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DESCRIPTION OF THE COST ACTION
1.

S&T EXCELLENCE

1.1.

Challenge

1.1.1. Description of the Challenge (Main Aim)
This COST Action proposal is aimed at bringing about a step change improvement in the sharing
of research and evidence about the medicines shortages problem in Europe by facilitating expert
discussion, dialogue and scrutiny of proposals in relation to medicines shortages. The Action will
make a meaningful and tangible contribution to achieving consensus on evidence-based solutions,
to ameliorate the problem in both the European, and international context.
This COST Action will answer the research question: What steps need to be taken to reduce the
medicines shortage problem affecting patients and healthcare systems?
The landscape of the shortages situation in Europe
Medicines shortages (also referred to as drug shortages) are a global phenomenon [1-3] and are
known to affect all health systems in Europe [4]. It is an increasing problem that has the potential to
become a crisis in terms of delivering patient care [4, 5].
Medicines shortages are an increasing problem in Europe [4] and across the world, with over 1400
products reported in shortage in the Netherlands alone between 2004 to 2011 [6]. This issue is
known to affect all countries in Europe[4] and many other countries worldwide including the USA
[7], Canada [8] and Australia[9]. Medicines affected by shortages include those used to treat cancer,
infections, emergencies, cardiovascular conditions, anaesthetic products, neurology and many
more[4].
Adaptations to deal with this issue may be rationing existing supply [10], restricting the prescribing
or supply of a medicine to new patients, initiation of small scale production and/or changing patients’
treatments all of which impact on the patient. Whilst some recommendations on management of
medicine shortages exist [11] these have been developed in a local context and there is a need for
a European and international guidance.
An increase in reporting of forthcoming supply disruption by manufacturers, and experience of
shortages can assist those involved in the supply of medicines to prepare and plan for managing
the shortage [12]. Allocation of existing stock, purchasing substitute medicines or commencing
small-scale production is all possibilities. Some databases of medicines shortages exist within
Europe[4] and the EMA host a database of centrally authorised products, in shortage due to
production issues [13]. However, it is clear that the EMA database does not give the full picture of
medicinal products in short supply across Europe.
To achieve the aim of this COST Action good practice guidelines will be produced with the input of
all stakeholders involved in the proposal. This will include the prevention of shortages occurring at
the stages of manufacture, improved management within the supply chain, and the clinical
management of patients who are affected.
Understanding the causes of medicines shortages
The causes of shortages are complex and widely debated [14]. It is difficult to investigate the causes
where commercially sensitive information and financial interests are present. Shortages may occur
due to commercial decisions to stop production, manufacturing disruptions, and various supply
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chain vulnerabilities such as global consolidation of manufacturing, maintain low levels of stock and
export/import activity [14-17].
To achieve the aim of this COST Action an improvement in the systematic monitoring and reporting
of shortages will be achieved through the in depth analysis of current available systems.
Comparisons and critical evaluation of these national systems will identify areas of information gaps.
Guidance will be produced throughout the medicine supply process from manufacture to the “end
user”, the patient.
Measuring the impact of shortages
Shortages that are not resolved quickly can have long-term impacts on patients, healthcare
professionals and healthcare systems. Hospital pharmacists report that medicines shortages are
rarely solved in a number of days, with their experience being that most are rectified only after a
number of weeks [4].
The health system impact of shortages can range from: increased costs due to the use of more
expensive alternative treatments; potentially increased risk of medication error caused by lack of
familiarity with alternative products[18] and increased stress[19] and workload in the safety critical
pharmacy working environment; and, diversion of healthcare professionals from other tasks
important to patient care.
To achieve this challenge patient representatives and practitioners will review the clinical impacts
of shortages of a variety of medications, including those where they may not be an alternative. The
perspective of both patient and clinician in trying to tackle this problem will be combined to establish
the formation of good practice guidelines.
Immediate and long-term solutions
To achieve the aim of this COST Action, working groups will be set up to focus on the task of
measuring the impact of shortages in relation to patients that may be affected. The clinical impact,
inconvenience in relation to accessing healthcare services and financial implications will all be
considered.
The economical implications of shortages will be addressed by a different working group in which
experts in pharmaceutical law, economists and researchers in health systems will address the
impact on shortages to the healthcare systems as a whole.
In summary, the proposers of this Action consider that there is a clear need to bring together
academic researchers, healthcare professionals, patient representatives, pharmaceutical
manufacturing industry and medicine wholesalers (further referred as stakeholder) to enable high
level dialogue and more coherent research.
1.1.2. Relevance and timeliness
This COST Action started at a time when research into the medicines shortages problem has begun
to grow [20-25] making it timely that the available expertise be coordinated via a formal research
network, which can work synergistically and encourage breakthroughs in how this issue is dealt with
and discussed at a European level.
In 2012 the European Medicines Agency (EMA) reflected on the shortages problem, and produced
a paper outlining what actions could be taken by the Agency (within its remit) to helpfully address
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the problem. This has led to the establishment of a catalogue of shortages for centrally authorised
medicines hosted on the EMA website. This catalogue is a flexible public communication tool and
is useful to help healthcare professionals and the general public understand the situation with the
products affected. However, the catalogue in its current form does not, in the opinion of the
proposers, provide a complete picture of shortages across Europe and can be only seen as
complementary to the efforts at national level.. Analysis of the situation in national countries, via the
already established national systems, will help coordinate efforts at a European level to address
this problem.
This COST Action is timely due to the work the EMA and others have been doing to identify
medicines which may be more prone to shortages, or more critical to the health of the population if
in short supply. The use of medicines and the availability of potential alternatives have been
considered and are part of a supporting tool published by the EMA for assessment of shortage
classification. This issue has also been included in a recently published report by the European
Commission [26] and was the subject of a common position paper co-signed by over 60
organisations [27].

