation can take place before approval (independent of the procedure with which it 1s
notified) in line with the process for type IA variations, provided that no other changes are
made on the mock-ups at the same time and it has no impact on the overall readability of the
mock-up . The MAHs still have to notity the relevant NCAs within the legal timeframe. CMDh
recommends to submit the respective variations as early as possible. (see CMDh minutes of
January 2017). Please read also question 5 for specific national recommendations.

5. Some countries explicitly made an exception not requesting mockups for
FMD implementation, others still require the mock ups. How will Member
States doing this in practice and how is it going to be visible to the MAH?

Those Member States that are requesting mock-ups will address this on their national websites
including|advice how and when to submit the mock-ups.|

USMERNENIE K PREDKLADANIU FAREBNYCH
NAVRHOV OZNACOVANIA OBALOV (,MOCK-UP")

cicup i iCast priolenéno pref

https://www.sukl.sk/sk/registracia-humannych-liekov/doplnujuce-pokyny-a-oznamy/ostatne-pokyny-a-oznamy-pre-ziadatelov-a-drzitelov-rozhodnuti-o-
registracii-lieku/usmernenie-k-predkladaniu-farebnych-navrhov-oznacovania-obalov-mock-up?page id=4944
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https://www.sukl.sk/sk/registracia-humannych-liekov/doplnujuce-pokyny-a-oznamy/ostatne-pokyny-a-oznamy-pre-ziadatelov-a-drzitelov-rozhodnuti-o-registracii-lieku/usmernenie-k-predkladaniu-farebnych-navrhov-oznacovania-obalov-mock-up?page_id=4944

NARODNE
rozhodnutia o registracii lieku

CMDh

1 oS \uL]

Implementation plan for the introduction of the safety features on
the packaging of nationally authorised medicinal products for
human use

Doc. Ref: CMDW/345/2016
February 2016

NOTE: The inclusion of information relating to safety features in the QRD product information template
does not, in itself, indicate that the safety features have been actually implemented on the packaging placed
on the market, rather that the product information has been updated to confirm that the safety features will
be implemented on the marketed pack in line with the provisions of the Delegated Regulation.

In case there are additional amendments introduced in the updated QRD template these may not be included
in any type IA variation, instead a type IB or type II variation of the C-category of the Classification
Guideline should be used, see_Q/A variations 3.16.

The end of procedure for the above procedures should fall within the 3 years period following the
publication of the revised QRD template and shall occur no later than the 9™ of February 2019.

SHRH Slovenska asociacia spolo¢nosti v oblasti liekovej regulécie 1
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CENTRALIZOVANE
rozhodnutia o registracii lieku

O

EUROPEAN MEDICIMNES AGENCTY

S C 1 EMKN < E M E DI C I M ES HLE A LT H

29 June 2017
EMASTESS82 /2014 raew. 2
Human Medicines Evaluation Diwvision

Implementation plan for the introduction of the safety

features on the packaging of centrally authorised
medicinal products for human use

The CHMP opinion or EMA notification for the above procedures should fall within the 3 years

period following the publication of the revised QRD template and shall occur no later than 9th
of February 2019.

The notification of the implementation of safety features is regarded as a confirmation that they will be
implemented within the legal timeframe. The implementation can take place before approval
(independent of the procedure with which it is notified) in line with the process for type IA variations,
provided that no other changes are made on the mock-ups at the same time and it has no impact on
the overall readability of the mock-ups. The MAHs still have to notify EMA within the legal timeframe.

SHRH Slovenska asociacia spoloénosti v oblasti liekovej regulacie
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Bezpecnostné prvky

. http://www.hma.eu/fileadmin/dateien/Human Medicines/CMD h
C. Sarze/EXP: ~ /Falsified Medicines/CMDh 357 2017 Revl 2018 04 clean.pdf

HS4835
08 2022
PC: 04030855366606
SN: 9170829702405

[

C. sarze/EXP:

HS4835
08 2022
PC: D4D30855366606
SN: 91622109881715

C. Zarze/EXP:

HS4832

08 2022
PC: D4030855366866 e 3. The practical implementation of the inclusion of the safety feature is

SN: 91566366304735 : only in 2019, however, the adaptation to QRDv10/4 is possible already
now. In case this adaptation including section 17 and 18 is done already

. — " today but there is the need for additional inclusion of information on the
e Sarze/EXP: : outer carton or in P.7 in 2018/2019, how should this be handled?

