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Aktualni stav projektu
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HLAVNI REALIZOVANE AKTIVITY

Testovani a validace
v Uspé&sné dokonéeni ITAT (Integrated Technology Acceptance Testing)

v' Automatizované testovani
Passed T\ v" Pro viechny zakazniky Solidsoftu Reply bez nasi U&asti
o D v" VSechny test casy specifikované v test planu probéhly
Faile v’ 3 identifikované chyby byly opraveny ihned na misté
v

Nékolik zjisténi ze security audit reportu bude opraveno v nejblizsSim releasu

v' Uspésné zvladnuté akceptaéni testy UAT (ve tfech fazich)
v" Kreleasu 1.1. provedlo Slovinsko za Ucasti zastupct zakaznikd Solidsoft Reply
Passed T\ a EMVO

tod B v" Manuélni testovani
Fa‘\e v' S daty 2 vyrobcl — J&J a Krka — distributorem a lékdrnami
v

8 mensich nalezli vesmés k nastaveni registracniho portalu
v" Bylo dohodnuto, Ze budou vyporadany pfi pfistim releasu
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HLAVNI REALIZOVANE AKTIVITY

Testovani a validace Passed T

v' Uspééné zvladnutd 1. &ast validace EMVO \:a'\\ed I
v' Odsouhlasena dokumentace
v'19.2. jsme obdrzeli formalni podepsanou zpravu z EMVO a vyrozuméni o vysledku 1.
casti validace, coz nam umoznilo propojit IQE NMVS a IQE EU HUB

v' IQE = Integrated Quality Environment
v’ ZpFistupnéno od 2.4. pro IT SW firmy — zkou$ime zatim jen s Apatykou, dal$i budou pfipojeny
v nasledujicich dnech

Dalsi aktivity
v Kulaty stll s vedenim nemocnic a zastupci MZ CR a GS1

v Problematika FMD v CR - termin 22. 2. 2018
v' Pfiprava System owner statement
v' Pro 2. ¢ast validace EMVO
v' Testovani portalu pro ovéfeni a uzavfeni smluv s koncovymi uZivateli

v' Tiskova konference NOOL k chystanému pilotu projektu
v' Termin 13. 3. 2018
v PFitomni zastupci U¢astnika pilotu, SUKL, MZ CR a 8 zastupct médii véetné CT a
ol Nérodnirg'égrll?zsalée
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AKTUALNE PROBIHAIJICI AKTIVITY

Priprava testovani a validace

v" OAT = Operation Acceptance testing , Security Testing

v' EMVO validace — ¢ast 2. — podklady odeslany; po UAT 1.3. k release 1.1. bude
doplnéno
v" NOOL vysledky UAT, Traceability matrix a certifikace bezpeénosti systému k revizi EMVO
v" Validace 26.2. - 4.3.2018 (odloZeno na 2. tyden dubna spolu s ostatnimi Solidsoft Reply

zakazniky)

v" HUB Production

v" Token k propojeni NMVS PRD a EU UB PRD nejdfive od 16.4.2018

v Zahajeni pilotu

v" Technicky budou systémy (NMVS a EU HU) propojeny a zpfistupnény subjektam pro pilot
nejdrive od 23.4.2018
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EMVO POSUZUJE NOOL V KROCICH
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AKTUALNE PROBIHAIJICI AKTIVITY

v' Revize dokumentace od Solidsoft Reply a pfiprava podkladd pro EMVO 2. st validace a dalSich
pozadovanych SOP

v' Testovani portdlu pro ovéreni subjektd a odsouhlaseni kontraktd s NOOL
4 Zahajeni podepisovani/akceptace end-user kontraktu s Gcastniky pilotu

v' Stranky www.czmvo.cz — prubézna aktualizace

4 Doplriovani postupu a procesu registrace pro MaHy a IT SW firmy + dalsi informace
v' Pfiprava pilotni faze

4 Definice testovacich scénar, l1éCivych pripravkd, subjektl zapojenych do pilotu

\

Kontaktovani MaHU a ovérovani adres, priprava MaH smlouvy ke schvaleni

v" Seminaf "Ochranné prvky — pozadavky a proces pfipojeni vyrobcl a drziteld rozhodnuti o
registraci k systému UloZist" prob&hne 10.04.2018 mezi 09:30 a 14:00 na SUKL; za Géasti EMVO,
NOOL, SUKL