1.2.

Specific Objectives

1.2.1. Research Coordination Objectives
Prevalence:
 By the end of year 1: the research network will agree a set of definitions on the topic of
medicine shortages
 By the end of year 2: the research network will form a common understanding on the
prevalence of medicine shortages in the countries represented.
Impact:
 By the end of year 2: the research network will have assessed the direct impact shortages
have on patients and healthcare systems.
 By the end of year 4: the research network will review the socioeconomic impact on
healthcare systems
Causes
 By the end of year 2: the research network will provide policy makers, regulatory agencies
and other stakeholders including the pharmaceutical industry an overview of the primary
causes of shortages
 By the end of year 2: the research network will identify processes requiring priority research
from a global perspective.
Solutions
 By the end of year 4: the research network will develop a consensus statement identifying
long-term international solutions.
1.2.2. Capacity-building Objectives









By the end of year one: the establishment of the cost network will have stimulated new
research in the area of medicines shortages by early career investigators.
By the end of year one: the research network will have recruited all relevant stakeholders
identified in the expansion strategy.
By the end of year one: the research network will contain participants from each WHO region.
By the end of year two: the research network will have expanded through wide inclusion of
less research intensive countries and near neighbour countries.
By the end of year four: the research network will have achieved a year on year increase of
as early career investigators as participants.
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1.3.

By the end of year four: the Action will have provided training and knowledge transfer
activities via short-term scientific and training schools in less research-intensive countries.

