Keynote 1: New medicines at any cost?

Stakeholder: Gunar
What would modern medicine these days be without medicines for disease prevention or therapy? Increasing costs of medicines entering the market and limited health care budgets, however, form a complex field of action for health care decision-makers, payers, and medicines’ providers. Health care systems are challenged as the affordability of high cost medicines is jeopardized by finite financial resources. Each stakeholder group naturally has its own perceptions and goals. To exemplarily mention: Payers (e.g. hospitals, health insurances) want to limit the budget impact of new medicines as best as possible. Providers (i.e. pharmaceutical companies) aim at generating gains and achieving adequate return on investment. Finally, “consumers” (i.e. the patients) do want to receive best medicines available.
When discussing a new medicine’s availability and its costs and deciding on its use, decision-makers often have to consider substantial uncertainties with regard to a medicine’s true benefit at the time of market authorisation and entry. Which patients benefit the most? How safe is the medicine in real world, and what is the added value compared to already available and well-established therapies? Taken into account these uncertanties, discussions about the “justified” price and the willingness and ability of health care systems to pay “rocket-high” prices are highly relevant and necessary. 
The keynote will shed light on different concepts of medicines pricing, and present approaches to quantify innovation and strategies to balance different stakeholder interests.
Teaching Goals

· To illustrate medicines pricing concepts (e.g. value-based pricing) and their impact on prices and affordability of medicines across Europe
· To provide a framework on how to quantify innovation 

· To inform about strategies to deal with different stakeholder interests when it comes to high price medicines and their availability in different health care systems

Learning Objectives

After the keynote, the participants should be able 
· To provide examples of different medicines pricing strategies

· To describe the concept of value-based pricing

Keywords

medicines pricing, affordability, value-based pricing, innovation

Linked to EAHP Statements:

Section 2: Selection, Procurement and Distribution


Keynote 2: Big data: hype or help?

Stakeholder: Torsten
Health systems are forced to move in one direction: to create more value in healthcare. This

means that population health should be managed more efficiently, that patient care will significantly

Improved and that preventive care is delivered in a efficient way. More than that cost pressure is

the environment of every healthcare system worldwide making evidence-based medicine a conditio

sine qua non in our daily work as healthcare professionals. In the last years advances in genetics,

biomedics and computing technology changed our healthcare environment and gives us the feeling

that there are possibilities to fulfill the challenges to create a better healthcare system by using

those data.In a SAS White Paper Big Data is defined as follows: „Big Data is a relative term describing a situation where the volume, velocity and variety of data exceed an organization’s storage or
compute capacity for accurate and timely decision making“.

So what is the role of Big Data in the healthcare system? To say this in first place: Big Data is not

just to collect all possible data of single patients to put it together in big databases. Big Data also

means that one can use those data with big data tools (meaning IT platforms) giving us the opportunity to e.g. identify at-risk patients (e.g. those who will develop a sepsis, calculated on the basis of patient history, age, gender, family history, genetic markers, drug therapy and other

personalised factors), to track clinical outcomes (e.g. cancer therapy and again connected to the

unique factors of patients), to measure performance and management of healthcare interventions

and, perhaps most important for us, to make the right clinical decisions at the point of care on the

basis of this Big Data. To get to this point the databases have to be filled with all the OMICS data of

individual persons, have to be linked to phenotype data from clinical observations as well as data

from environment, nutrition, food, drugs and also new data from e.g. gut microbiome. We can

easily realize that this is still a bi challenge for biostatistical analyses.

With the rise of Big Data we also face new challenges like data privacy, ownership and security,

which are not yet discussed in-depth.

The keynote lecture will give an overview on the Big Data approach in healthcare systems, the

possibilities, the challenges, the problems and the needs to work with.

And the goal of using Big Data in healthcare is clear: It shall improve quality and costs of health

care to simple save lives.
Teaching goals

- to name the different individual data which will create Big Data

- to outline the advantages and problems of the use of Big Data

- to describe the open questions in using Big Data
Learning objectives

After ending this seminar attendants will be able to

- discuss the advantages of Big Data in decision making processes

- avoid getting lost in the jungle of Big Data

- classify the different outcomes of the use of Big Data in patient management

Key words

Big Data, personalized data, decision making,
Seminar LM2: Do accreditation processes help or hinder patient safety? Hospital accreditation: aim or means?
Stakeholder: Thomas

Abstract:

Healthcare is a hard business and therefore hospitals want to differentiate themselves from other competitors.  This can be done by transparently comparing their services and outcomes.  Their strive for offering the best care for the patient resulted in a continues improvement of quality of care and patient safety.  This can be achieved by implementation of evidence based medicine, clinical pharmacy, clinical decision support, risk assessments, critical appraisal of operating procedures, open communication on medication mistakes, … and finally this mindset becomes a way of life.