4 Informace o procesu on-boardingu do EU HUBuU a jeho poZadavky (technickymiifinanénimi a ¢asovymi
+ jednotlivé kroky procesu),

v Vysvétleni pojmu a rozsahu aktivit onboarding partnera

v A dalsich témat souvisejicich s nahravanim dat vyrobcem/MAHem

v' Stakeholder meeting na Britské ambasadé za Ucasti velvyslance, Solidsoft Reply, pfedstavitell
& *, vBEctdptakemidaters a Ucastnikd pilotu — planovano na 10.4.2018 od 15:30
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Monitoring EMVO
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MONITORING EMVO

REFERENCE SCHEDULE FOR NMVOS, MANUFACTURERS

AND END USERS

Year

2017

> > Q2

2018 > > Q2

2019

MAH On-boarding

Connected to HUB
(CH)

25%

50%

75%

I 100% I

Products serialized +
uploaded (PS)

For

Pilot

25%

NMVO Operation

Funding secured
(Funding)

Team implemented
(Team)

Initial Tasks completed
(Tasks)

National Pilot

Technical Implemen-
tation started (TIS)

Prerequisites + Pilot
defined (PD)

First Products verified
(FP)

Pilot sucessfully
completed (PC)

National Ramp Up

End User Systems
connected + live (SY)
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End Users connected +
live (EC)
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MONITORING EMVO

STATUS PER COUNTRY 1-8

NMVO
Fund Team Tasks
D 3D D
3D D
D 3D D

*estimated dates

) = Substantial Progress

OBP
Status July 17

Csmontn  CH PS

% %
1 Austria []
2 Belgium (5] [ ]
3 Bulgaria []
4 Croatia [0
5 Cyprus |:| []
6 Czech Rep. (o] []
7 Denmark ][]
8 Estonia |I| [ ]

Al
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NMVS Pilot User Alarms

TIS PD FP PC SY EC Al A2 A3
I s> EE 000
> > > HE 000
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> >y > > > Hil 000
> 2 >» > > Hl 000
> > > HE 000
> > > HE 0060
D> > > HE 000
A2 A3

Go Live*
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assessment
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Week 16
Week 14
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MONITORING EMVO

STATUS PER COUNTRY 2-16

NMVO

Fund Team Tasks

NMVS Pilot

S PD  FP PC
D> > >
B> > >
D 3D 1D 1D

202 D2 D2

* X 5%

OBP
Status July 17
gemeen CH P
% %
9 Finland 2] [ ]
10 France E D
11 Germany D |:|
12 Greece* D l:l
13 Hungary D |:|
14 Iceland o] [ ]
15 Ireland III |:|
16 Italy* L1
*not heading for 2019 A]

*
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MONITORING EMVO

STATUS PER COUNTRY 17-24

~——— changein
***** last month

17 Latvia

18 Liechenstein

19 Lithuania

20 Luxembourg

21 Malta

22 Netherlands.

23 Norway

24 Poland

* X

*estimated dates

OBP NMVO NMVS Pilot
Status July 17

CH PS Fund Team Tasks TIS PD FP PC
OO0 > 2 > O3 OF > >
] I IID> O O
L[] I I’ >> >
00 o5 > 555 D5 D5
(] I WIS’ > >
0 >» T IIS:> > > Hi
L[] TI> > > 5> 5> > >