Progress beyond the state-of-the-art and Innovation Potential

1.3.1. Description of the state-of-the-art
Information: The state of the art national examples can be found in the Netherlands, Belgium,
France, Spain, Ireland Italy and the UK. These national systems indicate that the number of
products in short supply are increasing and some products are affected in multiple EU and non EU
countries [4].
There has been some reporting in the EU member states through restricted portals of community
pharmacy chains or wholesaler distribution lists. This information, whilst important to collect, is
difficult to access and analyse so it may not be reflective of the whole situation in a country. The
routine collection of comparable information, preferably in a public database, will ensure that the
state of the art in some countries is replicated in other national systems.
The examples of public databases of shortages in the USA, Canada and Australia seem to take a
step forward in addressing the shortages problem by providing a reliable information source.
Healthcare professionals including clinicians and hospital pharmacists have reported patients
suffering cardiovascular complications, delays in surgery due to lack of anaesthetics, worrying
antibiotic shortages, and problems for emergency medicine, oncology, transplantation, nutrition,
delays in clinical trials, vaccines paediatrics and medicines for rare diseases.
Collaboration: Cooperation between the health authorities and the pharmaceutical industry has
already begun with an agreement in Switzerland about the appropriate exchange of information
when products may be in short supply.
Impact: Patients who are unable to receive the medication prescribed to them may suffer from
increased symptoms, worsening conditions or treatment failure. Distress, confusion and
inconvenience are also caused. The clinical impact of shortages on patients requires further
investigation in order to better understand what effect shortages have on the health of the
population.
Patient representatives have shared stories of patients who have had their treatment cancelled
(surgery due to the lack on anaesthetic), postponed (in the case of chemotherapy) or switched to
other medicines that were not optimal.
Increased purchasing and labour costs are just some of the impacts of shortages to the healthcare
systems.
The potential for shortages to cause an increase in patient safety incidents, errors and associated
patient harm may also be a reality in some situations.
Understanding of causes: The potential causes of shortages are qualitatively known. The extent
of which of these defined causes quantitatively affect which medication in short supply, and how
these reasons can be prevented are less well understood and further investigation is intended
through this COST Action.
Patient groups, healthcare professionals, civil society organisations and the pharmaceutical
industry have expressed differing perspectives in the primary causes of shortages. All of these
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perspectives need to be considered and explored and through this COST Action it is hoped that a
common understanding can be reached on the causes and which products are affected.
1.3.2. Progress beyond the state-of-the-art
Information: Within Europe it is feasible that the current national systems and European database
can be expanded to include the products known to be in shortage but not shown to the public. The
expansion or revision of existing databases is one potential mode of progress towards providing
accurate information on the problem, enabling trends to be identified and solutions to be more
reliably suggested. The involvement of competent authorities of this analysis will provide new
insights.
Specific objectives of the working groups will attempt to investigate the prevalence of shortages in
national countries with analysis of existing information systems relating to shortages.
Impact: Specific objectives of the working groups will assess of the clinical impact of medicines
shortages on patient care, patient safety and healthcare systems. The use of alternative, often more
expensive medicines during a shortage, altered management of patients and increased healthcare
professional time all add to increased costs. An investigation of the financial impacts medicines
shortages cause for the operation of health systems will be conducted by the Action.
The clinical implication of shortages to patients is an under researched area. For some patients
where there are no alternative treatments the consequences have the potential to be severe,
possibly even fatal. For the majority of patients alternative treatments may be sufficient but could
introduce new risks or be inferior to the original intended therapy. The COST research network will
stimulate sharing of current research in this area and act as a stimulus for new investigations that
could include more stakeholders from the start.
Understanding of causes: The COST action will analyse the published literature and assess the
specific areas for which interventions can be made to reduce the number of shortages from
occurring. The expertise of the pharmaceutical industry will be vital here with all stakeholders
gaining a greater understanding of the true causes and how these can be mitigated.
Working Groups will be tasked with specific objectives to examine the reported causes and the
medicines affected to conclude which of these shortages can be prevented and avoided.
Collaboration: No current structured network for all stakeholders exists in order to achieve
consensus and advance solutions. This proposal will address that gap.
1.3.3. Innovation in tackling the challenge
The causes of medicine shortages are related to many aspects of medicine supply including the
prevailing frameworks for pharmaceutical reimbursement, and different interests and incentives in
the supply chain. The exploration of these aspects from a number of different perspectives is an
innovation in collaborative stakeholder-based approach to solution identification.
The balanced composition of the working groups to include those who can deliver legal expertise,
and political analysis, alongside the patient and healthcare professional experience, and
pharmaceutical industry expertise will ensure that each area of the Action is explored in a
comprehensive manner.
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Despite the presented need for such a holistic network, the Action proposers are aware of no such
network in existence.

