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Nazev prednasky Oddéleni/ Prednasejici Detail prednasky Cas prednasky
Sekce

Dostupnost LP a novinky z pohledu evropské legislativy

Market report — novinky

Uvadéni cizojazycnych Sarzi do obéhu

Uhrada LP jako jeden z nastrojt k zajisténi dostupnosti

Prestavka na kavu

Souhlas Ustavu s dovozem ze tieti zemé a individuaIni dovoz
neregistrovanych LP

Novinky v oblasti plnych moci

Dopisy pro zdravotnické pracovniky souvisejici s dostupnosti
LP (UST-43)

Dolozeni kvality v ramci zadosti o stanovisko ke SpLP

Prestavka na obcerstveni

Farmakovigilance v ramci SpLP
DalSi opatfeni pro minimalizaci rizik u cizojazycnych sarzi a
SpLP

Pohled Ministerstva zdravotnictvi k problematice vyvozu
lécivych pripravkt do zahranici

Pohled Ministerstva zdravotnictvi k Zadostem o specifické
lIécebné programy

Dostupnost Iécivych pFipravki souvisejici s novelou zakona o
lécivech
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Velik

Pfedstaveni agendy Oddéleni koordinace odbornych €innosti, véetné
zakonného ramce

Dostupnost lé¢ivych pfipravkl ve Farmaceutické strategii pro Evropu a
implementace NARIZENI EVROPSKEHO PARLAMENTU A RADY (EU)
2022/123.

Novinky v oblasti hlaseni zahdjeni, pferuseni, obnoveni a ukonéeni
uvadeéni lécivych pfipravki na trh
Novy formuldf Zadosti, naleZitosti podani, ¢asté chyby
Specifické situace: vyjimecné zvyseni ceny nebo Uhrady; novinky v
uhradach vysoce inovativnich LP a LP pro vzacna onemocnéni

Novy formular Zadosti, podminky udéleni souhlasu, podminky dovozu
NLP
Novinky v oblasti plnych moci
Pfedstaveni pokynu UST-43 a jeho ndleZitosti

Vycet podkladu, které se z pohledu kvality pfedkladaji v ramci Zadosti
od SpLP.

Farmakovigilance v SpLP a u cizojazy¢nych $arzi, hlaseni podezieni na
neZzadouci Ucinky, edukaéni materialy

Opatieni k zajisténi dostupnosti LP se zaméfenim na podnéty ze strany
MAH

Rozdil v podavani Zadosti registrovanych LP v jinych zemi X
compassionate use, pribéiné a zavérecné zpravy, problémy, se
kterymi se setkdvame pfi podani Zadosti o SpLP

2Zvlastni postupy pfi zajisténi nakupu a distribuce |é¢ivych pfipravki a
jejich uhrady vyznamnych z hlediska ochrany vefejného zdravi

9:00-9:05
(5 min)

9:05-9:45
(40 min)

9:50-9:55

(5 min)

10:00-10:15 (15 min)
10:20-10:40
(20 min)

10:45-11:05 (20 min)
11:05-11:20 (15 min)

11:25-11:45 (20 min)
11:50-12:05 (15 min)

12:10-12:25 (15 min)

12:30-13:10 (40 min)

13:10-13:40 (30 min)

13:45-14:00 (15 min)

14:05-14:20 (15 min)

14:25-14:35 (10 min)

14:40-14:45 (5 min)



Shortage & Availability
Vypadek (nedostatek) a Nedostupnost
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Directive 2001/83/EC

Shortage Notification

% Article 23a requires the marketing authorisation holder (MAH) to submit a pre-notification to the

relevant national competent authorities (NCAs) “if a product ceases to be placed on the market of a
Member States, either temporarily or permanently”. Authorities must be notified, other than in
exceptional circumstances, no less than two months before the interruption.

The supply of medicinal products in the EU

% Atrticle 81 requires MAHs and wholesale distributors of a medicine that is placed on the market to

“ensure appropriate and continued supplies”, within the limits of their responsibilities, to cover the
needs of patients

© 2022 STATNI USTAV PRO KONTROLU LECIV 28.11.2022
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Directive 2001/83/EC

Individualized treatment

0]

Article 5. A Member State may, in accordance with legislation in force and to fulfil special needs, exclude from the
provisions of this Directive medicinal products supplied in response to a bona fide unsolicited order, formulated in
accordance with the specifications of an authorized health care professional and for use by his individual patients on his

direct personal responsibility.
REGULATION (EC) No 726/2004 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL

of 31 March 2004

laying down Community procedures for the authorisation and supervision of medicinal products
for human and veterinary use and establishing a European Medicines Agency

Compassionate use — Article 83 of Regulation (EC) No 726/2004

0]

By way of exemption from Article 6 of Directive 2001/83/EC Member States may make a medicinal product for human
use belonging to the categories referred to in Article 3(1) and (2) of this Regulation available for compassionate use. For
the purposes of this Article, ‘compassionate use’ shall mean making a medicinal product belonging to the categories
referred to in Article 3(1) and (2) available for compassionate reasons to a group of patients with a chronically or
seriously debilitating disease or whose disease is considered to be life-threatening, and who can not be treated
satisfactorily by an authorised medicinal product. The medicinal product concerned must either be the subject of an
application for a marketing authorisation in accordance with Article 6 of this Regulation or must be undergoing clinical
trials