Al S - substantial Progress AQ

*
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MONITORING EMVO

STATUS PER COUNTRY 25-32

OBP
Status July 17

GRS

% %
25 Portugal D |:|
26 Romania D |:|
27 Slovakia L[]
28 Slovenia E |:|
29 Spain |:|
30 Sweden . III |:|
31 Switzerland |:| |:|
32 UK (5] []

Al
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Priprava pilotniho projektu

10. dubna 2018

NOOL




CILE A ROZSAH PILOTU

v' Cile pilotu

Otestovat v realném provozu systém NMVS a jeho propojeni s EU HUB
Provérit tok dat od vice rlznych vyrobcl az k nékolika koncovym uzivateliim
Nastavit a provérit validace a uzavirani smlouvy NOOL s koncovymi uzivateli
Upravy proces( u jednotlivych €lankd distribuéniho fetézce

Presved it stakeholdery uspésnym zvladnutim pilotu, Zze se problematika FMD
da resit a neni to velky problém

AN N N NN

Doplnkovy cil pilotu pro |ékarniky a SW IT poskytovatele
v Provéfit riznd IT feSeni a nastaveni procest v lékdrnach a zvolit to nejvhodné;jsi

v Rozsah pilotu

v" Dle testovacich scénaru (viz definice Blueprint a UAT) - bude upfesnéno zvlast
v Dle mapy jednotlivych releas — riizné faze pilotu
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PLANOVANI PILOTU

v’ Kritéria Uspésnosti pilotu
v’ |dentifikovany procesy, které musi byt upraveny
v’ Uspé%né realizovani/otestovani viech testovacich scénaf
v' Ovéreni, Ze NMVS funguje dle specifikace
v Vyzkouseni koncovymi uzivateli, Ze jejich SW komunikuji s NMVS a LP |ze ovéfit
a odepsat

v' Meéfitelné cile NOOL v ramci pilotu

Vice nez 5 vyrobcl nahraje data a poskytne lécivé pripravky

Podepsano alespori 5 MAH kontrakt(

Alespori 20 réiznych produktd (rdizné produkt kédy) s Ul nahrany do EU HUBuU pro CR a
ulozeny v NMVS

Alespon 400 000 ks LP nahrano a ulozeno v NMVS

Vice nez 5 verejnych Iékaren a 5 nemocnicnich |ékaren pripojeno do NMVS

Alespon 5 LP uspésné ovéreno a odepsano u kazdého koncového uzivatele NMVS
Alespon 10 subjektl uspésné ovéreno a pripojeny pres portal NOOL/Solidsoft do NMVS
Vyzkousen aspon 5x pripad vratky a 5x pripad podezreni na faleSny LP a 5x pripad vraceni
do 10 dni

. _Pouceni do pIného provozu
X7 *. Narodni organizace
*; \‘/ : pro ovéFovani
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CASOVY PLAN PILOTU

Priprava pilotu Pilot — prvni faze Pilot — druha faze

m brezen m kvéten cerven cervenec srpen

Pfipravné schizky

Uptestiovani serializovanych LP Vyhodnoceni 1. faze
Testovaci scénare

Definovani reportingu
Nastaveni spoluprdce pfi pilotu

Produkty pro verejné lékarny
Produkty pro nemocnicni Iékarny

Doplnéné Zahaieni 2 : * v .
ahajeni 1. faze pilotu
o UAT 1.3 J P Ukonceni pilotu
Doplnené Otevfeni produkéniho o
UAT 1.2  2.schlizka prostfedi Vyhodnoceni pilotu
webex Techhpical ,,go-live”
3. schlizka
. ) UAT webex
Uvodni
schlzka Kvalifikace SW (self-testovani)
Ucastnikd — IQE pristupné