1.4.

Added value of networking

1.4.1. In relation to the Challenge
A healthy diversity of medicines supply chain stakeholders have publicly associated their willingness
to be part of the first research network in Europe designed to address the pressing public interest
topic of medicines shortages. This includes: patient representatives, healthcare professionals,
hospital administrators, Governmental representatives, civil society organisations, economists,
sociologists and ethicists, the pharmaceutical industry, researchers and others.
Patient representative organisations want to ensure that patients have access to the most
appropriate medicines if and when they need them, as recommended by healthcare professionals.
For many patients the unavailability of a medicine that they require is more than an inconvenience,
it may mean that they go without treatment, can only access alternative treatments and may be at
risk of sub-optimal treatment and increased risk of error. Improvements in the transparency will be
achieved through clear and simple to understand information about the cause (if known), expected
duration and possible alternative treatment options being made public.
Public funded bodies such as hospital administrators and governmental officials will represent the
overall public interests. They will approach the matter from a taxpayer value perspective, particularly
in relation to such matters as medicines reimbursement and procurement contract arrangements
(e.g. criteria for continuous supply). They will input strongly to the network’s scrutiny of economic
topics such as tendering processes across Europe.
Healthcare professionals from the medicine, pharmacy and nursing professions will have firsthand
experience of the frustrations that shortages cause both to the provision of optimal patient care and
to the patients and families that they are trying to help. They will have the expert knowledge within
the given specialties about the relevant treatment options when faced with a shortage. Improved
inter-professional communication between the relevant disciplines will also be encouraged through
the network.
Shortages of medicine are a frustrating problem for the pharmaceutical industry too. Their input and
experience relating to the causes and suggestions on how these can be avoided will be essential
in such a network of interested parties, as well as their access to relevant evidence and research.
For example, pharmaceutical full-line wholesalers are bound to respect the orders made by the
pharmacists and cannot substitute products out of stock with alternative ones. Therefore, in case of
shortages full-line wholesalers cannot fulfil their public service function or obligation to provide
pharmacies with all products needed by their patients. Medicines shortages have negative effects
on full-line wholesalers’ ability to distribute medicines whenever and wherever needed.
With such diversity of interests involved, and disciplines required to make breakthroughs in terms
of understanding and forwarding of solutions, the proposers consider that only networking, of the
kind envisaged in the proposal, can achieve the desired outcomes.
1.4.2. In relation to existing efforts at European and/or international level
This COST Action builds on a platform of separate (and often poorly connected) initiatives on the
medicines shortages issue, conducted at national and international levels.
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The active monitoring of medicines shortages is carried out to varying degrees in the various EU
member states. There are databases, some available to the public, that monitor and report which
products are in short supply and facilitate the communication between manufacturers and
healthcare professionals. At a European level, the European Medicines Agency (EMA) currently
operates a limited database of centrally authorised products in shortage because of production
problems. However the scope of products included does not seem to reflect accurately the true
scale of the problem, according to the latest research [21].
The European Commission has looked into certain aspects of the situation, including the
commission of the ‘Matrix Study’[48]. However to date not been a comprehensive review on the
availability problems occurring after a product has been authorised (shortages).
A number of European based healthcare and patient organisations have come together previously
to outline their views in a common position paper[27]. This was written in October 2013 and there
have been significant developments since then, including more research and acknowledgment of
the issue. The paper demonstrated a willingness for stakeholders to cooperate, but no formal
network to build on this spirit of cooperation has been created. The opportunity therefore exists.
Therefore, on the question of the added value of networking in relation to former and existing efforts
the COST Action will provide an infrastructure, management tool, and platform for combining
national research efforts on medicines shortages that otherwise would not (and possibly could not)
exist otherwise.