Article 5(3) opinions - CHMP (covid-19)

0]

At the request of the Executive Director of the Agency or the Commission representative, the Committee for Medicinal
Products for Human Use shall also draw up an opinion on any scientific matter concerning the evaluation of medicinal
products for human use. The Committee shall take due account of any requests by Member States for an opinion. The
Committee shall also formulate an opinion whenever there is disagreement in the evaluation of medicinal products
through the mutual recognition procedure. The opinion of the Committee shall be made publicly accessible

—  https://www.ema.europa.eu/en/human-regulatory/post-authorisation/referral-procedures/article-53-opinions

28.11.2022
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{f) ‘supply’ means the total volume of stock of a given medicinal product or medical device that is placed on the market by

Defi n ice a marketing authorisation holder or a manufacturer;
{g) ‘demand’ means the request for a medicinal product or a medical device by a healthcare professional or patient in

(d Ie N a ‘rlllzenl’ E U 202 2/123) response to clinical need: the demand is satisfactorily met when the medicinal product or the medical device is

acquired in appropriate time and in sufficient quantity to allow continuity of the best care of patients;

— X1 7 {h) ‘shortage’ means a situation in which the supply of a medicinal product that is authorised and placed on the market in a
2 C I a n e k 2 Member State or of a CE-marked medical device does not meet demand for that medicinal product or medical device at
a national level, whatever the cause;

f) .nabidkou” celkovy objem zdsob urcitého lé¢ivého piipravku nebo zdravotnického prostiedku, ktery uvddi na trh driitel
rozhodnuti o registraci nebo vyrobce;

g) ,poptivkou” Zidost zdravotnického pracovnika nebo pacienta o zajisténi lé¢ivého pfipravku nebo zdravotnického
prostiedku v reakci na klinickou potiebu; poptivka je uspokojena, je-li lécivy piipravek nebo zdravotnicky prostiedek
ziskdn ve vhodnou dobu a v dostatetném mnoZstvi, aby byla zajiSténa kontinuita optimdlni zdravotni péce o pacienty;

h) .nedostatkem®” situace, kdy nabidka lécivého pfipravku, ktery je registrovdn a uveden na trh v ¢lenském stdté, nebo
zdravotnického prosttedku s oznafenim CE z jakékoli pficiny neuspokojuje na vnitrostitni drovni poptavku po tomto
lécivém piipravku nebo zdravotnickém prostiedku;

© 2022 STATNI USTAV PRO KONTROLU LECIV 28.11.2022
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Dostupnost léciv v zakoné ¢. 378/2007 o lécivech (Zol)

Ministerstvo zdravotnictvi
§ §11
h) vytvari podminky pro zaji$téni dostupnosti lé¢ivych
pfipravkd vyznamnych pro poskytovani zdravotnich sluzeb ...
§49
(1) maze umoznit pouziti, distribuci a vydej humannich LP
neregistrovanych podle Zol nebo podle narizeni EU v ramci
specifického lé¢ebného programu

% Zajistovani dostupnosti nespadd do kompetenci SUKL,
ale Ustav poskytuje maximalni sou¢innost MZ
— Vyhodnocuje kazda hlaseni v Market reportu, signal, podnét,..
— Vyhodnocuje situaci na trhu a vydava podnéty MZ k omezeni re-exportu
— Vydava stanoviska k SpLP (Specifickym lécebnym programim) a
publikuje vyzvy pro predkladatele SpLP
— SUKL posuzuje a umozfiuje dovoz lé¢iv ze lll. zemi a |é&ivych pfipravk( jehoz

oznaceni na obalu neni v ceském jazyce, do obéhu (cizojazycné sSarze)

© 2022 STATN[ USTAV PRO KONTROLU LECIV 28.11.2022
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V 4 rd

Role SUKL pfi zajistovani dostupnosti lé¢iv

%, Prislusné kompetence k zajisténi dostupnosti |éCiv dle
zakona €. 378/2007 Sb., o lécivech

* § 8 odst. 3. — neregistrované |écivé pripravky

§ 8 odst. 6. — stanovisko pro zajisténi neregistrovanych LP pfi ,,ohrozeni”
§ 13 SUKL — obecné Ukoly SUKLu

§ 38 SUKL — oznadeni na obalu a PIL (cizojazyéné arze)

§ 49 — specifické lécebné programy

§ 77, pism. i) — dovoz ze tfeti zemé a? po vydani souhlasu SUKL

§ 77c — omezeni re-exportu - zarazeni na Seznam (povinnost ohlasit vyvoz)

§ 77d — opatreni k zajisténi dostupnosti LP - zakaz vyvozu

© 2022 STATN[ USTAV PRO KONTROLU LECIV 28.11.2022
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Aktivity oddeleni koordinace odbornych cinnosti
- KOC

=, Vyhodnocuje nahraditelnost |éCiv — nahraditelnost@sukl.cz

=, Komunikuje s drziteli rozhodnuti o registraci a distributory, aktivné je

oslovuje a navrhuje mozna reseni, zodpovida dotazy pacient(i i odborné
verejnosti

=, Vyhledava pripravky v jinych ¢lenskych statech nebo tretich zemich, které
by mohly vypadek IéCiva nahradit

% V pfipadé dopadu na poskytovani zdravotni pée SUKL informuje odborné
spolecnosti o aktualni situaci a spolupracuje na reseni

% SUKL je aktivné zapojen do evropskych skupin sledujicich dostupnost

%, SUKL se podili na vytvafeni seznamu esencidlnich antiinfektiv pro CR

© 2022 STATN[ USTAV PRO KONTROLU LECIV 28.11.2022
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Procesy dle novely 314/2022 Sb.