¥ *. Narodni organizace
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PLANOVANI PILOTU

v' Kazdy koncovy uZivatel nominuje 2 kontaktni osoby (kvali zastupitelnosti) pro
zajisténi komunikace s NOOL a koordinaci v ramci distribucniho retézce (kontakty
mezi vyrobci a distributory, distributory a [ékarnami)

v' Doplriovani kontaktl do databdaze pilotu v bfeznu, k dispozici véem
ucastnikdm pilotu — kontakty byly zaslany vsem

v' Projektovy manazer koordinuje cely pilot a spolupracuje s nominovanymi
kontaktnimi osobami jednotlivych subjekt(
v' Informaéni schizky/webex min. 1 mési¢né za Ucasti vsech zajemcl o
pilot o stavu pfipravy a prtibéhu pilotu
v' Pribéziné pripravné schlizky v mensich skupinach ucastnikd k definovani
postupu pilotu a upresnéni pozadavku
v' E-mail komunikace a informace zvefejnéné na webu NOOL

v Komunikace mezi uéastniky pilotu pfimo — objednavky, dodavky, reseni 1.
urovné podpory s IT SW poskytovateli

¥ *. Narodni organizace
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PLANOVANI PILOTU
v’ Béiny provoz

v" Distribuce probiha podle pravidel pilotu
v’ Rizené objednavky pro pilot mezi kontaktnimi osobami jednotlivych spoleénosti v
ramci pilotu
v" Vyrobci poskytnou Cisla $arzi LP, které vybrali pro pilot — nutné ovérit u vsech
vyrobcl do pilotu prihlasenych — IT SW poskytovatelé vytvofi info. pfimo v
systémech koncovych uzivatell, Ze dany LP je ,pilot” (tedy ma byt ovéren 2D kdd)
v Koncovi uzivatelé poskytuji reporty (z vlastnich informacénich systému) o

provozu (prtchodu ptipravkd) — viz dale

v" Individudlni testovani (s protokolem) — po pfedchozi dohodé mezi NOOL

a ucastnikem
v’ Otestovani sady pfedem pfipravenych testd
v’ Provéreni i méné obvyklych scénard (provedeni ,lokédlnich® akceptaénich
testd)
v’ Testovani portalu NOOL pro uzavieni smlouvy NOOL a koncovych

uzivatell — text smlouvy byl rozesldn k sezndmeni v poloviné bfezna 2018
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ZAJEMCI O UCAST V PILOTU

>  Pilotni projekt dle aktudalnich predpokladi probéhne v obdobi od 23.
dubna - srpen 2018

Zajemci ze strany vyrobcu: 9 subjektlti — postupné se ozyvaji dalsSi vyrobci s

dotazem o moznosti ucastnit se pilotu

> 1. faze

>  Zentiva Group, a.s. —az od kvétna
ELI LILLY CR, s.r.0.
ROCHE s.r.o.
> 2.faze

FERRING Pharmaceuticals CZ s.r.o.
Janssen-Cilag s.r.o.

LEO Pharma s.r.o.

BAYER s.r.0. — jednani stale probihaji - ?

) Takeda Pharmaceuticals Czech Republic s.r.o.
{é’i 2‘( n{fzsfﬁf.giﬁaac?p & Dohme s.r.o. (MSD)

* 4% pravosti légiv
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ZAJEMCI O UCAST V PILOTU

>  Pilotni projekt dle aktualnich predpokladtli probéhne v obdobi od 23.
dubna - srpen 2018

Zajemci ze strany lékaren: 5 subjektul (z toho 2 retézce)

> Nekolik mensich, strednich i velkych |ékaren, véetné
retézcovych
> Geograficky i typologicky riznorodé

Zajemci ze strany nemocnic: 16 subjektu

> Zajem projevilo nékolik geograficky a typologicky
riznorodych nemocnic (FN, krajské nemocnice, dalsi)
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PODMINKY UCASTI V PILOTU