2. IMPACT
2.1.

Expected Impact

2.1.1. Short-term and long-term scientific, technological, and/or socioeconomic impacts
The short term and long term scientific, technological, and socioeconomic impacts are summarised
below:
Short- - additional research tackling unmet needs
- policy decisions and recommendations of the COST Action supported
term
Scientific
by scientific and peer-reviewed methodology
impacts
Long- - innovation in the treatments of patients
term
- advancement in compounding techniques and symptom management
Short- - greater use of the existing technology for disruption systems and the
term
supply chain
Technological
- new communication tools within healthcare systems
impacts
Long- - innovation in how patients are treated when pharmacological options
term
are unavailable
Short- - addressing the inequality of patients in the various COST countries
term
accessing medicines
- avoiding additional costs for healthcare systems
Socioeconomic
- avoiding patient suffering
impacts
Long- - prevention of the shortages
term

2.2.

Measures to Maximise Impact

2.2.1. Plan for involving the most relevant stakeholders
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Relevant stakeholders from European based organisations representing patient groups, healthcare
professionals, civil society and the pharmaceutical industry were already involved at the proposal
stage.Following a review of the literature, individual authors have been approached and will
continue to be approached and invited to become part of the network. It is important that they are
aware of the network as a forum to share their research and hear the experiences of others. A
launch event will be organised to publicise the opportunity for early involvement and be particularly
targeted at key domains. The Action will conduct a number of consultations and awareness
initiatives so that interested researchers, healthcare professionals, patients and other parties can
contribute to the comprehensive network and its outcomes. Social media tools will also be used for
targeting awareness of the Action and ability to participate to key audiences.
Key target domains
Industry
National regulators and decision
makers
EU decision makers
Civil
society
and
patient
organisations
Less Research Intensive countries
Near Neighbour countries

Early Career Investigators
Legal researchers
Universities
Social scientists
Political scientists
Economists
International researchers beyond
Europe

Targeting actions
 Map stakeholder recruitment needs for Action success
 Creation of target list of potentially interested individuals,
companies, associations and institutions
 Direct contact by email/telephone
 Invitation to public launch event
 Publication of call for interest
 Creation and promotion of mailing list for Action updates
and opportunities for engagement
 Creation of social media tools to enhance targeted
awareness and recruitment
 Exploitation of international congresses to build awareness
and appetite for involvement
Oversight and monitoring of success of outreach and
communication activity by Working Group 5, including
gender, age and geographic balance
All of above, as well as using known European academic
networks for Action promotion

2.2.2. Dissemination and/or Exploitation Plan
Results of the Action will be disseminated with particular emphasis to: government policy makers,
industry, academia (multi-domains), specialist and general media, civil society, international
associations, early career investigators, LRICs, NNCs and the general public.
Tools used for dissemination will include: website, mailing lists, social media (including video),
international congresses, Action conferences and events, publications, and scientific Journals.
Oversight and conduct of dissemination will be the primary responsibility of a dedicated working
group (5) tasked with creating and implementing of an overall communication strategy for the action,
including dissemination strategy component with metrics for assessing on-going level of success in
reaching dissemination goals.
Via the Action’s expansion plan, new dissemination partners will be identified, recruited and
encouraged to take responsibilities for dissemination. International Partner Countries participating
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in the Action will be particularly encouraged to assist in deployment of WG 5’s dissemination
strategy.
Partner organisations with involvement in the action will each be encouraged to consider an
exploitation plan via the involved representative in the Action. WG 5 will take responsibility for this
element of the Action via its communication strategy.

2.3.

Potential for Innovation versus Risk Level

2.3.1. Potential for scientific, technological and/or socioeconomic innovation
breakthroughs
The Action foresees S&T/socioeconomic breakthrough innovations in the following 5 areas:
1. Common definitions on medicines shortages agreed via multi-stakeholder consensus
2. European (& international) guidance for medicine shortages contingency planning
3. Comparative analysis of the causes of shortages between represented countries
4. European (& international) guidance for medicine shortages prevention & management
5. Publication of concept paper on international solutions to long term solutions
Risk/return trade off: Primary risks in achieving these breakthroughs include the potential
challenges of achieving consensus between diverse participants, including commercial and political
interests, on matters such as definitions. Established consensus finding methodologies will
therefore be deployed. The return however is high. Consensus in the breakthrough areas does not
presently exist, and the proposers are not aware of recognisable channels currently in existence to
address the challenges at international level. Without such consensus, stakeholders speak to each
other in ‘different languages’ and a major logjam towards solution and remedy is presented. Only
by establishing a structured, transparent, accountable and open network, composing experts from
multiple professional fields and countries can the breakthroughs described above be achieved.