Hs"ia}z e - It is possible to implement the new QRD template (including section 17 and 18) and the anti-

08 2922 - tampering device separately, using the appropriate regulatory procedures as described in the

PC: ﬂéﬂ}ﬂ‘ssss,“‘éé implementation plan. In case it is necessary to add text to the packaging or update module P.7 related
SN: 91911”&16?.79 [to addition of the anti-tampering device the respective variation should be submitted. |

EHHH Slovenska asociacia spoloénosti v oblasti liekovej regulacie 13
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Presenter
Presentation Notes
The landscape is made up:
European Hub and its interfaces
The National Blueprint System and its Interfaces 
SDKs with working code examples for the Hub and Blueprint systems
Pharmacy / Dispensaries 
The scope covered by the Model Contract is the National Blueprint and its interfaces




EMVO =

e Tvorca navrhu celého technického riesenia
e Zodpovedné za technicku realizaciu a management EU-HUB
e UzZivatelia — Onboarding partner (OBP) a NMVS/NMVO

e Dodavatel softvéru (SW) — SSR

 Dohlad nad funkénostou celého EMVS

e Hlavné ulohy do 9/2/2019
— Kontrakt medzi NMVOs a EMVO
— Onboardovanie MAHov prostrednictvom OBP
— Vyvoj EU HUB tak, aby bol 9 Feb.2019 v sulade s poziadavkami FMD

SHRHP Slovenska asociacia spolo¢nosti v oblasti liekovej regulécie
Slovak Association of Regulatory Affairs Professionals



EU-HUB vyvoj

HUB 2 -ROADMAP

| Changesin the Pipeline |

& P 9FEB 2019
Today

2018 2019

|
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Vyrobcovia - MAHovia

e Povinnost:
— zaviest serializaciu do vyroby
— Pripojit sa cez OBP do EU-HUBuU

— Nahrat aj retrospektivne vsetky serializované
produkty do EU-HUBuU

e Podpisat zmluvu so SOOL a platit za vyuZivanie
SK-NMVS

* Byt pripraveni na manazment incidentov,
ktoré vzniknu pri verifikacii ich liekov

SHRH Slovenska asociacia spolo¢nosti v oblasti liekovej regulécie 18
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Onboarding partneri (OBPs) .-

- situacia
SIGNED PARTICIPATION AGREEMENT BY OBPs PER
COUNTRY
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OBPs ,,onboarding”

STATUS ON-BOARDlNG fffifﬁ_;ﬁ;f?;?’é

Target figure = 2000

Number

=—(BPs On The Porta =S5igned Participation Agreements

Legitimacy check passed —(QBPs connected to Hub V2 (PRD)

EHHH Slovenska asocidcia spolo&nosti v oblasti liekove] regulacie 20
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FEE Model EUROPE ~ ~~

FEE MODEL TYPES

¥ Flat Fee Model

Adjusted Flat Fee Model

Volume based

Volume & furnover based
Turnover based

Turnover & MA based

MA based

® No data disclosed/available
Noft in process yet

New EMVO Contribution included

Application of annual fees earlier than
2019

SHRH Slovenska asociacia spolo¢nosti v oblasti liekovej regulécie 21
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I I ENTRANCE FEES YEARLY FEES

Number

T 0 A [ T
7 0 1 [

COuUumTrYy

AuUustTtria
Bael=iurm
Bulsaria -+
Croatia —+
Cwirus
Crech Republic +
Denrmark
Estonia —+
Fimlamnd +
Framnmnce
S rmia My
Srecsce
Humnm=sa ry
lceland
Irel amnda
ltalw
La twia
Liechterns tei m &+
Lithhuamnia -+
Lu<embourgs
MMalta

MNetherlands &+

PAA T

2 500
10 O00 =
149 S00 =
10 O00 =
=2 000 =
3 237 =
10 O00 =
O €
s 000 =
20 000 €=
O =
L
1 =14
200
= 000
et
O =
4 1855
OO0 0O
= 000
et
25 000 =

=
ot M

=
ot M

A irm Lairm

25 000 =
20 O00 =
14 S00 =
10 O00 =
2 000 €
4 B5G &
20 000 =
O €
10 O00 =
20 000 =
20 000 =
el Ly
1 =214 =
9 290 £
20 200 =
st L
14 O00 =
25 128 €
2 O00 =
4 O00 =
et L
25 000 =

