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Introduction

e What has been done so far?

e Good practice guidance on communication for
EU/EEA authorities

e Improving communication and transparency at EU
level: EMA shortage catalogue

e Actions in work programme until 2025

Classified as confidential by the European Medicines Agency
D EEEEERERERERREB



H MA EUROPEAN MEDICINES AGENCY
Heads of Medicines Agencies SCIEN MEDICINES

Setting the scene
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Compared to 2016, environment has changed:

Communication key aspect of New opportunities with EMA's New challenges with increase

work of taskforce: extended mandate which in shortages since COVID-19
brought new tools to deal with

* improving access to information shortages, revision of
on shortages _ L
pharmaceutical legislation
« enhancing interaction and
communication with
stakeholders
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Shortages are on everyone’s Timely information essential to:

mind — communication and

transparency are more important

than ever. e ensure switch to alternative in
time

¢ avoid treatment interruption

e give necessary training

Information should be
appropriately framed to avoid
undue alarm
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Open and transparent
communication between
regulators, healthcare
professionals and patients to:

e improve preparedness
¢ lessen impact of shortages

¢ help to maintain and improve
trust in the regulatory system.
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What has happened since 20167

HMA 2
« Collaboration and exchange of practices led to guidance s
defining good practice for communication and s ey o P
transparency o
- The guidance laid foundation for increased transparency St
across EU/EEA SR -
« We have come a long way since over the last 7 years but ﬁffﬂf““ﬁmmm
more work needs to be done e
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Good practice guidance on public communication

HMA . - Allow timely

Increase o access to up-to-

visibility and X date information
accessibility of e Ce e e o
information on ————

S availability on L%%wrmxmnmz;mm @ Multi-disciplinary

medicines \@/\/ approach within

regulatory body

L1, Purposa of tha documant

This dncurmns provions B2 mations: compecwnt sthones s THA wih oay priacipiss i ssumges
B el PRCTCA, T CATTAITACAIGE, 23 b PR G EATAGRS K MY B VMY MABCNS B
vl vy i G SWYSCATIEN 7 AT o TG MUChorEsriors. The dooame
e SR Gy, AT @hcakd be & TAEE Br [MA 0 1L AN Cavgstant
e CHkong NS MICEArT SV TMSEA R EV COPTEICALION (et WACUT Chr TSy

Align criteria for
More interaction with @ publication across
stakeholders EU network
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Good practice guidance on public communication

Timing of <8>

publication

Tools i@?@

« Systematic listing for

e Important to allow for

e Primarily HCPs, veterinarians, shortages _ / Tl
patients and animal owners - For high profile issues planning and continuity of
(general public) consider tools with more EeliE

e Public friendly language visibility (i.e press releases)

« Similar information for
withdrawals and suspensions

but in separate listing ey
Involvement of Dissemination .
stakeholders J
» Early involvement is key t * Organisations’ channels
« Guidance based on » + Professional/medical journals
existing practice * Media (incl. social media)

* Newsletters
» Electronic prescribing systems
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EMA shortages catalogue

Set up in 2016

EU/EEA coverage of
catalogues gradually

@ 4 €

Advanced therapies

Availability of medicines v

Cestif | | Poes o
edicinal :
e European Medicines Agency (EMA) publishes information or
- [

Changing the (invented)
name of a medicinal
ot

Changing the labelling and
package leafiet (Artide
61(3) notifications)

Notifying a
marketing status

Orphan medicines
Paediatric medicines
Parallel distribution

Patient registries

Shortages catalogue

Table of contents

* EMA shortages catalogue
« National registers

affect or are likely to affect more than one European Union |

EU Membar State

Madiins shartsgs rasister

s

[ —

has assessed the provided rec 1
professionals across the EU. Tt also provides a list of nation:
Member States containing information on medicine shortags

Medicine shortages during COVID-19 pandemic

EMA shortages catalogue

You can find information on ongeing and resolved shortages that

* Ongoing shertages
* Resalved shortages

ou can download this information in Excel table format at:

= ot

Btk v i e/

[

s rister svailabls

- - EMA and s partners i the European Medicines Regulatary Nety B e e B
Classifying post- prevent and mitigate possible disruptions ko the supply of medicin
authonsation changes the COVID-1? pandemic. -
= Cenmark e

o=t (08

D £414i2 acting = centra csordinator in supporting Mamber Sestes’ azivic
Potental mesicines shortages due to the COVID-18 pandemic are incluce
‘\ F EMA has assessed the shortage sné orovidsd recommendations. | M. e e
E U E E Contacting EMA: post- FEMA R 4 the shortage sné providzs dati Eatenis s  en)
auleesten For more information an how EMA i mitgating the impact of COVID-19 |
i the EU, e Avai sty of medicines during COVID-1S pandemic F oo it a1 ()
Data on medicines (150
IDMP standards)
| | [ itz /fansm.sans #R)
§ . Host medicine shortages are dealt with at national level so if yc
e website or would like further details, please check the relevant nat
the website of your nationa| competent authority. 1f you are having ites: fman srm . (D)
e has been prescribed to you, talk to your doctor or pharmacist. ey

o
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increased over the years E—

studies (P/

Post-authorisation
measures

Referral procedures

National registers
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e medicineshortaae.b
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Actions in work programme until 2025