Odborna stanoviska dle §8/6

Oddéleni KOC

CizojazyCné
: sarze
Koordinace
Ood born\'/ch Specifické
X ’ lécebné programy
Cinnosti
+ Re-Exporty
covid-19
Individualni
-+ dovoz
nOVEIy ZOL Market repor’t:ia
vyhodnocovani
dostupnosti
Vyhodnocovani
nahraditelnosti
Dotazy na
SN dostupnost
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Dostupnost lécivych pripravki ve Farmaceutické strategii pro
Evropu a implementace
NARIZENIi EVROPSKEHO PARLAMENTU A RADY (EU) 2022/123.

Jakub Velik
Vedouci Oddéleni koordinace odbornych Cinnosti
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PHARMACEUTICAL STRATEGY FOR EL
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(V)

%, EU regulatory network reflection paper on the availability of authorised
medicinal products for human and veterinary use, 2016

%, Addressing medicine shortages in Europe, commissioned by MfE, 2017
=, Medicines supply chain stakeholders , early 2017

= French Academy of Pharmaceutical Sciences, Report on “Unavailability of
drug”, 2018

=, World Health Assembly , Call for addressing the global shortage of, and
access to, medicines and vaccines in a coordinated manner at global level,
Jan 2018

=, European Association of Hospital Pharmacists (EAHP) Medicines Shortages
Survey 2019

>, FDA Report | Drug Shortages: Root Causes and Potential Solutions 2020
"~ PGEU Medicine Shortages Survey 2021 Results

© 2022 STATNI USTAV PRO KONTROLU LECIV
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Statistika Market report

Preruseni dodavek (2017 - 2022) Obnoveni dodavek (2017 - 2022)
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Duvod (preruseni)

B Vyrobni divody (véetné zavad v
jakosti)
B Kapacitni/distribu¢ni divody

B Obchodni/marketingové divody

O Procesné-registracni duvody
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Ukonceni dodavek (2017 - 2022)

Pocet pripravki
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Duvod (Ukoncer“) Bl Prechod na jiny SUKL kod

B Obchodni/marketingové divody
B Vyrobni davody

Prevod registrace

9,2%

4 8/o. [ Optimalizace portfolia (prfechod na

0,9% ] jinou velikost baleni/jiny pripravek,

22,0% 0,3% ° 4, 0% s zména nazvu)

EINizka vySe stanovené
thrady/max.ceny

OZanik/zrusSeni registrace

Jiné - neuvedeno
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Jak oblast dostupnosti ovlivnil covid-19?
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Pharmaceutical Strategy for Europe

PHARMACEUTICAL STRATEGY FOR EUROPE

Learning from Ensuring Supporting Reducing medicines
COVID-19, accessibility and sustainable shortages and
towards a crisis- affordability of innovation, securing strategic
resistant system medicines emerging science autonomy

and digitalisation

#EUPharmaStrategy

Flagships of the pharmaceutical strategy

Ensuring availability and addressing shortages

- - - - /—" —
. \ /fligh quality, safe and (s :
/ Secure the supply [ | Crisis response mechanisms
environmentally sustainable
* Revise the Iegns!atnon to . revise manufacturing and * Proposal for an EU Health
enhance security of supply Emergency Response

and address shortages (2022) SUDDIY Provisions in the Authority (2021)
legislation to ensure

* Launch a structured dialogue environmental
to identify vulnerabilities in sustainability, quality and
the giobal supply chain (2021) preparedness (2022)

* Ensure increased « revise the legislation to
transparency of the industry strengthen environmental
on the supply chains (2021) risk assessment

requirements and conditions of
K / \‘59 (2022) j \ / 28.11.2022




Flagships of the pharmaceutical strategy

Pharmaceutical Strategy for Europe [

\~\ / 'ngh quality, safe and

environmentally sustainable

« revise manufacturing and
supply provisions in the
legislation to ensure

« Proposal for an EU Health
Emerg ponse

D\ \
\ : ] \
\ Crisis response mechanisms
enhance

and address shortages (2022 Authority

« Launch a structured dialogue
to identify vuinerabilities in
the global supply chain (2021)

p

« Ensure increased
transparency of the industry
on the supply chains (2021)

= revise the legislation to
anvironmental
ment

s and conditions of

4 pillars, which include legislative and non-legislative action:

* ensuring access to affordable medicines. Search for available translations of the preceding for patients, and
addressing unmet medical needs (in the areas of antimicrobial resistance and rare diseases, for example)

* supporting competitiveness, innovation and sustainability of the EU’s pharmaceutical industry and the
development of high quality, safe, effective and greener medicines

* enhancing crisis preparedness and response mechanisms, diversified and secure supply chains. Search for
available translations of the preceding, address medicines shortages

* ensuring a strong EU voice in the world, by promoting a high level of quality, efficacy and safety standards

