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1) Anticoagulants - show me the evidence – Branka
Linked to EAHP Statements:

Section 4:  clinical pharmacy services

Abstract
Optimal oral anticoagulant therapy requires careful consideration of patient’s needs and an understanding of the efficacy, safety, pharmacokinetics of the anticoagulants and the methods used to measure their effects. Warfarin, a vitamin K antagonist, has been the mainstay of oral anticoagulation therapy for several decades. However, warfarin is associated with a number of difficulties, including the need for constant INR monitoring, dosing adjustments, dietary restrictions and clinically significant drug interactions. Finding an alternative to warfarin has been a focus of recent research. The newer oral anticoagulants that inhibit factor IIa or factor Xa have more predictable pharmacokinetics, fewer drug and diet interactions and no need for routine laboratory monitoring and dose adjustments. Adherence is especially important with these new anticoagulants because they have relatively short half-lives.
The pharmacist plays a significant role in staying updated with these new anticoagulant drugs, educating patients about their drugs and the importance of adhering to their anticoagulant therapy. 

Learning Objectives
After the presentation the participant should be able to:

· explain the complications of anticoagulation therapy 

· review the differences in pharmacokinetics, efficacy, safety between newer anticoagulant drugs and warfarin

· apply the important patient counselling points 
2) HIV - new treatment strategies - Torsten
Linked to EAHP Statements:

Section 4:  clinical pharmacy services
Abstract
Until now there is only one publication (The Berlin patient, 2009) about a confirmed case of an HIV cure in men. Yet there is still a great interest in curing HIV. Patients under suppressive antiretroviral therapy have a good prognosis. HIV is therefore often called a chronic disease. To put patients in clinical studies is not easy from an ethical viewpoint. New drugs in clinical trials might harm patients with ADEs, sometimes one has to stop successful antiretroviral therapy to prove new concepts of therapy.  
It is agreed that innovative approaches to HIV cure will not be a single drug therapy but a combination of interventions. 
The seminar will provide a short review of current treatment strategies and their outcomes as well as an overview of new treatment strategies with the goal to cure patients with HIV.

Learning objectives
After attending this seminar attendants will be able 

· to summarise the state of art in HIV

· to interpret the problems with studies of new curative drugs in HIV

· to list new possible therapeutic strategies in HIV
3) Patient adherence - to take or not to take? – Kornelia 
Linked to EAHP Statements:
Section 5: Patient safety and quality assurance

Abstract

Low compliance to prescribed medication is a major public health problem that has a negative impact in clinical outcomes and imposes a considerable financial burden upon modern health care systems. Estimates indicate that 28% of new prescriptions are unfilled and for patients who do obtain medication, rates of non-adherence vary between 25 and 55%. Adherence is higher during treatment of acute conditions but for a chronic disease adherence decreases dramatically after the first 3 months of therapy. Low adherence contributes to diminished drug efficacy and to increased hospital admissions. Moreover, prescription of a second line regimen is needed when a first line regimen fails and, in many cases, this second regimen includes drugs of higher cost. Thus also other problems arise here. If a patient is non-adherent to a first line medication will he be adherent to a medication of second choice medication? Is the new medication we opt for due to the patient’s non-adherence safer and more effective than the previous one? New medications usually overcome many of the inconveniences related to “old medications”, but rates of non-adherence can be equal or differ minimally.
 As long-term medication relies on patient self-management new actions directed to patients and physicians should be promoted to improve patient compliance. There is a good level of evidence that the incorporation of a hospital pharmacist in a clinical team improves patient outcomes and one of the key factors that contributes to this result is the increase in patient adherence.
Compliance to treatment is a key link between process and outcome in medical care. Moreover, low compliance is a growing concern, seriously undermining the benefits of current medical care. Hospital pharmacists can promote actions to improve patient adherence and minimise this public health problem.
Learning objectives
· To identify difficulties and barriers related to adherence

· To describe how pharmacists can contribute to a better patient’ s adherence
4) Antimicrobials - is the pipeline really empty? – Torsten
Linked to EAHP Statements:
Section 4: clinical pharmacy services
Abstract
In July 2004 an IDSA paper titled "Bad Bugs, No Drugs!" was published prompting international discussions on promotion of new antimicrobial agents. In the United States, legislation started to promote a program for new antibiotics, with a target for 10 new drugs by 2020. In other countries discussions also began as to how to improve the fight against antibiotic resistance and hope was generated that the pharmaceutical industry could solve the problem with new drugs and new targets to fight bacteria, fungus and virus.