To objectivize this level of quality and safety often an external peer assessment process is used.  This can be done by the government or a qualified association such as JCI, Qmentum, …  In the USA over 95 % of the hospital are accredited for years while Europe is welcoming an accreditation wave.

As medication and medical devices are involved in most therapies the hospital pharmacist, as expert of the medication management, plays a key role in achieving the accreditation.  They have to start thinking of risk analysis, analysis of incidents, creative achievable solutions, quick wins and sustainable improvements.  However, they must keep in mind that accreditation is not the goal but  the tool to introduce a culture of continuous improvement of quality and safety.

Related statements:

Section 4: Clinical pharmacy services
Section 5: Patient safety and Quality Assurance

Teaching goals:

To describe the generic structure and focus of accreditation standards.
To make aware of the need for a quality and safety culture in healthcare.
To discuss the difference between aim and means.
To identify the most important issues, main pitfalls and quick wins.
To show different analysis techniques (RCA, HFMEA, PRISMA, …).
Learning objectives:

After the presentation the participants should be able to:
-understand the generic structure and focus of accreditation standards for patient safety.
-understand that quality and safety is a  mindset for the organization.
-organize a risk assessment and think of creative solutions to improve quality and safety.
-evaluate objectively the cost/benefit of the different improvements.

Possible speakers:

-General description of standards and link to ISQua: Dr. Paul vanOstenberg (cave: USA)  http://www.jointcommissioninternational.org/directory/paul-r-vanostenberg/
( excellent and passionate speaker, linked to JCI and ISQua.

-Critical appraisal of implementation of a standard: Prof. Dr. Frank Rademakers
https://www.linkedin.com/in/frank-rademakers-60041a28
( excellent and critical speaker, experience with installation and re-certifications in a university hospital
OR
Renato Fior
https://www.linkedin.com/in/renato-fior-6668b046
( suggested by André; experience with accreditation

Seminar LM4: Falsified Medicines Directive
Stakeholder: Thomas
Abstract:

Trade of fake and substandard medications are not only an economic threat for the pharmaceutical industry but is also a growing safety issue for patients.  Reports show a varying proportion of falsified medicines ranging from less than 1 % in developed countries up to 60 % in developing countries.  A difference is also noted between drugs delivered by a pharmacist and medications offered on the internet.  But also the length and type of supply chain has its impact as the risk is nearly not existing when directly bought from the manufacturer or a trusted wholesaler versus a non-trusted party.

The European commission responds to this problem with awareness campaigns for patients and healthcare professionals but also with pharmacovigilance programs and the publication of the Falsified Medicines Directive.  This latter has to be implemented in national legislation of the European member states within 3 years and allows the dispensing pharmacist to check the medication package in a central repository.

A commendable initiative but does it cover all the risks and is the burden worth the benefit or are there alternatives available: let’s cast a critical eye.

Related statements:

Section 2: Selection, procurement and distribution
Section 5: Patient safety and Quality Assurance

Teaching goals:

To explain the background and goal of the Delegated Act or Falsified Medicines Directive.
To explain the flow of data and medication.
To discuss the impact on hospital pharmacists and the differences between first and second line.
To identify possible benefits and pitfalls for this system (eg. internet pharmacy, black market, administrative burden, exclusion wholesalers, …). 

Learning objectives:

After the presentation the participants should be able to:
-understand the background, goal and flow of the required tracking system.
-understand the content of the barcode and the (inter)national repositories.
-estimate the impact for the hospital pharmacist when this system is implemented.
-evaluate cost/benefit of the system.

Possible speakers:

-Background and goal of the Delegated Act: Someone from EDQM or EU Commission who worked on delegated act.  Request for speakers launched in network.  Suggestions welcome.  Also possible: someone from EFPIA.

-Critical discussion on impact and benefit when implemented in a hospital:  Hospital pharmacist who knows Delegated Act and can critically appraise the benefit/burden for hospital pharmacists.  Suggestions welcome.

http://www.journal-therapie.org/articles/therapie/abs/2015/05/therapie150031/therapie150031.html
http://www.ncbi.nlm.nih.gov/pubmed/25897072
SEMINAR I1 -Health technology assessment as a tool for decision making at central and local levels
Stakeholder: Francesca
Section 1: Introductory statement and governance

Section 2: Selection, procurement and distribution
Due to economic constraints, the introduction of the use of new technologies in health care (e.g., new molecular entities, medical devices, organizational models) need a thorough and structured evaluation of their effectiveness, safety, economic and ethical impact. In many countries this structured approach is performed at central level, generally by the national or regional approval agencies. In this process, some countries have applied what is called “managed entry agreements”, which require some form of reimbursement/ discount when the drug is not effective as expected.