4.1 . Secure the supply of medicines across the EU and avoid shortages

* The European Council has recognised that “achieving strategic autonomy while preserving an open
economy as a key objective of the Union”. Shortages of medicines have been a serious concern in the EU
for several years and have increased during the COVID-19 pandemic

https://health.ec.europa.eu/medicinal-products/pharmaceutical-strategy-europe_en

© 2022 STATNi USTAV PRO KONTROLU LECIV 28.11.2022
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EC — Future-proofing pharmaceutical legislation —
study on medicine shortages, 2021

%~ ..., the study confirms that medicine shortages occur frequently across the region, most
often involving older, off-patent and generic medicines. The causes are multifactorial with
bottlenecks identified along the entire pharmaceutical value chain, from manufacturing of
raw materials to national pricing and procurement practices.

Figure 2 Total shortages reported and average®? shortages per Member State

Figure 3 Total number of shortages reported since 2007, by country
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- /
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.
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'
1000 Powered by Bing
I © GeoNames, Microsoft, TomTom
- = || I _ —- - - ] [ | || | | -
2011 2012 2013 2014 2015 7 901 T

2016 201 Total number of reported shortages per country ]
T 108 10526

a2

2008 2009 2010

mTotal mAvg per MS

Future-proofing pharmaceutical legislation — study on medicine shortages, Technopolis Group, Ecorys BV, Milieu Law & Policy Consulting December 2021
And SUKL data
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Recommendation
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Establish and follow a centralised and harmonised EU-wide definition of medicine shortages

Establish and mainstream harmonised reporting criteria for shortages, collecting sufficiently detailed information
on key parameters (e.g. product details, MAH, details on the shortage and impact)

Develop an EU-wide list of medicines for which shortages are the most critical and develop policies and/or
regulations to improve their availability

Set up stakeholder dialogue platforms for/between supply chain stakeholders, patients, and healthcare providers,
respectively at Member States level

Develop EU-wide and uniform legislation allowing for imposing financial sanctions if notification requirements
and/or supply responsibilities are not met

Require greater transparency of industry supply quotas as well as parallel traders’ and wholesalers’ transactions
Require suppliers to have adequate shortage prevention and mitigation plans in place

Introduce legal obligations for MAHs and wholesalers to maintain a safety stock of (unfinished) products for
medicines of major therapeutic interest at EU-level

Adopt common principles for the introduction of national restrictions on intra-EU trade

Allow for greater flexibilities for emergency imports of specific products in case of market withdrawals and other
critical shortages

Incorporate requirements for having more diversified, multiple tenderers and thereby supply sources in public
procurement tenders

For EU authorities to reduce the administrative and cost burden submission of postapproval changes

Enable an accelerated mutual recognition procedure (MRP) within the EU

Enable a (more) efficient Repeat Use Procedure

Develop an EU-wide medicines packaging and labelling regulation that included flexibilities for digital leaflets and
multi-country/multi-language packaging and labelling

Include information about available alternative medicines in shortage databases

Future-proofing pharmaceutical legislation — studyon medicine shortages, Technopolis Group, Ecorys BV, Milieu Law & Policy Consulting December 2021

And SUKL data 28.11.2022
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HERA - Health Emergency Preparedness and Response Authority

HERA celebrates its one year anniversary

HE

HEALTH EMERGENCY
PREPAREDNESS AND
RESPONSE AUTHORITY

One year of HERA

08 December “*

n European
Commission

© 2022 STATNI USTAV PRO KONTROLU LECIV

Before crises: preparedness

Before a health crisis, in the "preparedness phase”, HERA will work closely with other EU and national
health agencies, industry and international partners to improve the EU's readiness for health
emergencies.

HERA will carry out threat assessments and intelligence gathering, develop models to forecast an
outbreak and, by early 2022, identify and act on at least three high impact threats and address
possible gaps in medical countermeasures.

HERA will also support research and innovation for the development for new medical
countermeasures, including through Union-wide clinical trial networks and platforms for the rapid
sharing of data.

In addition, HERA will address market challenges and boost industrial capacity. Building on the work
done by the Task Force for Industrial Scale up of COVID-19 vaccines, HERA will establish a close
dialogue with industry, a long-term strategy for manufacturing capacity and targeted investment,
and address supply chain bottlenecks for medical countermeasures.

The authority will promote procurement and tackle challenges related to their availability and
distribution and increase stockpiling capacity to avoid shortages and bottlenecks in logistics.

HERA will also strengthen knowledge and skills on all aspects of medical countermeasures in Member
States.

During a health crisis: emergency response

In case a public health emergency at EU level is declared, HERA can quickly switch to emergency
operations, including swift decision making and the activation of emergency measures, under the
steer of a high-level Health Crisis Board. It will activate emergency funding and launch mechanisms
for monitoring, new targeted development, procurement and purchase of medical countermeasures
and raw materials.

The EU FAB facilities, a network of ever warm production capacities for vaccines and medicines
manufacturing, will be set in motion to make available reserved surge manufacturing capacities, as
well as emergency research and innovation plans in dialogue with Member States.