 
But ten years later and the enthusiasm about the results of these campaigns and programs has begun to fade There are several new antibiotics in the market but not with new targets. In the field of fungi, where resistance does not play such an important role as in the field of virus and bacteria, research has focused more on the therapy itself (e.g. combination therapy, prophylaxis) than it has on new targets of action.

 
Bacteria are still a major problem. Resistance rates still increase in most areas of the world despite programs to overcome this problem (e.g. search and destroy in the field of MRSA). New antibiotics that come onto the market are often categorised as antibiotics of last resort by the formularies of hospitals. The hospitals do this for good reason. Yet this approach may provide a disincentive to the pharmaceutical industry to invest in antimicrobial research. The pipeline of new antimicrobials is drying up: since 1998 only two drugs with new targets of action have emerged in the field of antibiotics. The other 8 (!) new drugs were not novel.

 
Even with public pressure to act ethically, the pharmaceutical industry falls short in investment in new antibiotics, with major focus instead placed in the field of drugs for chronic (long-term) conditions or lifestyle issues.

 

But is the financial factors of the research environment really an immoveable obstacle in the development of new antimicrobials? Potential remedies exist at the regulatory and legislative level, such as extended market exclusivity, tax incentives or other mechanisms of financial adjustment.

 
In this seminar we would like to discuss the prevailing problems in bringing new antimicrobials to the market. We would like to do so from the perspective of the pharmaceutical industry, hospitals (e.g. physicians and pharmacists) and the responsible authorities.

Learning objectives

After attending this seminar attendees will be able to
· list new possible targets for antibiotic therapy

· refer on the problems in antibiotic development

· recall possibilities for a new structure for clinical studies in the field of antibiotic research

· list new treatment options for bacterial infections
5) Eradication of Hepatitis C - can we afford (not) to do it? – Ana
Linked to EAHP Statements:

Section 4:  clinical pharmacy services
Abstract:
In April 2014 WHO estimated that 130–150 million people have chronic hepatitis C infection. An important number of those who are chronically infected develop liver cirrhosis or liver cancer. Each year around 350.000 to 500.000 people die from hepatitis C-related liver diseases.

There is currently no vaccine for hepatitis C, although research in this area is ongoing.

The infection can be cured with the use of antiviral medicines and this could mean that the disease someday could be eradicated, but access to diagnosis and treatment is low at a global level. Efficacy of these treatments has greatly increased in the last years and can be greater than 95% depending on the strain of the virus and treatment used.

For many years treatment has consisted of pegylated interferon combined with oral doses of ribavirin, effective against all the genotypes of hepatitis viruses (pan-genotypic). Unfortunately, interferon is not widely available and it is poorly tolerated in some patients, making management of the treatment complex. Despite these limitations, interferon and ribavirin treatment can cure around 40% ot treated patients.

Scientific advances have led to the development of new antiviral drugs for hepatitis C which are much more effective, safer and better-tolerated than existing therapies. These new all-oral interferon-free therapies, based on direct-acting antivirals (DAAs), simplify hepatitis C treatment by significantly decreasing monitoring requirements and by increasing cure rates. There are also more molecules undergoing clinical studies that will soon be available and could even improve more safety and outcomes of treatment.