3. IMPLEMENTATION
3.1.

Description of the Work Plan

3.1.1.

Description of Working Groups

Led by a Leader, Working Groups will report directly to the Management Committee and Core
Group. Each group will have given timescales for answering specific research questions.
Working Group 1 – The landscape of the shortages situation in Europe
Objectives  Reach common understanding of the problem, including agreed definitions
 Report on the scale/prevalence of the medicine shortages problem in Europe
 Review the legal framework affecting communication and supply during shortage.
Expertise
Medical professionals, Health professionals e.g. nurses, Associations, Patient
required
organisations, Ethicists, Sociologists, Economists, Government representatives
Tasks
 To conduct a literature review, and facilitate discussion among stakeholders and
agree upon common definition(s) on medicine shortages.
 Identify and analyse shortages databases, as well as other sources, to determine
the overall prevalence and specific trends.
 Identify and engage relevant experts to successfully complete objective 3.
Milestones  Conduct a multi-stakeholder consensus exercise on definitions
 Historical review of shortages prevalence in countries affected.
 Complete analysis for specific therapeutic areas (oncology, cardiovascular)
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Deliverables 




Workshop on the legal framework
Publication of Workshop proceedings
Set of common definitions in the medicine shortage domain.
Published articles in peer-reviewed journals relating to objectives.
Presentations at conferences and relevant events

Working Group 2 – Measuring the impact of shortages
Objectives  To assess the impact of shortages for patients.
 To measure the impact of the shortages on healthcare systems and society
Expertise
Medical professionals, Health professionals e.g. nurses
required
Tasks
 To collect and analyse examples about the impact to patients from shortages
 Through a literature review and other appropriate methods assess the impact of
medicines shortages on the effectiveness of patient treatment
 Make an analysis of the purchasing and labour costs associated with shortages.
 Evaluate current communication tools for the public and healthcare professionals.
 To review current healthcare system contingency planning for medicine
shortages.
Milestones  Presentation of specific examples of patient impact
 Literature review of patient outcomes during shortage of medical products
 Analysis of treatment options for patients and products affected by shortages
 Completion of medicine shortage cost analysis
 Understanding of internal process of communication and managing the shortages
Deliverables  Literature review on patients outcomes, treatment options and changes in therapy
 Socioeconomic analysis of the impact of shortages
 Publication of guidance for contingency planning
Working Group 3 - Understanding the causes of medicines shortages
Objectives  To strengthen understanding on the primary causes of medicine shortages.
Expertise
Chemists, Manufacturers, Providers, Business managers, Economists
required
Tasks
 To appraise the publically available information relating to the causes of
shortages.
 To identify the relevant legal directives at a European and national level
 Conduct comparative analysis of the causes of shortages between countries.
 To identify specific processes requiring priority research, with a global perspective.
Milestones  Implementation of an outreach strategy for full stakeholder contribution.
 Meeting to identify and evaluate the information available on causes
 Workshop on relevant legislation
 Meeting to determine the methodology for comparative analysis.
Deliverables  Workshop proceedings
 Presentation of comparative analysis at Network conference in Year 2.
 Publication of technical report
 To identify specific processes requiring priority research, with a global perspective.
Working Group 4: Immediate and long-term solutions
Objectives
 To review the impact of current international approaches addressing shortages.
 To share and highlight good practices supported by the best available evidence
including for the prevention, distribution, and clinical management of shortages
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Expertise
required
Tasks