The EU production of medical countermeasures will be boosted and an inventory will be established
of production facilities, raw materials, consumables, equipment and infrastructure in order to have a
clear overview of EU capacities.

https://ec.europa.eu/commission/presscorner/detail/en/IP_21_4672
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NARIZENI EU 2022/123 (Extended mandate EMA)

- Platné od 1.3.2022 (ZP odlozeno o jeden rok)

- posilené uloze Evropské agentury pro léCivé pripravky pri pfipravenosti na krize
a krizovém fizeni v oblasti IéCivych pripravki a zdravotnickych prostredku
— pripravu, predchazeni, koordinaci a fizeni dopadu mimoradnych situaci v oblasti

verejného zdravi na |éCivé pripravky a na zdravotnické prostfedky a dopadu
zavaznych udalosti na lécivé pripravky a na zdravotnické prostredky na urovni Unie

QNG

— monitorovani a predchdzeni nedostatku lécivych ptipravkd a nedostatku
zdravotnickych prostfedkd a podavani zprav o ném;

— vytvoreni interoperabilni informacné technologické (IT) platformy na tGrovni Unie za
ucelem monitorovani a informovani o nedostatku lécivych pfipravku;

— poskytovani poradenstvi v oblasti |éCivych pripravky, jez maji potencial fesit
mimoradné situace v oblasti verejného zdravi;

— poskytovani podpory odbornym skupinam stanovenym v ¢l. 106 odst. 1 nafizeni (EU)
2017/745.
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NARIZENI EU 2022/123 (Extended mandate EMA)

%, Tri pilire
— Lécivé pripravky (Kapitola Il)
— Vyvoj a klinické hodnoceni (Kapitola Ill)
— Zdravotnické prostredky (Kapitola IV)

= ,Ctvrty pili¥“ — HERA
— nezavisla agentura - Health Emergency Preparedness and Response Authority
— zajisténi potrebnych protiopatreni

=, Dvé urovné mobilizace opatreni

— ,mir“ —realizuji se stale
* SPOCWP
* MSSG
* Seznam hlavnich terapeutickych skupin lécCivych pripravk(, které jsou nezbytné pro neodkladnou zdravotni

péci, chirurgické zakroky a intenzivni péci

* Budouci Evropska platforma pro monitorovani nedostatku lécivych pripravk( - ESMP

— ,krize” —realizuje se pouze pfi vyhlaseni
* ,mimoradna situaci v oblasti verejného zdravi“ — napf. covid-19, MPX

* ,zavaina uddlost” — napf. embargo vyvozu unikatniho API, pozar, hurikan s dopadem na dostupnost LP
nebo ZP
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Definice v Cl. 2

%~ f) ,nabidkou” celkovy objem zasob urcitého léc¢ivého pripravku nebo
zdravotnického prostredku, ktery uvadi na trh drzitel rozhodnuti o registraci nebo
vyrobce;

%, g) ,, poptavkou” zadost zdravotnického pracovnika nebo pacienta o zajisténi
|éCivého pripravku nebo zdravotnického prostredku v reakci na klinickou potrebu;
poptavka je uspokojena, je-li [éCivy pripravek nebo zdravotnicky prostredek
ziskan ve vhodnou dobu a v dostatecném mnozstvi, aby byla zajisténa kontinuita
optimalni zdravotni péce o pacienty;

%, h) ,,nedostatkem” situace, kdy nabidka |éCivého pripravku, ktery je registrovan a
uveden na trh v ¢lenském state, nebo zdravotnického prostfedku s oznacenim CE
z jakékoli pric¢iny neuspokojuje na vnitrostatni Urovni poptavku po tomto [éCivém
pripravku nebo zdravotnickém prostredku;

{f) ‘supply means the total volume of stock of a given medicinal product or medical device that is placed on the market by
a marketing authorisation holder or a manufacturer;

{g) ‘demand’ means the request for a medicinal product or a medical device by a healthcare professional or patient in
response to clinical need; the demand is satisfactorily met when the medicinal product or the medical device is
acquired in appropriate time and in sufficient quantity to allow continuity of the best care of patients;

(h) ‘shortage' means a situation in which the supply of a medicinal product that is authorised and placed on the market ina
Member State or of a CE-marked medical device does not meet demand for that medicinal product or medical device at
a national level, whatever the cause:
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Nové procesy (1/3) — pro agentury

Cl.3 Vykonna Fidici skupina pro nedostatek a bezpeénost lééivych ptipravkid (MSSG)

)

)

Cl. 6 Seznam hlavnich terapeutickych skupin Ié¢ivych pfipravkd, které jsou nezbytné pro
neodkladnou zdravotni péci, chirurgické zakroky a intenzivni péci (MTG)

Cl. 6 Seznamy kriticky déleZitych lé¢ivych ptipravk( (CML)

)

Cl. 9 Pracovni skupina zastupci vnitrostatnich organi prislusnych pro lécivé p¥ipravky (SPOC WP)

— Ziskava informace od drzitelt rozhodnuti o registraci a distributorli nebo od jinych osob nebo pravnich subjekt
zmocnénych nebo opravnénych vydavat lécivé pripravky

)

— Predava informace EMA

)

Cl.11 - Uloha €lenskych statd pfi monitorovani a zmirfiovani nedostatku Ié¢ivych piipravki

Cl. 13 Evropska platforma pro monitorovani nedostatku Ié¢ivych pfipravki (ESMP European
shortages monitoring platform) — ,,Evropska databaze vypadka” — 2. 2. 2025

)

— Agentura vytvori, spravuje a ridi IT platformu oznacovanou jako Evropska platforma pro
monitorovani nedostatku lécivych pripravkl (dale jen ,platforma“), jez je propojena s databazi
uvedenou v ¢l. 57 odst. 1 pism. |) nafizeni (ES) ¢. 726/2004.