Initial prices set by drug companies are very high and global access to these treatments could be difficult. However, not treating the infection has long lasting direct and indirect costs that should also be taken into account. Different countries have addressed this problem in different ways. Organisational strategies (e.g. prescription by a restricted number of specialised centres, common rules and guidelines for treatment, prioritization of patients, strict monitoring of patient adherence and side effects) may help maximize the benefits of treatment.

Hospital pharmacists play an important role in evaluation and selection of new drugs, while also considering the benefit/cost profile of all options. Selecting the right treatment for each patient, improving compliance, monitoring side effects as well as promoting and conducting studies that evaluate effectiveness of new treatments are also activities in which hospital pharmacists are highly involved. 

Learning objectives
After attending this seminar attendants will be able to

· to summarize the state of the art in HCV infection treatment with special emphasis in benefit/cost profile of different options.

· to identify activities in their own setting through patient outcomes can be improved.
6) The bare essentials of complex drugs – Gunar
Linked to EAHP Statements:

Section 2: procurement

Section 5: quality assurance

Abstract
Within their daily practice hospital pharmacists need to have in-depth expertise of drugs and their pharmacology. In addition knowledge of regulatory guidance and the relevant prerequisites required for authorisation of different categories of medicinal products is also needed. This is especially true when dealing with the issue of bioequivalence, assessment of therapeutic equivalence and interchangeability of originators and generic medicinal products. 
Non-Biological Complex Drugs (NBCDs) comprise drugs for which the active substance - similar to biologicals - consists of different structures that can’t be fully quantitated, characterized and described by (physico)-chemical analytical means.
Examples are liposomal drugs, low molecular weight heparins, glatiramoids and complex iron-carbohydrate drugs. It is apparent that NBCDs represents a heterogeneous group of different entities. Established regulatory procedures for the authorisation of small molecule generics, based on showing pharmaceutical equivalence and bioequivalence, may not be sufficient for the approval of generic NBCDs. 

NCBDs are therefore the subject of much controversy. What are the differences between NBCDs with regard to ‘small molecules’? Is there a need for a specific approval pathway for generic NBCDs or is the standard generic approach sufficient? Does the concept of bioequivalence testing that is now in place also apply to NBCDs? 
As key stakeholders in assessing and selecting drugs for in-hospital use, hospital pharmacists need to be aware of the distinct characteristics of NBCDs and have to consider the necessity of possible changes in respective regulatory guidance. 
 
Learning Objectives
At the conclusion of this seminar, participants will be able 

· To give examples of NBCDs 

· To state relevant differences between NBCDs, generics and biosimilar medicinal products

7) Automation in hospital pharmacy - the future is now – Pascal 
Linked to EAHP Statements:
Section 2: Selection, Procurement and Distribution

Section 5: Patient safety and quality assurance

Abstract

Every day hospital pharmacists have to face significant challenges across central pharmacy and in clinical-care areas. We are seeing more and more hospital consolidation, but also higher demands on process and system integration, and medication-management projects are competing with the ever-increasing costs of clinical care. Automation is a tool that is likely to modify the system for dispensing medicines in hospitals and transform the contents of the pharmaceutical practice. Automation, however, requires a change in awareness and working for all clinical units, but especially re-engineering the Pharmacy Department.
The issues related to medication delivery require system-wide solutions that address every stage of the medication-delivery process. There are many problems related to drug distribution, late arrival of medical prescriptions, delay in delivery of a new prescription, frequent changes in prescriptions that duplicate work flow, changes in the location of patients, missed doses, increased drug stores. Ultimately, we are being asked to do more with less (whether that means less time, less staff, less investment or less cost). Hospital pharmacists need to gain more control over their systems, processes, and costs; reduce risk; manage ongoing change; and ultimately refocus their time on clinical care.
Adapting to the changes in healthcare will require more than innovative technology. These new solutions will help to eliminate manual processes, minimise human intervention, and ultimately help reduce inefficiencies and eliminate errors.
Out of adversity, comes opportunity and the future of pharmacy automation starts now.
Learning objectives
At the end of the satellite the participants should be able:
· to analyze the limits of the organization of their medication process and the potential for automation