Vsichni Ucastnici musi splnovat nasledujici

>  Podepsano memorandum o spolupraci s NOOL — 80% subjektt podepsalo

>  Podepsano NDA se Solidsoft Reply a zfizen pfistup do jejich Confluence databaze
* tyka se pouze IT firem poskytujicich SW pro distributory, |ékdrny, nemocnice

>  Registrace k ucasti v pilotu

Vyrobce musi

> Byt v dobé pilotu registrovan v EMVO a mit hotovy kompletni On-boarding-
napojeni na ITE, IQE, PRD EU HUB

>  Mit upravenu vyrobni linku pro tisk 2D kédu a aplikovani Ul

> Vlyrobeno s Ul urcité mnozstvi vyrobkd pro pilotni pouziti

>  Nahrana data pilotni vyroby do EU HUBuU

Distributor musi

>  Podepsat/akceptovat end-user kontrakt s NOOL
>  Mit upraven IT systém

>  Proskoleny vybrany personal

>  Potfebné vybaveni (¢tecky 2D kod()

**x_ Narodni organizace
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Rizika a Fizeni poplachi

10. dubna 2018
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RiZENi POPLACHU

Alerts

Perhaps one of the most important issues to resolve

We have built a system to create alerts to help flag suspect product however
. . . we have no definitive view on how this will operate

«  There are some serious risks and issues to address, including:
— Risk to availability of product /or for patient to receive the pack (especially during ramp up)
— Management of expectations with Authorities/ Patients/ Law Enforcement/ Stakeholders
— Risk that we fail to identify falsified products in a massive volume of alerts
— Insufficient information to allow manufacturers to develop internal processes
— Risk of divergent requirements which drive complexity into our operations
— Lack of clarity on accountabilities and responsibilities of all players in the chain

We need a multi-disciplinary team with representatives from across all

stakeholders
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RiZENi POPLACHU

Alert management - simplified!

An Alert is raised in the system when there is a "Potential falsified pack™:

In the Verification mode, "Pack not found” or "Batch number/Expiry date mismatch' raises an
Alert

In a Decommissioning mode, "Pack already in requested stafe” or "Status change could not be
performed”, raises an Alert

A unigque Alert ID will be returned to the client system and sent to the NMVO,
the MAH (OBP) and EMVO
The MAH investigates, using the Pack Disclosure Report refrieved with the unique Alert ID

If there is a mistake it can in some cases be corrected, e.g. if serial numbers ae not uploaded. If
the suspicion remains the process for further handling needs 1o be agreed

In any case, there are challenges regarding communication, handling of the pack etc.

e-YIS

eVerfikaton | Sverige
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RiZENi POPLACHU

Alert management - a few challenges!

How to close the communication loop!

A central OBP, a local MAH, the Pharmacy/Wholesaler, the NMVS ...The EMVS is not @
communication tool and an Alert can not be "closed"

There is no time limit for the investigation/communication set by the DR but information
willbe needed quite quickly — especially if there are many packs affected or if the
problem is fixed, i.e. serial numbers uploaded!

Handling of the pack(s)

Associate pack with the Alert ID (plastic bag marked with ID) and return by standard
route? Send to MAH?

Is this valid also prior 1o 20192 Need to agree on the national level - discussions must
include all stakeholders

Inform the NCA - who and when?
the DR and Q&A ver. 2 contradictory and not consistent with current practices. e- IS

eVerfikaton | Sverige

**x_ Narodni organizace
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RiZENi POPLACHU

How will this all actually operate ?

%

. Authentication fails
. Alert code generated affixed to plastic bag containing the product 12349 () o
. Alert to NMVO

. NMVO notify NCA

. NMVS Notifies EMVS

. EMVS sends Alert notification to OBP and EMVO
9. OBP runs report using alert code

10.0OBP triggers route cause analysis

11.1f suspect product pass for investigation to site

12.Product returned for analysis (with alert code) e o & .
>y MVO

13.Investigation initiated and escalated to if required

. Client scans product ﬁﬁ ﬁﬂ
. Potential use of IMQ to check authentication
1

0 NOoO OBk WON -

Service
Organisation

Reality is far more complex with failures at
various points in the supply chain and across &

countries

Forensic and Site

Legal OBP Alert Service

¥ *. Narodni organizace
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RiZENi POPLACHU

Just the start of a brainstorm . ..