Cl. 15 Pracovni skupina pro mimotadné situace (ETF)

— Puasobnost v oblasti predregistracni podpory dostupnosti
Cl. 28 Ridici skupiny pro nedostatek zdravotnickych prostredkti (MDSSG)

— Pusobnost v oblasti podpory dostupnosti zdravotnickych prostredkd (odlozena platnost na 1.3.2023)

)

)
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ESMP

European shortages monitoring
platform (ESMP)

PREPAREDNESS PUBLIC HEALTH
Monitoring of shortages EMERGENCY/

that can lead to PHE/ME MAJOR EVENT

Critical medicines (crisis specific)

| NAPs/CAPs R S—

St e -
g i Critical medicines i NAPs/CAPs

$ i+ Marketing status MAHs : « Shortages

i-SPOCS

+ Marketing status
+ Market cessation

{ « Shortages

|+ Shortages R
AR

1233} :

m i + Sales and market
i share, available

stocks, forecast of

spocwp | demand
: Subset of NAPs |+ Alternative 5 SPOC WP
P ] i medicines (EMA:I

i * Marketing status ¢ i i Critical medicines

E . Market cessation E T T T P P P P T PP PP E . Demand data

: + Shortages { + Volume of sales and
A ErEEEErEEEETEETETTETESTESTESESTESTESTRRET H prESCl‘iptiOﬂS

i

https://www.ema.europa.eu/en/documents/presentation/presentation-session-1-monitoring-mitigating-shortages-medicines-devices-j-ferreira-ema_en.pdf
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Nové procesy (2/3) — pro drzitele rozhodnuti o registraci

= Cl.10 — Povinnosti drZitelt rozhodnuti o registraci

=, Jednotné kontaktni misto drziteli rozhodnuti o registraci (iSPOC)

— C1.9 bod 2. Agentura (EMA)...... poZaduje od jednotného kontaktniho mista ................ relevantni
informace o lécivych pripravcich zapsanych na seznamy kriticky dulezitych lé¢ivych pripravku

a) jméno ¢i nazev drzitele rozhodnuti o registraci |éCivého pripravku;

b) nazev |éCivého pfipravku;

c) identifikaci aktivnich vyrobnich mist konecnych IéCivych pfipravk( a jejich acinnych latek;

d) ¢lensky stat, v némz registrace plati, a stav uvadéni léCivého pfipravku na trh v kazdém clenském staté;

e) podrobnosti o skute¢ném nebo potencidlnim nedostatku IéCivého pripravku, jako jsou skutec¢nd nebo
odhadovana data jeho zacatku a konce a jeho domnéla nebo zndma pficina;

f) udaje o prodeji IéCivého pripravku a jeho podilu na trhu;

g) udaje o dostupnych zasobdch lécivého pfripravku;

h) progndzu nabidky Ié¢ivého pripravku, véetné informaci o moznych slabych ¢lancich dodavatelského fetézce,
jiz dodanych mnozstvich a planovanych dodavkach;

i) progndzy poptavky po IéCivém pripravku;

j) podrobnosti o dostupnych alternativnich |é¢ivych pripravcich;

k) plany prevence a zmirnovani nedostatku obsahujici alespon informace o vyrobni a dodavatelské kapacité, o
schvalenych mistech vyroby konec¢ného lécivého pripravku a ucinnych latek, o potencialnich
alternativnich mistech vyroby a o minimalnich Urovnich zdsob lécivého pripravku.
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Nové procesy (3/3) — pro narodni agentury (SUKL)

% Cl.11 - Uloha ¢&lenskych statl pfi monitorovani a zmirfiovani nedostatku légivych pFipravkd

%, 1. S cilem usnadnit monitorovani uvedené v ¢lanku 7, a nejsou-li dotéené informace dostupné na
platformé, mlze agentura pozadat ¢lensky stat, aby:

— a) predlozil soubor informaci uvedeny v ¢l. 6 odst. 4, véetné dostupnych a odhadovanych udajti o objemu
poptavky a progndzy poptavky, prostiednictvim jednotného kontaktniho mista uvedeného v ¢l. 3 odst. 6 a za
pouziti metod a systémU monitorovani a podavani zprav zfizenych v souladu s ¢l. 9 odst. 1 pism. b) a c);

— b) uvedl, zda existuji jakékoli divérné obchodni informace, a vysvétlil, pro¢ jsou tyto informace obchodné
ddvérné, v souladu s ¢l. 10 odst. 4;

— c¢) uvedl jakékoli neposkytnuti poZzadované informace a to, zda existuji jakakoli zpoZzdéni pri poskytovani takovych
informaci ve IhGté stanovené agenturou v souladu s ¢l. 10 odst. 3.

Clenské staty Zadosti agentury vyhovi ve |hité ji stanovené.