· to choose an improvement strategy involving automation

· to explain the barriers to the implementation of automation

8) New strategies in oncology - cell cycle and checkpoint control- Beata
Linked to EAHP Statements:

Section 6: education and research

Section 4: clinical pharmacy services

Abstract
In the past decade our knowledge of the functional relationship between the molecules that constitute the cell cycle and the checkpoint pathway has been expanding rapidly, at the same time providing us with new opportunities to further our understanding of the mechanisms of action of anticancer agents.
The molecular characterisation of tumors should identify the specific defects driving cell cycle progression in particular cancers, and provide us with a rationale for the type of treatment that would be the most appropriate for a specific patient. New therapeutic approaches can now be validated genetically - for instance gene knockout, antisense strategy, gene transfer - prior to a screening for small-molecule inhibitors, and for validating the activity of such inhibitors against a biochemical target in a given pathway.
Cancer drug development is leading the way in exploiting molecular biological and genetic information, while contributing to the development of “personalised” medicine. In other words, as the new paradigm contributes to the development of agents targeting the precise molecular pathology it is also driving the progression of individual cancers. After all the efforts, drug developers seem to have benefited from the decades of academic cancer research as well as investment in genomics and genetic.
It is increasingly clear that alterations of the cell cycle control and the checkpoint pathways are generally present in human cancers, and that such deficiencies of tumor cells with respect to redundant pathways provide a rationale for the use of cyclin-dependent kinase inhibitors as anticancer agents. The key proteins in these pathways have been identified; those can be used to study the interactions of drugs at the molecular level and the discovery of novel inhibitors. A variety of small-molecule inhibitors have already been discovered and some of those are in clinical trials. Gene therapy has also been applied successfully for p53. We should now try to integrate the cell cycle and the checkpoint pathways in a logical and comprehensive framework, to increase the selectivity of current therapies against specific targets, and adopt the therapies to individual patients based on the molecular dissection of their tumors.
There is no doubt that pharmacists must familiarise themselves with the new technology - in their capacity as both  practitioners and researchers - in order to take every opportunity to supervise the treatment at the basic stage, allowing the patients to contact the practitioners that they know and trust.                   

	


Learning objectives
After this seminar the attendants shall be able to:

·  identify new methods in cancer treatment

·  recognise crucial factors of the cancer process 

·  acquire new understanding of anti-cancer agents 

·  advise how to practically use the newly acquired knowledge in anti-cancer therapy
9) Traceability of implantable medical devices - Thomas
Linked to EAHP Statements:
Section 2: Selection, procurement and distribution
Section 3: Production and compounding
Section 5: Patient safety and Quality Assurance
Abstract:
Improvement of man has always inspired moviemakers and although the six billion dollar man, bionic woman, Darth Vader and Robocop are fantasy, reality isn’t that far away.  Nowadays implantable medical devices can restore various biological functionalities and augment quality of life. But these foreign materials remain in the body for a long time and therefore become a “forgotten” source of potential adverse reactions (sometimes only after many years).
In case of adverse reaction due to an implantable medical device it can be desirable to recall patients with the same type of implant for a clinical follow-up or even for implant removal.  In order to identify the patients that are at risk a register is needed; this can be local in the hospital information system or on an (inter)national healthcare platform. The biggest challenge in building such an information repository is the unique world-wide identification of the material so that everyone talks about the same product. The unique device identifier (UDI) accommodates this need.