A

ot thomhommom

5 500

it P

&50 =

1= O00 =

(WY =514

15 000 =

325 000 =
1= 000 =

No rway 1a Z2949 3> 588 € = O00 € = O00 =
Poland F O00 & 149 000 = =2 500 2 SOo0 £
Portugsal O = RPN A Ly RN PLl
Rormania = O00 = 9 O00 = F OOoOo = =9 O0O00 =
Slowva kia —+ O &= O = Y 500 F 500
Slowvenia + O = O = & O00 = 10 O00 =
Spailn RN LN RN LN RPN
Swedern —+ O = O = g Z200 €= F EOO =
Switzerl and 4 12382 € 25 1282 € e PN

Ll ted Kingsdorm &+

19 406 €

29 953 €

1= O00 =

25 000 =




s 1o . @ = >
Drzitelia rozhodnutia o = oy

registracii lieku (MAH)

Aktualny pocet MAH k 7/2018 (SUKL): 327

2019: € 7 500 / MAH na rok (www.sool.sk)

— Predpoklad prezentovany v 10/2017 - vypocet z
predpokladaného poctu MAH: 250

— 2019-20: € 7 500 — 8000 / MAH na rok

SHRH Slovenska asociacia spolo¢nosti v oblasti liekovej regulécie ’3
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N

0

SOOL- zodpovedny za

SK-NMVS

SOOL sa stal taziskovym uzlom implementacie FMD na Slovensku ==
SK-NMVS je Slovensky register serializovanych liekov ur¢enych na SIovensky trh

SK NMVS je v produkénej pilotnej prevadzke od 26/06/2018

e 7 MAHov uzZ zacalo nahravat serializovanu produkciu
e 138994 serializovanych baleni je uz nahratych v SK NMVS k 17/09/2018 (Sumatriptan Sandoz, Keytruda, Aerius,
Zocor, lvement, Singulair)
SOOL spustil onboarding portal pre vyrobcov — MAHov, prostrednictvom ktorého zazmluvnuje

MAHov v sulade s FMD
e 327 MAHov v SUKL registri k 01/07/2018
. 132 spolocnosti reprezentujucich cca 230 MAHov uz zacalo registracny proces,
. 82 spolocnosti SOOL validoval ¢o reprezentuje cca 100 MAHov
. 5 spolo¢nosti uz zaplatilo ro¢ny poplatok

SOOL v spolupraci s ARVATom a inymi ARVATO krajinami spustil tzv. Baseline test pre SW
dodavatelov pre ich pomoc a validovanie ich SW, ktoré pripravuju pre svojich uzivatelov

SOOL pripravuje onboarding portal pre koncovych uzivatelov SOOL — lekarne a distributorov,
prostrednictvom ktorého bude validovat koncovych uzivatelov a zasielat im pristupové informacie k
SK NMVS a zaroven, ktory v buducnosti planuje pouzit na incident management v lekariach

SOOL pripavuje novu verziu SK-NMVS zahfiajucu vsetky moznosti aktualnej verzie EU-HUBuU

SOOL spolupracuje s MZ a SUKL na vyjasneni niektorych aspektov FMD

Technicky SOOL bude 9 Feb. 2019 pripraveny na poskytovanie sluzieb svojim uzivatelom

SHRH Slovenska asociacia spolo¢nosti v oblasti liekovej regulécie 24
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Lekarne

e Koncovi uzivatelia SK-NMVS
e 2200 lekarni sa musi pripojit do SK-NMVS

e Pripraveny portal, kde po odsuhlaseni podmienok
pouzivania dostanu pristup

 Problem implementacie FMD v nemocnicnych lekarnach

o Softvérovi (SW) poskytovatelia lekarnickych systémov
pracuju na implementacii FMD

* Planovany pilot s vybranymi lekarnami po dodani SW

e Doriesit treba manazment incidentov v lekarnach

SHRH Slovenska asociacia spolo¢nosti v oblasti liekovej regulécie 55
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Distributori

e Koncovi uzivatelia SK-NMVS
e 121 distributorov sa musi pripojit do SK-NMVS

e Pripraveny portal, kde po odsuhlaseni podmienok pouzivania
dostanu pristup

* Problém chybajucej agregacie

 SW poskytovatelia systémov distributorov pracuju na
implementacii FMD

e Planovany pilot, kde sa chcu zapojit vsetci velki distributori
 Cakaju na vyjasnenie par. 23 FMD 2016/161