Milestones

Deliverables

 To develop the conceptual thinking on long-term international solutions.
 To engage industry, policy makers, regulators & national decision makers in
activity.
Chemists, Manufacturers, Providers, Business managers, Political scientists,
Economists, Lawyers
 To collect recommendation reports from working groups 1-3
 Identification and good practice for the prevention of medicines shortages and
review the feasibility of common application.
 Identify good practice for distribution and procurement during an incident of
medicines shortage focusing on the prevention of secondary shortages and
equitable access to treatments for patients.
 To identify and discuss good clinical management of patients during shortages.
 Create forum for stakeholders to hold structured discussion on long-term
solutions.
 Review opinion reports from working groups 1-3.
 Publish early reflection paper and subsequently conduct structured consultation
to aid consensus reports on immediate and long-term solutions.
 Guidelines for prevention, distribution and good clinical management of
shortages.
 Publication of concept paper on international long term solutions for shortages.
 Presentation of the results at the final COST conference.
 Development of STSMs and training schools hosted by selected institutions.

Working Group 5: Communication, dissemination and evaluation
Objectives
 Ensure the Action closes the gap between science, policy makers and society.
 Achieve involvement of COST LRICs, inclusiveness target countries, and ECIs
 To oversee the wide dissemination of project deliverables at international level.
 Evaluate if objectives of WGs and the overall project are achieved.
Expertise
Government representatives, Healthcare professional organisations, Industry
required
federations, Trade associations, Patient organisations
Tasks
 High profile public launch of the COST Action
 Communication strategy including website, social media and online networking.
 Dissemination of Action results at international and national conferences.
 To ensure that all publications and presentations acknowledge the COST Action
 To create an evaluation criteria including defined measurement outcomes.
 To create and implement a robust evaluation strategy for the COST Action.
 Use the PERT to review and evaluate the outcomes of the COST Action.
 Ensure progress reports are regularly completed and widely circulated.
Milestones
 Maintain mailing for continuous dissemination to all target audiences
 Production of print materials introducing the COST Action to all audiences.
 Website explaining COST Action, participation opportunities and outcomes
 Annual review of progress and recommendations for completion of objectives.
Deliverables  COST Medicines Shortages Research Network Website and mailing list
 Completion of all dissemination tasks in communication strategy
 Evaluation report
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3.1.2. GANTT Diagram
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3.1.3. PERT Chart (optional)

3.1.4. Risk and Contingency Plans
The Action will use risk management, with risks to the project regularly reviewed by the
Management Committee and Core Group and actions determined and implemented to address the
identified risks. The primary 8 risks identified are set out in the table below but would be more
expansive during Action.

Risk Level

Consequence

Potential Risk

Likelihood

Table I: The measurement used: Likelihood - Almost Certain (5), Likely (4), Possible (3), Unlikely
(2), Rare (1); Consequence - Catastrophic (5), Major (4), Moderate (3), Minor (2), Insignificant (1);
Risk - High, Significant (Sign.), Low, Very Low

Treatment
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1

2.

3.

4.

5.

6.

7.

8.

Consensus on
key
topics
(definitions,
4
causes
and
solutions)
not
achieved
Action does not
engage industry
to a sufficient
3
level

Action outcomes
lack
credibility
with
target
audiences
3

Aims and vision
not
3
subsequently
achieved
Internal:
low
commitment,
availability and 3
productivity
Milestones and
deliverables are
not delivered to a 3
high quality
Insufficient
current and past
research
conducted
to 3
support Working
Groups in their
tasks
Action is too
ambitious
in
goals,
3
milestones and
deliverables