*  How will this work prior to 2019
— There could be a high volume of alerts — e.g. serialisation data not uploaded, Pilot ways of working,
Systems issues at the client end

— What should a client do if they get an alert prior to Feb 2019 ?

« Should we standardise the process across countries (both electronic and physical flow)
— How to link the alert code to the physical product e.g. plastic bag
— How to process a pack if only the TE has been broken
— How to manage if the pack is in country A but the authentication fails in market B

—  We need to write procedures for our customer service and OBP service team to follow — what are
these
— Are all “real” alerts a result of suspect products or are some the result of process error

* Who does what and how to tie this together
— OBP vs MAH vs Local Operating Company + External Stakeholders

¥ *. Narodni organizace
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Financovani projektu

10. dubna 2018
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FINANCOVANI PROJEKTU

Planovany rozpocet NOOL (AIFP 72,7%; CAFF 27,3%)

Implementacni naklady celkem 33 552 000 K¢
> Implementacni naklady v roce 2017 10 089 000 K¢
> Implementacni naklady v roce 2018 23 463 000 K¢

¥ *. Narodni organizace
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FINANCOVANI OD ROKU 2019 DALE

v" Model: registracni poplatek (jednorazovy) + uzivatelsky poplatek (kazdoroéni)
v" Registra¢ni poplatek

v' Vyse odstupriovana dle terminu zaplaceni

v Bude slouzit na pokryti nakladd pro implementaci a splaceni zapGjéek spolu s Groky
v UZivatelsky poplatek

v Stejnd vyse pro vsechny (v daném roce)

v Celkovy poéet MaHUG s obratem v CR dle reportu ze SUKL je 448 (&islo je proménlivé)

v Realisticky odhad — pro vypocet modelu poéet MAHU pouzivajicich NMVS:
v’ 2019 =200

v’ 2020 =300

v' 2021 a dale zhruba stejny pocet, provozni poplatek bude redukovan pokud se
potvrdi predpoklady vyvoje CF

v Pfi registraci MaHové zaplati jednorazovy “registraéni poplatek” a v prabéhu provozu
budou platit kazdoroc¢né “uzivatelsky poplatek”
v" Podminky platby poplatku specifikovany ve smlouvé s MaHy

v Poplatky poéitany v EUR; pfipadna platba v CZK dle kurzu CNB mésice vystaveni faktury
v' Vyse poplatkd bude zvefejnéna v 2. poloviné dubna po schvédleni pfedstavenstvem

**x_ Narodni organizace
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Ostatni
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WEBOVE STRANKY NOOL

* *+_ Nérodni organizace
+ %@ » pro ovéfovani
"o+ pravosti lédiv

** t;** Na’ rod nl’ orga n iza ce O NAS AKTUALITY DOLEZITE INFORMACE U2IVATELE SYSTEMU
* ?\‘/ * p ro OVé\r'ova’ n l’ Padélané léky predstavuji vazné
** * ** pravosti IéEiv ohrozeni zdravi svych uzivateli. Z

iniciativy Evropské komise proto vznikl
projekt ochrany legalniho
dodavatelského retézce pred

padélanymi lécivymi pripravky.