* Problém jasnej identifikdcie situdcie, kedy treba verifikovat, je stdle
predmetom diskusii aj na europskej urovni

SHRHP Slovenska asociacia spolo¢nosti v oblasti liekovej regulécie 26
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Scenar 1

Krok 1 Krok 2 Krok 3
MAH/ " N " T o
Nie je potrebna verifikacia Nie je potrebnd verifikacia Je potrebnd verifikacia

Vyrobca
Distributor O

Zmluva s MAH-om

CifesTe [z Cifaz T
K_/ \_/ M;.

vratenie produktu vratenie produktu vratenie produktu

Distributor 1 Distributor 2

Scenar 1:

Krok 1) MAH predava produkciu Distributorovi 0, ktory ma zaroveti uzatvorena zmluvu s MAH-om na skladovanie a distribuovanie v mene MAH-a na konkrétny produkt/produkty.
Krok 1) Distribator 0 nemusi verifikovat’ tato produkciu — lebo nakupuje priamo od MAH-a.

Krok 2) Distributor 0 predava produkciu Distribatorovi 1.

Krok 2) Distribator 1 nemusi verifikovat’ tato produkciu — lebo nakupuje od Distributora, ktory ma zmluvu s MAH-om na skladovanie a distribuovanie v mene MAH-a
na konkrétny produkt/produkty.

Krok 3) Distributor 1 predava produkciu Distribatorovi 2.
Krok 3) Distribator 2 MUSI verifikovat tito produkciu — lebo nakupuje od distribdtora, ktory nie je MAH, a ani nema zmluvu s MAH-om na skladovanie a distribuovanie
v mene MAH-a na konkrétny produkt/produkty.

Krok 4) V pripade, Ze sa produkcia vracia spit’ k dodévatelovi produkcie (distributor alebo vyrobca) - MUSI sa tato produkcia vzdy verifikovat'.



Scenar 2

Krok 1 Krok 2 Krok 3
MAH/ w N L .
Nie je potrebna verifikacia Je potrebna verifikacia Je potrebna verifikéacia

Vyrobca

Distributor Z
Bez zmluvy s MAH-om Distributor 1 Distributor 2

Baao fom fom
K/ K/ %4

vratenie produktu vratenie produktu vratenie produktu

Scenar 2:

Krok 1) MAH predava produkciu Distribdtorovi Z, ktory nema zmluvu s MAH na skladovanie a distribuovanie v mene MAH-a na konkrétny produkt/produkty.
Krok 1) Distribator Z nemusi verifikovat’ tato produkciu — lebo nakupuje priamo od MAH-a.

Krok 2) Distributor Z predava produkciu Distributorovi 1.

Krok 2) Distribitor 1 MUSI verifikovat tiito produkciu — lebo nakupuje od Distribdtora, ktory nie je MAH-om, a ani nema zmluvu s MAH-om na skladovanie a distribuovanie
v mene MAH-a na konkrétny produkt/produkty.

Krok 3) Distributor 1 predava produkciu Distributorovi 2.
Krok 3) DistribGtor 2 MUSI verifikovat tiito produkciu — lebo nakupuje od distribdtora, ktory nie je MAH, a ani nema zmluvu s MAH-om na skladovanie a distribuovanie
v mene MAH-a na konkrétny produkt/produkty.

Krok 4) V pripade, Ze sa produkcia vracia spit’ k dodavatel'ovi produkcie (distributor alebo vyrobca) - MUSI sa tato produkcia vzdy verifikovat’.



Scenar 3

Krok 1 Krok 2 Krok 3
MAH/
Vyrobca Nie je potrebna verifikacia Je potrebna verifikacia Je potrebna verifikacia
Distributor O Distributor 1

Distributor 2

N\, Eaa -Em@ T
* f@a- L\ S
Medzi Sklad Krok 4

(Pre-Wholesaler/ 3PL) vratenie produktu vratenie produktu vratenie produktu

Scenar 3:

Krok 1) MAH predava produkciu Distribatorovi 0, ktory nema zmluvu s MAH na skladovanie a distribuovanie v mene MAH-a na konkrétny produkt/produkty.
Krok 2) Produkcia sa nedodava prostrednictvom MAH-a, ale prostrednictvom zmluvného partnera MAH-a (3PL). Produkcia je stale vo vlastnictve MAH-a.

Krok 1) Distribator 0 nemusi verifikovat’ tato produkciu — lebo nakupuje priamo od MAH-a, i ked’ je produkcia distribuovana prostrednictvom tretej strany (3PL).

