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TF AAM: Activities to 2025

« TF AAM with mandate extended to 2025

« Two working groups of task force:

« TWG1- Availability and Supply Disruptions

« TWG2 - Communication o

« Dedicated activities reflected in work programme %y

£
i

« Adopted:
» Steering Committee on 28 January 2022
« HMA on 6 May 2022
« EMA-MB on 16 June 2022

e Published on EMA/HMA website
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https://www.ema.europa.eu/en/documents/work-programme/work-programme-until-2025-hma/ema-task-force-availability-authorised-medicines-human-veterinary-use_en.pdf
https://www.hma.eu/fileadmin/dateien/HMA_joint/00-_About_HMA/03-Working_Groups/TF_Availability/2023_01_HMA-EMA_TF_Availability_Work_Plan.pdf
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TF AAM: Work programme to 2025 - prevention of shortages

Root cause {ii Interaction # Communication
analysis/strategies with stakeholders | ‘
p \Z.
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Activities in the field of veterinary section

Activities to increase harmonization within
the EEA and with international partners
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Work programme to 2025 - prevention of shortages

Analysis of recommendations listed on the EC report on the root causes of shortages and
identify possible prevention activities

{:é%):} For Vets: analysis of results of the EC study on shortages of human medicines to explore if
the root causes of shortages are similar for shortages of veterinary medicines, and if
actions for human medicines could be adapted for veterinary medicines

Proposals to change the legislation to improve prevention and management of shortages

Pilot projects

Implementing guide to harmonize criteria to improve the management of shortages and
their prevention

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

1. Introduction

Medicine shortages &5 well a8 availabilly SSUES OUE 10 FEVOCALIONS Or CESSATIONS of Marketing
authorisations are recognised as a grawing issue across the EU and globally, and the COVID-19
pandemic has further increased their impact. They affect medicines of all classes and are increasingly
affecting European countries. This mey have a significant impact on patient care as they can lead to
medicine rationing and delay of eritieal treatments and can require patients to use alternatives which
may be less efficacious or may increase the risk of medication errers due t unfamilisrity with the new
regimen. The use of alternatives may also lead to sdverse events caused by unexpected drug-drug
interactions and to subaptimal trestment oulcomes, which can bead to saditionsl heaithcare costs.
Availability issues with shortages in particular are recognised as a major area to tackle in the European
Medicines Agencies Network Stratedy o 20251 a5 well 8 in the ELIOESN COmMESion’s roadniap for
Stratagy - ‘access to affordable medicines 2 The Eurcpear
Commisions roadmap for its Pharmaceutical Strategy and the legal mandste to reinforce the role of
EMA in supply shortages in times of crisis will siso provide further opgartunities to pursue full
transparency for shortage information, especially during times of crises.

Supply chains are complex and involve many Giferent stakeholders, from patients and healthesre
professionals o the pharmaceutical ndustry. The causes of shortages are mulifactoril, and can
nciute manufacturing problems causing delays of Interruption in the preduCtion, Shortages f raw
atariale, increased demand of medicines, Gistibution prablems, 18bour Gisruptions B0 natural
disasters. Close involvement of stakeholders is a prerequisite fer avaiding and hangling shortages. In
sdaition, 3 successiul rasponse to medicine shortaQes requires 3 Muli-layered appraseh that includas
detection, prevention and response strategies

This paper focuses on proactive mechanisms b prevent shartages of medicines for human use. As
patients and heslthcare professionals &re the MAin CLOFS AL the End of the Supgly Chain, their Bctivities
in preventing shortages are usually limited to demand management strategies. This paper goes beyand
standard demand mansgement strategies and 2lso looks st measures that help to improve.
prepanedness, planning and ratianed use far medicines that are sither in short supply or expected to

Pag 1127

s may ot prevent a shortage st hand but may help (o mansge:
the impact of Measures and infarmation flaw, as.
Well 35 MESSUres 10 better handle the Use of Bltemative mediones.

‘This guidance rafers to medicines for human use only. Shortages referred o in this guidance are Lo be
understead in the eontext of the harmenised defintion agreed by EMA-HMA in the “Guigance on
detection and notification of shortages of medicinal products for Marketing Autharisation Holders
(MAMS) in the Union (EEA)": 'A shortage of a medicinal prosuct for human oF VELErinary s peeurs
when supply does not a3 national laver. ies to all shortages that are
aiready affecting of that ané expectad Lo affect one o Mare EL member states in the future. It applies
to both prescription and noa-prescription medicines.

Availability issues are wider than shartages and concem supply issues linked ko revocations or
eessatians of marksting autherisations.

Most shortages and availabiity iSsues are managed at national level; some are managed at EU level
Processes for prevention of Shortages and awailabilly iSSuss vary amang member states and this
doeument intends te review and consolidate existing practices into a single document, providing clear
and harmonised guidance Lo stakenolders, promating gosd practices and improving EU coardination.