Urceno vSem zainteresovanym
subjektlim na ceském trhu

Aktuslity

http://czmvo.cz/

si termin na

» Informace o projektu

Tiskova konference k chystanému
pilotu projektu FMD

» Aktuality

CisTvice

cisTvice &

» Podstatné dokumenty

Zarezervujte

Zbyvaijici pocet dnli

Aktudini déni
na projektu FMD

16.03.2018

STATUS REPORT

cistvice &

Zakladajici clenové organizace

» Dulezité kontakty N AveL

G AEDL

PridruZené organizace

(%

--------
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WEBOVE STRANKY EMVO

PHARMACEUTICAL COMPANIES IT CONNECTION PROVIDERS

KNOWLEDGE DB

q . NMVOs
Pharmaceutical Companies
In addition to on-boarding to EMVO, On-boarding Partners

European Medicines
el I I Verificafion Orgonisation

v . V4 ” o
Urceno zejména vyrobcum a
products affected by the Falsified Medicines Directive. contract at national level with the relevant NMVO.
MaHii

EMVO Mis:

Securing the European Pharmaceutical Market

https://www.emvo-medicines.eu/ S

faisfied medicines.

‘The European Medicines Verfication Organisation (ENVO) has taken responsibiity for advancing
the formation of the European Medicines Veriication System (EMVS). The EMVS is in

7 e ‘accordance vith the EU's Falsified Medicines Directive (FID) and the Delegated Regulation
(DR). It ensres the implementation of a functioning, secure, interoperable and cost effective

» DalSi informace o projektu

» On-Boarding Portal

10:09] == Latest news from EMVO
N Brussels News, Events, Documents

» Rozcestnik pro jednotlivé

evropské asociace

Announcement — 500 Parti

Call for Applications — Internship Coding Requirements Agreements signed!

EMVO is glad to announce that a valuable step
has been taken towards the Falsified Medicines
Directive implementation.

EMVO is looking for a new intern. The intem wil EMVO would like to inform you that a new
join the Commercial and Partner Management version of the Coding Requirements table is
Team now available in the Knowledge D.

**x_ Narodni organizace

* pro ovérovani
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Priloha — Monitoring EMVO




MONITORING EMVO

PROGRESS MONITORING INDICATORS/MILESTONES
FOR THE NMVO

NMVO Operation
Funding secured (check list 1)

Team implemented (check list 2)
- Initial Tasks completed (check list 3)

National Pilot
TIS Technical Implementation started (check list 4)

B Prerequisites and Pilot defined (checklist 5)
IUFP  First Products verified
Pilot successfully completed

¥ *. Narodni organizace
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MONITORING EMVO

ALARM CATEGORIES

National System Readiness

- Number of Countries progressing faster than Mainstream
- Number of Countries progressing slower than Mainstream
Main Number of Counftriesin the Mainstream
Nofsiaried Number of Countries that have not yet started the Implementation Phase

Manufacturer On-Boarding and End User Readiness

OnTime | Number of Countries above actual target

- Number of Countries below actual target

¥ *. Narodni organizace
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MONITORING EMVO

EXPLANATION OF ABBREVIATIONS |

Al

A2

A3

CH
EAEPC

EC

EFPIA
and

Alarm 1 MAH On-Boarding
Alarm 2 NMVS Readiness
Alarm 3 End User Readiness

Connected to Hub

European Association of Euro -
Pharmaceutical Companies

End User Connected

European Federation of Pharmaceutical Industries
Associations

¥ *. Narodni organizace
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MONITORING EMVO

EXPLANATION OF ABBREVIATIONS Il

*

*
* 5 %

FP
Fund
MAH
NCA
NMVS
OBP
PS
PC
PD

First Packs verified

NMVO Funding secured

Marketing Authorization Holder
National Competent Authority
National Medicines Verification System
On-Boarding Partner

Products Serialized Uploaded

Pilot successfully completed

Pilot Definition completed

Narodni organizace

pravosti IéCiv



MONITORING EMVO

EXPLANATION OF ABBREVIATIONS Il

SY End User System Connected

SOP Standard Operation Procedure
Tasks NMVO Initial Tasks complete
Team NMVO Team implemented

TIS Technical Implementation started

¥ *. Narodni organizace
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Dékuji za pozornost