%, 2. Pro ucely odstavce 1 poskytuji distributofi a jiné osoby Ci pravni subjekty zmocnéné nebo
opravnéné vydavat verejnosti |éCivé pFipravky zapsané na seznamy kriticky dulezitych lécivych
pripravkl dotéenému clenskému statu na jeho Zadost relevantni informace a tidaje, mimo jiné
o vysi zasob téchto lécivych prFipravki.

v
L]
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)

News announcement

EMA adopts first list of critical medicines for COVID-19

The MSSG was recently established under Regulation (EU) 2022/123 which assigns a
reinforced role to the Agency in crisis preparedness and management for medicines and
medical devices to monitor shortages and ensure a robust response to major events or public
health emergencies, and to coordinate urgent actions on the supply of medicines within the
European Union. The Regulation formalises and strengthens the governance structures EMA
had put in place to ensure swift and coordinated action during the COVID-19 pandemic. One
of the MISSG’s tasks is to establish lists of critical medicines needed during a public health
emergency that require close monitoring because of a possible increased risk of shortages.

Marketing authorisation holders (MAHs) of medicines included in the list are required to
regularly update EMA with relevant information, including data on potential or actual
shortages and available stocks, forecasts of supply and demand. In addition, Member States
will provide regular reports on estimated demand for critical medicines at national level. This
will enable the MSSG to recommend and coordinate appropriate EU-level actions to the
European Commission and EU Member States in order to prevent or mitigate potential or
actual shortages of critical medicines to safeguard public health. EMA will liaise individually
with the MAHs and National Competent Authorities to inform them of the timelines,
processes and tools to collect the required information following the adoption of the list.
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SCIENCE MEDICINES HEALTH

11 November 2022
EMA/285556/2022 Rev.1!
European Medicines Agency

List of critical medicines for COVID-19 public health emergency (PHE) under Regulation
(EU) 2022/123

Regulation (EU) 2022/123 provides the European Medicines Agency with a framework to monitor and mitigate potential and actual shortages of centrally and
nationally authorised medicinal products for human use considered as critical to address a given ‘public health emergency’l* or ‘major event’[?l.

As further defined in the Regulation, following the recognition of a public health emergency, the Executive Steering Group on Shortages and Safety of
Medicinal Products (MSSG) is responsible for adopting a list of medicinal products considered to be critical during the public health emergency (the "public
health emergency critical medicines list').
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List of critical medicines for COVID-19

Product name

Comirnaty

COVID-19 Vaccine
(inactivated,
adjuvanted) Valneva

Jcovden (previously
COVID-19 Vaccine
Janssen)

Nuvaxovid

Spikevax (previously
COVID-19 Vaccine
Moderna)

International non-

proprietary name (INN) or
common name

Tozinameran/
riltozinameran and
tozinameran/
famtozinameran and
tozinameran/

COVID-19 mRNA Vaccine
(nucleoside modified)

COVID-19 vaccine
(inactivated, adjuvanted,
adsorbed)

COVID-19 vaccine
(Ad26.COV2-S
[recombinant])

COVID-19 Vaccine
(recombinant, adjuvanted)

Elasomeran/ imelasomeran
and elasomeran/
davesomeran and
elasomeran/

COVID-19 mRNA vaccine
(nucleoside-modified)

Active substance

Single-stranded, 5'-capped messenger
RNA produced using a cell-free in vitro
transcription from the corresponding DNA
templates, encoding the viral spike (S)

protein of SARS-CoV-2

SARS-CoV-2 virus (inactivated) Wuhan
strain hCoV-19 / Italy / INMI1-isl / 2020

Adenovirus type 26 encoding the SARS-
CoV-2 spike glycoprotein (Ad26.COV2-S)

SARS-CoV-2 recombinant spike protein

CX-024414 (single-stranded, 5'-capped
messenger RNA (mRNA) produced using a
cell-free in vitro transcription from the
corresponding DNA templates, encoding
the viral spike (S) protein of SARS-CoV-2)

Pharmaceutical form(s)

Concentrate for
dispersion for injection;
Dispersion for injection

Suspension for injection

Suspension for injection

Dispersion for injection

Dispersion for injection

Route of
administration

Parenteral

Parenteral

Parenteral

Parenteral

Parenteral

Strengths

All

All

All

All

All

Vaxzevria (previously
COVID-19 Vaccine
AstraZeneca)

VidPrevtyn Beta

COVID-19 Vaccine
(ChAdOx1-S
[recombinant])

COVID-19 Vaccine
(recombinant, adjuvanted)

© 2022 STATNI USTAV PRO KONTROLU LECIV

ChAdOx1-SARS-COV-2

SARS-CoV-2 prefusion Spike delta TM
protein, recombinant (B.1.351 strain)

Suspension for injection

Solution and emulsion for
emulsion for injection

Parenteral

Parenteral

All

All
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List of critical medicines for COVID-19

Table 2. List of critical medicines for COVID-19 public health emergency - authorised COVID-19 therapeutics

Product name

Dexamethasone-
containing medicines?:3

Evusheld
Kineret

Paxlovid

Regkirona

RoActemra

Ronapreve

Veklury

Xevudy

International non-

proprietary name (INN)

or common name

Dexamethasone

Tixagevimab/ Cilgavimab

Anakinra

PF-07321332/Ritonavir

Regdanvimab

Tocilizumab

Casirivimab/Imdevimab

Remdesivir

Sotrovimab

© 2022 STATNI USTAV PRO KONTROLU LECIV

Active substance(s)