Provide analysis of communication practices by national competent
authorities on shortages

Surveys in 2018 and 2020 Human medicines: Further changes possible to

. . . rovide more information (e.g.
Analysis shows increase in Around 50% of regulatory agencies P (e.9

transparency across EU/EEA . on alternatives and causes)
have implemented or plan changes.

Catalogues for human . o .
medicines: For veterinary medicines:

(o) (o)
/4% (2018) and 81% (2020) Around 41% of regulatory agencies

For veterinary medicines: have implemented or plan changes.
27% (2018) and 40% (2020)
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Results of 2022 survey with eligible patients and
healthcare professionals
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Are you aware of EMA’s catalogue of
shortages or national shortage catalogues

100%
72%

63%
50% 38%
28%

M healthcare
professionals
. . R
0%
Yes No

How useful do you find EMA’s catalogue of
shortages and your national shortage

catalogue?
100%
50%
M healthcare professionals
M patients
0% - - - | mil I
l-not 2to4 5 6t08 9 10 - very

Do you feel that information on shortages provided from
regulatory authorities has improved in the last 2-3 years?

100%

. [ = I I
0% . .
Yes No

3590

of patients and healthcare
professionals felt that information
was missing (alternatives and cause
of shortages)

very useful Classified as confidential by the European Medicines Agency
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Actions based on work programme until 2025 ik o

Heads of Mediings Agencies

EMA/724592/2022 Rev.1*

Work programme until 2025 of the HMA/EMA task force

Promote a nd mon itor i m plementation of g u ida nce on availability of authorised medicines for human and

veterinary use

1. Background

disruptions, has been recognised by HMA and EMA as an area of great concern? affecting all
identification, management and communication of shortages to ultimately ensure continuity in the
Enhance communication of su pply problems e e

last until December 2025,

The Task Force will function as a "supply and availability hub” and will track progress of supply and
availability activities that the European medicines regulatary network is undertaking under the
follawing EU projects:

«  the European Medicines Agency's network strategy to 2025
- the European Commission's Pharmaceutical Strategy for Europe.
« the Joint Action on Shortages', a three-year plan, starting at the end of 2022, to enhance national

systems in tackling medicines shortages in a harmonised way

2. Scope

Intensify stakeholder interaction ot ket s s, o

«  when medicines are authorised but not marketed (or no longer marketed)

«  when authorised and marketed medicines are affected by supply-chain disruptions that directly
affect their availability.
*This document was modified on 7 etober 2022 to dlarily the durdtion of the mandate

* EU Medicines Agencies Network Strateqy to 2020:
bt i 2on i A r 100195060 par

Collaborate with Joint Action on shortages e

11
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Enhance transparency and communication at EU level
= D >
.

Need to communicate better on Need for honest, open Need to frame information
the work done at EU level to communication to foster trust appropriately to avoid stockpiling
prevent and manage shortages (stockpiling not an argument for

: I limiting transparency)
Transparency: earlier publication of

minutes and highlights at EMA level

Communication: more information on
key shortages (extend scope of EU

shortages catalogue)
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Good practice guidance for patient and healthcare professional
organisations on the prevention of shortages

Many important aspects of communication are
addressed in guidance.

HMA

Good practice guidance for patient and healthcare
professional organisations on the prevention of shortages
of medicines for human use

Importance of campaigns to raise awareness

How to avoid worsening of shortages

: ; ' @ Where to find info on specific shortages
VY

a7  How organisations and individuals can
‘report’ information on shortages

13
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Conclusion

» Information on shortages has become more accessible
across the EU/EEA over the years (e.g. catalogues of
shortages are routinely published).

([
However, more needs to be done. “ %

Enhance information on EMA's catalogue and overall ’
transparency (e.g. minutes, highlights).

433

assessing information needs of patients and

Continue promoting and monitoring good practice and :a\
healthcare professionals. ﬁ
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.
Al Iy questions:
See websites for contact details
* X%
Heads of Medicines Agencies www.hma.eu The European Medicines Agency is [
“ir .
European Medicines Agency www.ema.europa.eu an agency of the European Union kel
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