In others, everything is left at the hospital level, a process known as “hospital based HTA”. 

In any case, some level of evaluation needs to be performed at the local level in order to reach a decision to include or not the new technology in clinical practice.

Hospital pharmacists are involved in the process, given their task in new technologies evaluation for the inclusion in the Formuary o medical device positive list, and in the monitoring of the correct use and outcomes.

Teaching Goals

In this seminar, the presenters will

· Describe the different models for HTA evaluation at central and local level

· Discuss the pros and cons of the different approaches

· Describe the role of the hospital pharmacist in the process, given the different models

Learning Objectives

At the conclusion of this seminar, participants will be able 

· To distinguish the different HTA approaches and their advantages and disadvantages

· To apply an evaluation of a new technology at local level

· To perform the monitoring of the impact of the introduction of a new technology in clinical practice

Proposed speakers

Claudio Jommi, Università del Piemonte Orientale, Novara Italy

CV at

http://www.unibocconi.eu/wps/wcm/connect/09f989804cadb0a18b47ff0f7bdc7be0/CV+Jommi+eng+07.pdf?MOD=AJPERES&useDefaultText=0&useDefaultDesc=0
Seminar I2: Innovation and Future Management
Stakeholder: Helena

In current business and economy scenarios, hospital pharmacy is facing major challenges to fulfil its mandate to provide medicines due to repeated disruptions of the supply chain and shortages of any kind. Regardless as to whether such situations could have been avoided by early and proper actions such as key account management, future behaviour of managing hospital pharmacists should ensure a high degree of compliance to the mandate and accountability for the patients’ interest. Efforts invested in the evaluation of indicators of change, scenarios, trends as well as in the strategic planning will prevent tiresome troubleshooting and major deviations from effective task fulfilling in future practice. Managing hospital pharmacists should timely construct the framework of indicators of change and analyse their interrelationship. By doing so, they may recognise more readily patterns which deviate from linear developments and anticipate future inconvenient cirdumstances. A decision taken within a net of interrelations may induce several consequences on the whole framework. Simulation of decision taking and of personal stakeholder constellation is one of the most delicate challenges hospital pharmacy managers will face when managing organisational development and business reengineering. This seminar will further address data mining options, evaluation of added values and scaled advantages, as well as emerging opportunities and threats.  

Teaching Goals

In this seminar, the presenters will

· Breakdown the options hospital pharmacy will dispose to manage its future

· Expand isolated reactions to a coherent simulation of best managing options

· Develop a guideline suitable for hospital pharmacy’s perspectives
Learning Objectives

At the conclusion of this seminar, participants will be able 

· To perform an analysis of indicators of change 

· To outline a simple decision matrix for their own situation as well as for one on a higher level

· To deal with strengths, weaknesses, opportunities and threats of hospital pharmacy in a complex business and economy environment
Assessment of Learning

2 – 4 control questions will be asked by the presenters which have to be self-assessed by delegates within 30 seconds for each question, right before the correct answer will be disclosed.

Seminar PH2: The elderly at risk: too many doctors, too many drugs
Stakeholder: Branka 

Polypharmacy is common among older patients and often comes with an increased risk for negative health outcomes such as adverse drug reactions, drug-interactions, nonadherence, functional and cognitive decline, falls and higher healthcare cost. In responding to polypharmacy - related harm, a new term has entered the medical lexicon: deprescribing. The term deprescribing is used to describe the comprehensive process of tapering, stopping, discontinuing or withdrawing drugs, with the goal of managing polypharmacy and improving outcomes. 

A systematic and patient-centred deprescribing process comprises several steps: compile comprehensive medication history; identify potentially inappropriate medications; assess each medication for eligibility to be discontinued; prioritise medications for discontinuation; monitor, support and document. Deprescribing is not free from harm, and potential adverse consequences of medication withdrawal (return of a medical condition, pharmacokinetic and pharmacodynamic changes, adverse drug withdrawal reactions) should be considered. Most of the harms of deprescribing can be minimised with proper planning, monitoring and with reinitiation of the medication if the patient’s condition returns. Barriers to deprescribing include fragmented care among multiple prescribers, ambiguous or changing care goals, uncertainty about the benefits, harms of continuing and discontinuing specific medications, fear of adverse effects, community and professional attitudes toward more rather then less use of medications, limited consultation time, 

Deprescribing requires coordination of health care providers and pharmacist should be involved in all steps of systematic deprescribing process.

Teaching Goals

· present guiding principles involved in deprescribing

· present the structured stepwise approach to deprescribing      

· provide the examples of deprescribing guidelines 

Learning Objectives

After the presentation the participant should be able to:

· explain systematic and patient-centred deprescribing process  

· describe the steps involved in deprescribing   

Interactive Session 1 – How to develop a business plan for clinical pharmacy services?