Dexamethasone

Tixagevimab/ Cilgavimab
Anakinra

PF-07321332%/ Ritonavir

Regdanvimab

Tocilizumab
Casirivimab/
Imdevimab

Remdesivir

Sotrovimab

Pharmaceutical form(s)

Tablet; Oral solution; Solution for
injection; Solution for injection/infusion

Solution for injection

Solution for injection

Film-coated tablet

Concentrate for solution for infusion

Solution for injection;
Concentrate for solution for infusion

Solution for injection/infusion

Powder for concentrate for solution for
infusion

Concentrate for solution for infusion

Route of
administration

Oral, Parenteral

Parenteral

Parenteral

Oral

Parenteral

Parenteral

Parenteral

Parenteral

Parenteral

Strengths

All

All

All

All

All

All

All

All

All
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List of critical medicines for Monkeypox public health emergency
(PHE) under Regulation (EU) 2022/123 (19. 8. 2022)

Table 1. List of critical medicines for Monkeypox public health emergency - authorised Monkeypox therapeutics and vaccines

Product name International non-proprietary Active substance Pharmaceutical form(s) Route of Strengths

name (INN) or common name administration

Tecovirimat SIGA  Tecovirimat monohydrate Tecovirimat Hard capsule Oral use All
Imvanex Smallpox and monkeypox vaccine Modified Vaccinia Ankara - Suspension for injection Subcutaneous use  All
(Live Modified Vaccinia Virus Bavarian Nordic Live virus
Ankara)
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*as of 7 November 2022

Sbér dat MSSG

% Narodni agentury CS (zasoby, poptavka, pfedpovéd)

— Covid-19
— Jynneos V CR
% MAH 8 LP (NAP, MRP/DCP)
_ Covid- iSPOC! e e oo

NAPs

» 85 drzitell
» 2 nofifikace nedostupnosti (dexamethason tbl., tocilizumab i.v.)

— MPX
e 2 drzitelé

=, HERA - Health Emergency Preparedness and Response Authority
— Nakup Jynneos pro CS
— Jednani o nakupu tecovirimatu

m European | English &) ‘ Search
Commission

es for EU Member states

se 14 June 2022 Brussels

HERA secures vaccines for EU Member states in response
to the monkeypox outbreaks

© 2022 STATNI USTAV PRO KONTROLU LECIV



e, SUKL

Registrace do Industry Single Point of Contact (i-SPOC) for supply and
availability with the EMA through its IRIS platform

Dear marketing authorisation holders (MAHs) for human medicinal products authorised in the EU/EEA,

This is a reminder to urgently register an Industry Single Point of Contact (i-SPOC) for supply and availability with the EMA through its IRIS platform.

Article 9 of the Regulation (EU) 2022/123 states that the Agency shall establish and maintain a list of Industry Single Points of Contact (i-SPOC) of Marketing Authorisation Holders for all medicinal products authorised in
the Union. In the event that an authorised product is included in a list of critical medicines identified for a specific ‘public health emergency’ or ‘major event’, this list of contacts will be crucial to enable rapid, two-way

communication between EMA and the MAHSs of those identified critical medicines to detect, report, and prevent or manage supply and availability issues.

i-SPOC registration has been mandatory since 2 September 2022 and applies to all pharmaceutical companies with a centrally- or nationally-authorised medicinal product in the EU.
Of note: We would like to confirm that there is no need for parallel distributors to register an i-SPOC on supply and availability; only MAHs have this obligation under Regulation (EU) 2022/123.

Submission of i-SPQOC details in the IRIS portal:

Registration of an i-SPOC is a two-step process:
*» MAHs must first create an EMA account in the EMA Account Management platform (IAM) if they do not already hold one, as these credentials are used to log in to the IRIS portal. Once this step is completed, the
user with manager role in IAM may log in to the IRIS portal and create a new submission for the registration of an i-SPOC. Creation of an EMA account may take 5-10 business days after the request is submitted.
e Registration of the i-SPOC within the IRIS portal is immediate.
A user guide and a video demo have been developed to support MAHSs in this registration process. The user guide is available on the IRIS guide for applicants, and the video demo is available in the following link.
A presentation explaining the main concepts and steps, and a document answering the most frequently asked questions, are attached.
Technical support is also available through EMA's Service Desk.

We would like to take the opportunity to thank all MAHs that already registered their i-SPOC details.
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If you are a MAH of a NAP who needs to create a new EMA Account...

W OO

Complete the 'EMA Go to 'EMA Account Enter the value of Once the You can now log in
- Self-service Management' and the 'One-time token' self-registration of to the IRIS portal
Registration Form' click on 'Create a you received by the account has with your EMA
and click on new EMA account' email and complete been completed, account credentials
'Register’ your request by you will be notified and register your
clicking on 'Confirm’'. via email i-SPOC

Once you have followed the steps above,
please note that creation of the account may take 5-10 business days after the request is submitted.

A gy of T L opman Leor
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oCekavat...........
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Dékujeme za pozornost.

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

tel.: +420272 185 111

fax: +420 271 732 377

e-mail: posta@sukl.cz
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