Krok 2) Distributor 0 predava produkciu Distributorovi 1.
Krok 2) Distribator 1 MUSI verifikovat’ tito produkciu — lebo nakupuje od Distributora, ktory nie je MAH-om, a ani nema zmluvu s MAH-om na skladovanie a distribuovanie
v mene MAH-a na konkrétny produkt/produkty.

Krok 3) Distributor 1 predava produkciu Distributorovi 2.
Krok 3) Distribator 2 MUSI verifikovat’ tito produkciu — lebo nakupuje od distribatora, ktory nie je MAH-om, a ani neméa zmluvu s MAH-om na skladovanie a distribuovanie
v mene MAH-a na konkrétny produkt/produkty.

Krok 4) V pripade, Ze sa produkcia vracia spat’ k dodavatelovi produkcie (distributor alebo vyrobca) - MUSI sa tato produkcia vzdy verifikovat.



Scenar 4

Krok 1 Krok 2 Krok 3
MAH/
Vyrobca Nie je potrebné verifikacia Nie je potrebna verifikacia Je potrebna verifikacia
Distributor 0 Distributor 1 Distribator 2

e , fm@ .E@s
Konsignacny
el sklad K/ K/ %

vratenie produktu

vratenie produktu vratenie produktu

Scenar 3:

Krok 1) MAH prestva svoju produkciu k Distribttorovi 0 do jeho konsigna¢ného skladu. Produkcia je stale vo vlastnictve MAH-a.
Krok 1) Distributor 1 si objedna tovar, Distribttor 0 v tom momente odkupi produkciu od MAH-a a stava sa jej vlastnikom.
Krok 1) Distribator 0 nemusi verifikovat’ tito produkeiu - lebo nakupuje priamo od MAH-a.

Krok 2) Nasledne Distribator 0 tato produkciu distribuuje a preda Distributorovi 1.

Krok 2) Distribator 1 nemusi verifikovat’ tito produkciu lebo nakupuje od distributora, ktory ma zmluvu s MAH-om na skladovanie a distribuovanie v mene MAH-a
na konkrétny produkt/produkty, vzhl'adom na to, ze konsigna¢ny sklad musi byt takouto zmluvou osetreny.

Krok 3) Distributor 1 predava produkciu Distributorovi 2.

Krok 3) Distribator 2 MUSI verifikovat’ tito produkciu — lebo nakupuje od Distribitora, ktory nie je MAH-om, a ani nema zmluvu s MAH-om na skladovanie a distribuovanie
v mene MAH-a na konkrétny produkt/produkty.

Krok 4) V pripade, Ze sa produkcia vracia spit’ k dodévatelovi produkcie (distributor alebo vyrobca) - MUSI sa tato produkcia vzdy verifikovat'.



SW poskytovatelia
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 Uloha pripojit koncovych uzivatelov k NMVS
e I|dentifikovanych 47 subjektov

 Maju pristup k technickej dokumentacii a k testovaciemu
prostrediu

e SOOL zorganizoval technické seminare s Ulohou pomoct s
implementaciou

* Pripraveny sposob validovania SW — tzv. Baseline testing

e SW poskytovatelia systémov distributorov pracuju na implementacii
FMD

 Cakaju na vyjasnenie § 23 FMD 2016/161

e Objavuju sa prvé komercné samostatné riesenia vhodné pre
uzivatelov s narokom na maly pocet verifikacii
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Dynamika rastu zapojenia Slovenskych SW

poskytovatelov do FMD problematiky

SWS Portal & Support for Slovakia
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Number of Registered SWS August: 5
Number of Support Requests August (Open/Total): 0/9
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Narodné kompetentné
autority (NCA)

Wt
Spimm

e MZSR je rozhodovacou NCA v oblasti FMD, €
taziskovych rozhodnuti

— Kto je vykonavacou autoritou pre oblast FMD v SR?

e SOOL a SUKL podpisali memorandum a pravidelne sa
stretavaju a riesSia relevantné problémy

e SUKL je aj indpekénou autoritou pre cely SK-NMVS
e Zakon o lieku 362/2011 po novelizacii:

e zahrfna FMD relevantné povinnosti pre vsetky clanky distribu¢ného
retazca liekov

* Niektoré nevyjasnené oblasti su este v stadiu riesenia
e § 23, manazment incidentov — smernica,...
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