Stakeholder: Gunar

Expansion of already existing clinical pharmacy services or implementation of new services may encounter difficulties, when available human resources are limited and internal capacities for expansion are already exhausted. In settings with limited financial resources, it may be a hard task for pharmacy directors to offhandedly hire additional hospital pharmacists for service expansion. On the contrary, the wish and need for additional staff will most likely have to be underpinned with evidence of the economic value of intended services to pay off the increase in labour costs. A well evolved business plan containing visions and objectives, the service proposal, benefits and financial implications (e.g. return on investment analysis), arranged in a convincing and professional “sales” way, could be the solution!

Teaching Goals

· To present key elements of a business plan for clinical pharmacy services implementation or expansion

· To provide examples on how to make a return on investment analysis to be used in a clinical pharmacy services business plan

· To inform about strategic marketing elements when presenting the business plan to payers

Learning Objectives

After the workshop, the participants should be able 

· To outline the concept and basic elements of a business plan intended to argue for clinical pharmacy service expansion

· To perform a basic return on investment analysis for clinical pharmacy service expansion

Keywords

Business plan, clinical pharmacy services, return on investment

Linked to EAHP Statements:

Section 2: Section 4: Clinical Pharmacy Services

Interactive Session 2: Developing and implementing deprescribing guidelines

Stakeholder: Ulrika/Branka
SECTION 5: PATIENT SAFETY AND QUALITY ASSURANCE
Speaker: Barbara Farrell (Co-PI Lead, Deprescribing Guidelines for the Elderly project. http://www.open-pharmacy-research.ca/research-projects/emerging-services/deprescribing-guidelines Scientist with the Bruyère Research Institute and CT Lamont Primary Health Care Research Centre. She is an Assistant Professor with the Department of Family Medicine, University of Ottawa and Adjunct Assistant Professor with the School of Pharmacy, University of Waterloo. She maintains a clinical practice as a pharmacist in the Bruyère Geriatric Day Hospital and is Clinical and Research Coordinator in the Pharmacy Department at Bruyère Continuing Care.)
Abstract:
Deprescribing is the process of tapering, stopping, discontinuing, or withdrawing drugs, with the goal of managing polypharmacy and improving outcomes. Clinicians typically attempt to taper or stop agents on the basis of clinical experience and judgment, rather than using an approach guided by evidence. 

Polypharmacy and inappropriate medication use among older adults are known to contribute to adverse drug reactions, falls, cognitive impairment, noncompliance, hospitalization and mortality. While deprescribing—the act of tapering, reducing or stopping a medication—has been shown in small studies to be feasible and relatively safe, clinicians continue to find it difficult to stop medications. Barriers include difficulty making decisions to stop medications (both from the clinician and patient perspective), worry about stopping medications started by others, limited knowledge about how to stop medications, and concern about medication withdrawal effects. In addition, clinicians feel pressured to prescribe according to clinical guidelines but recognize that such guidelines are rarely based on evidence from studies in older populations and rarely address modifying clinical targets with advancing age or care goals.

Innovative approaches are needed to address these barriers in order to limit the negative impact of polypharmacy on our older population. Such approaches should facilitate decision-making about stopping a medication and provide clear recommendations for tapering and monitoring impact to ensure safety and effectiveness of the process. To achieve this, the Ontario (Canada) Ministry of Health and Long-Term Care has supported the systematic development and testing of a series of evidence-based guidelines for deprescribing. 
This 90 minute workshop will introduce pharmacists to resources and tools that facilitate deprescribing – the dose reduction or stopping of medications that may be causing harm or no longer be of benefit. These include new deprescribing guidelines as well as online resources. Participants will work in pairs and small groups using cases to develop deprescribing plans. Findings from recent work using community engagement as a strategy for implementing deprescribing initiatives will facilitate discussion about practical challenges and solutions.   

Teaching goals:

· To review the rationale for deprescribing in order to minimize polypharmacy

· To introduce resources and tools available to help with deprescribing
· To describe the steps involved in creating a deprescribing guideline

· To engage participants in active discussion about making deprescribing decisions and developing deprescribing plans for patient cases

· To outline findings from recent studies of deprescribing guideline implementation and community engagement initiatives 

· To facilitate large group discussion about deprescribing implementation challenges and solutions

Learning objectives:
After the presentation the participant should be able to:
· Describe how the concept of ‘deprescribing’ contributes to management of polypharmacy 
· List resources and tools available to help with making deprescribing decisions
· Assist patients and prescribers with prioritizing medications for deprescribing and carrying out deprescribing safely