When an implantable medical device is at risk it can be recalled by simply sharing the unique identifier, triggering the immediate quarantine prohibiting future implantation and retrieving patients who are at risk. As these codes are complex and subject to errors in manual registration there’s a need for “bedside” barcode registration in the operating theatre, as a single point of data entry. This becomes a real challenge when talking about consignation stock and loan sets resulting again in the need of a unique device identifier.
But also patients, independent and empowered, want to be informed on which implants are in their bodies. From a point of view of patients, rights the need for a kind of (electronic) passport arises.
Learning objectives
After the presentation the participants should be able to:
· identify possible clinical risks related to implantable devices

· explain the content and use of UDI-codes

· summarize the basic needs of a traceability system

· explain the advantages of “bedside” registration as single point of data entry (DIRTFT)
10) Medicinal gases, take a breath! – Andre
Linked to EAHP Statements:

Section 2: selection, procurement and distribution
Section 3:  production
Section 5:  quality assurance
Abstract

Medical gases are one of the most particular medicines for hospital pharmacists with a regulation currently changing at the European Level. 
Supply chain, stock management quality and security depend on gas physical state, involving huge constraints and shared responsibilities on several stakeholders in a quite complex regulatory field. Hospital pharmacists, engineers, technicians and medical gas companies, must collaborate to meet patient needs.
This symposium will give an overview of all the different particularities and related critical issues. 

The supply chain is a real challenge for manufacturers and hospital customers: security, reliability and greenhouse gas issues must be considered in purchasing procedures to optimize deliveries and decrease economic pressure.
From a quality and security point of view, storage conditions, traceability, vigilances, quality control of gas plugs and installations must be considered. Storage management must be under control of the pharmaceutical team to prevent fire risk, cylinder falls, or shortages. The medicinal gases cylinders are medical devices containing a medicine, involving different vigilance pathways. Reusable packaging obligates manufacturers and hospital pharmacists to register batch and serial numbers to perform traceability. For gas bulk delivery, traceability is particularly difficult to reach in case of cryogenic gases such as oxygen, because of the successive mix during deliveries. The hospital pharmacist has to also consider special equipment in case of delivery of certain gases such as nitric oxide.
There are technological, medical, regulatory and clinical issues to be improved: supply optimization, greenhouse gas management, gas cylinder with on-board new technologies for geolocalisation and the new design of cylinder to facilitate patient mobility.  These challenges require long term partnerships between manufacturers, hospital pharmacists, patients, engineers and anesthetists.

Learning objectives
After the presentation the participant should:
· Be able to describe the new European regulation for gases
· Be able to list critical issues to considered as an hospital pharmacists in case of gas procurement
· Be able to define security issues for gases
· Be able give example of new developments for gas use 
11) Compounding facilities - construct or contract? - Thomas
Linked to EAHP Statements:

Section 2: Selection, procurement and distribution
Section 3: Production and compounding
Section 5: Patient safety and Quality Assurance
Abstract
For centuries compounding has been seen as a true art and key task for the hospital pharmacist. However, it has evolved during the last decade to a very well-managed production process in order to guarantee optimal quality and patient safety.  Maintaining this high standard requires a huge investment in infrastructure, training of personnel, setting up a quality system and the operational costs of running the compounding facility are not low.
The rentability of a compounding facility is linked to its scale and the degree of standardization in recipes.  Not every hospital can afford to make the investment and cooperation between hospitals becomes insurmountable.  In addition, commercial compounding centers have also begun to emerge. 
The hospital pharmacist becomes a manager with a lot of questions to answer: is this therapy necessary?;  is there a (commercial) alternative available on the global market?;  should we make or buy?; and,  should we make it ourselves or is it better to contract to a colleague or a compounding company?  Whatever option chosen, there’s the need to guarantee quality, continuity of care and traceability. 
The bigger the scale, the larger the impact will be in case of compounding errors or microbial contamination. Recent literature shows reports of microbial outbreaks related to compounding centers.  In order to avoid this, GMP guidelines have to be strictly implemented.
When a hospital decides to have a production center on its own, the hospital pharmacist becomes the project leader of a renovation or a construction manager.  He and his team have to make some decisions: will we use laminar flow or isolators?; can we separate our flows?; can we standardize therapy?; can we implement dose banding and deliver ready-to-use?; and, most importantly, what will be the impact on the hospital with regard to waiting time and flexibility?