Use of established consensus-finding tools such as the
Delphi method and online facilitation tools. Use of
qualified facilitators when necessary. Pro-active
gathering of inputs from wide range of stakeholder
community at early stage of projects to assist buy-in to
the deliverable.
Various pharmaceutical companies have already been
contacted in process of the application, with some in
network of secondary proposers working within industry.
On commencement of Action an information day will be
hosted targeted at wide range of industry figures with
purpose of attracting their participation. Engagement of
industry included in Working Group objectives.
Ensuring high level of expertise and experience within all
WG, MC and Core Group. Deploying consistent and
broad communication strategy throughout the Action’s
lifetime to ensure strong awareness across all target
communities. Ensuring ongoing opportunities for key
international associations to input and engage with the
Action
Strategy created and deployed to engage regulatory and
government audiences in the work of the Action in order
to ensure recommendation are considered and
responded to

4

High

4

High

4

High

4

High

4

Internal risks will be minimised and managed by using
well-established methodologies for project planning and
High project control. Each WG leader will be responsible for
monitoring he quality of the produced work.

4

4

3

Quality management processes to be used throughout
Action, with internal review and scrutiny of draft
High milestones and deliverables. Recruitment of experienced
individuals to the Action. Pre-scrutiny of methodologies.
Use of peer-reviewed publications for dissemination.
Wide promotion of COST Action by communication,
dissemination and evaluation working group, in order to
stimulate new research and bring forward all relevant
High current researchers. Use of Congresses and high profile
events as further incentives for new research in COST
Action areas.
Early review by Management Committee of goals,
milestones, deliverables and measures of effectiveness.
Regular progress reports from working groups (every 3-4
Sign
months). Incentivise commitment via use of international
Congresses for dissemination (immovable deadline,
recognition for individuals via the platform provided).
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3.2.

Management structures and procedures

In order to ensure effective management of the COST Action a management committee (MC), Core
Group (CG) and Working Groups (WG) will be established.
The MC has responsibility for strategic oversight and scrutiny of the Network, monitoring
implementation of aims and objectives, gender balance, inclusiveness of researchers from less
research-intensive countries and involvement of ECIs. The MC will meet at least once per year. If
necessary the MC will meet more regularly, in accordance with COST rules.
A Core Group will consist of MC Chair and Vice-Chair, WG Leaders and Deputy Leaders, event
and publication organisers, and ECI and less research intensive/NNC country coordinators. The
Core Group will be responsible for day-to-day organisation and operations.
The main Action activities are organised into 5 WGs, each with an appointed leader and deputy
leader. The WG Leaders and deputies will be selected based on professional background,
leadership and experience in pan-national research cooperation. The composition of WGs will be a
mixture of experienced experts and early career investigators from the social sciences, medical
professions and industrial stakeholders. Patient representatives will also play a crucial role sharing
their experiences and contributing to outputs. Particular attention will be made to ensure WG
members have the appropriate experience, knowledge and capacity to contribute and be
representative of a variety of domains. This will be carried out via certification and monitoring
against criteria.

3.3.

Network as a whole

Given the multiple domains needed for the quality of the Action outputs, it is recognised that the
Action has an important critical mass to achieve, not least in ensuring wide geographic range, and
full understanding of the dynamics and diversity of European health systems.
In the current proposer network the majority of EU countries are involved, and includes a high
proportion of COST Inclusiveness countries. Expertise is represented in the areas of medical
diagnosis, pharmaceutical care, as well as social, management, economic, political and legal
science domains. International cooperation beyond Europe and NNC has also been gained.
It is recognised further expertise and geographical inclusion should be achieved including greater
representation from the pharmaceutical industry and national/EU regulatory authorities. A
dedicated working group on communication will take on this task as an early priority with a range of
activities to be deployed as set out in the table provided under 2.2.1.
Mutual benefits anticipated from industry involvement include reducing business uncertainty and
reputation risks if the aims of the Action are achieved. In respect of regulatory agencies, mutual
benefits include efficiency in combining research and policy development resources at an
international level.
Wider inclusion of NNC and IPC institutions will be an asset to the network and international
networks, associations, congresses and targeted communication by virtual means will be used to
achieve this. The mutual benefits foreseen by NNC and IPC participation include: shared learning
on prevalence, impact, causes and responses to the shortages problem; linking up current national
and international regulatory and political initiatives; and profiling to wider stage success stories and
best practices.
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