1.1. Purpose of the document

‘This document provides patients and healthcare professianals with key principles and uamples of gaod
practices (included as an annex) fer shortage prevention and management. It is intended fer
only. Implementation needs to consider national healthcare settings and regulatiry IFamenorks in
place at national level

This dacument has been developed in the context of the HMA/EMA Task Feree on the Availabiity of
Autharissd Medicines for Human and Vistarinary Use, which was set up in December 2016 10 provide.
strategic support and advice to tackle disruptions in supply of human snd veterinary medicines and to
ensuire their continued availability. The document does nol a0ress commercial Setivities such as
pricing of medicines because this is outside the remit of the Task Force,

in this. d following a review of current
Precines scross the . s conaktion vt epresertaies of henkhom ruscmseis nd patere’
taking into account ished framewerks far

medicine shortages. These practices are presentes in more detail in the annex (section 2).
The gocument sims ta promote good practice by

+ Enhencing and exploring current practices for prevention;

+ Incressing visibiity and sccessibility of information on &xisting practicss for prevention;

4 Fastering interaction and improving information exchange between the different siakeholders
1.2. Key recommendations for good practice for patient and healthcare
professional organisations

The recommendations beiow have been draw up based on cONSUILaLION with member organisations of
the Patients’ and Consumers’ Working Party (PCWP) and Healthcare Professionals’ Working Party
(HCPWP). They are based on existing practices and Iniatives in Indivigual eountries or organisatiens
the recommendations have been implementd aften in isclation. The recommendations include
general principles for patient and heaithcare professional organisations and should be considered as &

Paga 2127

Classified as confidential by the European Medicines Agency

Good practice guidance for patients and healthcare professional
organisations

~

Enhancing practices for
prevention;
Increasing visibility on
existing practices;
Fostering interaction and
improving information
exchange between the
different stakeholders.
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Recommendations

e Shortage observatories

e Key messages, education campaigns and guidance

e better access to data and promote awareness

e Risk assessments for medicines with high clinical impact

e Guidance on safe compounding of medicines in short in supply
e Improving communication tools within the supply chain

e Guidance on dose sparing measures

N N DN ON
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Actions in work programme until 2025

Review practices following publication of guidance

Initial feedback suggests limited awareness and implementation

Discuss with patient and HCP representatives how to raise awareness and promote
implementation

Collect feedback on initiatives and use of the prevention guide and how this can be
improved

Link to existing initiatives

Classified as confidential by the European Medicines Agency
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Reporting of shortages to EMA by patient and healthcare professional
organisations at EU level

Pilot to explore added value of shortage reports from eligible EU patient and healthcare
professional organisations at EU level to EMA

w
M For shortages affecting one or more EU member states and where medicine in question is critical

or

/@\;@\/Q In context of public health emergency, any information that could indicate an upcoming shortage

=z

Pilot started reports on 23 active substances / 5 associations

L€ =] (ongoing)
o000 e >

Preliminary results

8 Dec. 2022 Now June 2023
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Good practice for industry on prevention of shortages of
medicinal products for human use

SCOPE

» Good practices on shortage prevention to the key stakeholders involved in the medicines supply chain to
reduce the likelihood of shortages

+ Recommendations on how to mitigate a shortage event are also included.
» Describes some of the most common reasons for shortages (not exhaustive)
« NOT: commercial activities (pricing of medicines) and the clinical specifics of patient treatment

in the event of a shortage /L/I

+ Ongoing discussion for veterinary medicinal products / dedicated session

Key players and roles in the supply chain | | D
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10 recommendations

; I

Optimisation of current Prevention and mitigation
systems strategies
[ 1. Earlier notifications ] [4. Shortage prevention plan 8. Improve communication
[5. Shortage management plan || 9. Fair & equitable distribution
[2. Increased transparency ] o ’
o IV N
[6' Optimisation of PQS J| 10. Steps to minimise the risk
of parallel trade or exports
[3. Increase accuracy ] [7_ Increase resilience ] \exacerbating shortages )
10
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Good practice for industry on prevention of shortages of medicinal
products for human use

11

Drafting process

i

=

Document
presented to
industry
associations

R0
344

Written
consultation

Comments
received

> L

Next steps

« TWG1
* TWG2
» Steering

Committee

September 2022
« Initial feedback

[EE:

October 2022

- Affordable Medicines

Europe

« EFPIA

* EIGA

» Europa Bio

+ GIRP

» Medicines for Europe
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i Good practice for industry on prevention of shortages of
‘ B= | medicinal products for human use — Main comments

received
Scope Harmonization Roles / Other
( Pricing & ’ X responsibilities
reimbursement - Definition of shortage .
\_Affordability } S [Wholesalers ] Regulatory flexibilities ]
( , ) Harmonization on :
Commercial reasons reportin -
> g L P g y Parallel traders Digital transformation,
4 ) ( ) ePl
Shortages of raw SPMP \
materials/APIs/excipien >
\ts/other components ) Critical medicines

12
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Good practice for industry on prevention of shortages of medicinal
products for human use

13

y 2.

Next steps

Develop best practice guide on prevention / management of shortages
of medicinal products for veterinary use

Joint good practice for HCP/patients organisations and industry on the
prevention of shortages

SPP - future action
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Heads of Medicines Agencies

Thank you for listening

Further information

See websites for contact details

Heads of Medicines Agencies www.hma.eu The European Medicines Agency is [
European Medicines Agency www.ema.europa.eu an agency of the European Union kel
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