Learning objectives
After the presentation the participants should be able to:

· identify the opportunities and pitfalls of constructing versus contracting

· discuss a “make or buy” question

· see the need of a good quality system and traceability
12) Clinical decision support systems- Thomas

Linked to EAHP Statements:

Section 4: Clinical pharmacy
Section 5: Patient safety and Quality Assurance
Section 6: Education and research

Abstract
Most hospitals are tending to implement or are already using a computerized physician order entry system (CPOE).  In an era of technology it’s a small step to add prescribing support and clinical decision support to this system.  But with popup-fatigue in mind the content must be well thought-out in order to succeed.  Clinical rules, artificial intelligence and linking to care pathways can help to overcome these issues.
There’s an important role for the hospital pharmacist, in collaboration with the P&T Committee, to develop, follow-up and continuously tweak the rules of the clinical decision support system (CDSS).  Setting up these programs require knowledge of evidence based medicine, clinical pharmacy, validated databases and a structured medical record (eg. based on Snomed).
Although clinical decision support can be very advanced it never discharges healthcare professionals of thinking and acting professionally as there will always be the exceptional patient.  Clinical decision support systems are tools to support the users and help them save time for the exceptional cases.

Learning objectives
After the presentation the participants should be able to:

· understand how CDSS can augment quality of care and patient safety.
· define how hospital pharmacists can be involved in developing and follow-up of CDSS.


13) Cholesterol lowering drugs: citius, altius, fortius! – Andre
Linked to EAHP Statements: TBD
Abstract:
Atherosclerotic cardiovascular disease is the leading cause of death in developed and developing countries. LDL lowering therapies have a major role in reduction of cardiovascular events. Statins have been the mainstay of LDL lowering therapies with 20-60% reductions in LDL cholesterol. Monoclonal antibodies to proprotein convertase subtilisin kexin type 9 (PCSK9) represent a new therapeutic option, reducing LDL cholesterol by an additional 40-70% on top of other lipid lowering therapies. This is likely to produce significant cardiovascular risk reduction, although clinical cardiovascular outcomes trials are still in progress. HDL cholesterol raising and triglyceride lowering therapies have not yet shown unequivocal benefits for cardiovascular risk reduction. New therapies in these areas are in development, and their future promise remains to be demonstrated.
Learning objectives:
After the presentation the participant should:

· Be able to describe advantages and limits of current cholesterol lowering drugs
· Be able to describe the clinical benefits of PCSK9 inhibitors 
14) Risk sharing agreements : are they really worth it ? – Antonio 

Linked to EAHP Statements: TBD
Abstract:
As the cost of new drugs increases, both the pharmaceutical industry and institutional payers try to come up with new ways to finance the costs. The use of risk sharing agreements is increasing, and maybe it's time to think about what these really are and mean, not only from the financial point of view, but also from a patient centered perspective.

The concept is simple: if a drug fails it's goal (for instance, stopping the progression of a serious disease for a specific number of months), than the pharmaceutical industry will by the cost of the failed attempt, thus ensuring that only successful patients are supported by the health system. On a different twist of the concept, some would call "success sharing", the cost of the drug will be reduced (even down to free) if it overachieves, e.g., if patients have better results than expected.

In practice, this means that there is a lot of work involved in getting the right patient data to support the risk sharing agreement, and often this work will end up in the hospital pharmacists.

It's time to consider some questions:

Are these agreements really advantageous for the health system?

Is the investment in resources really worth it?

What about the patients, are they really benefiting from this concept?

This seminar will present and discuss the issues and outcomes of risk sharing agreements, and look at issues such as pricing of drugs, reference pricing across countries, the concept of risk sharing agreements, the resources needed to make it happen, the impact on pricing and on the health system use of it's resources, the possible uses of effectiveness data collection that supports the agreements, and the impact on the patients quality of care. The point of view of an economist, a doctor and a pharmacist should provide a tridimensional view of risk sharing agreements, with a definite focus on patient care.

Learning Objectives :
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