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Synergy Programme

2018 Topics and Abstracts
1) Antimicrobials - is the pipeline really empty? - Torsten
Linked to EAHP Statements: 4.6, 4.7, 4.8, 5.2, 5.5, 6.4, 6.5.
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 are 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

At the end of the seminar participants should 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; and, 
· List new treatment options for bacterial infections. 
Educational need addressed

2) New options for managing haemophilia – reclaiming one’s life! - Francesca
Linked to EAHP Statements: 4.6, 6.2.
Abstract

Haemophilia is a rare congenital bleeding disorder that occurs in people with a limited amount of either clotting factor VIII/ 8 (haemophilia A) or clotting factor IX/ 9 (haemophilia B). The severity of the disease will depend on the level of clotting factors present in the body.

Haemophilia has a greater impact on people affected by its severe form. This patients’ population needs to constantly have access to treatment and to specialised healthcare services.

Living with severe haemophilia means that individuals with this condition need to infuse their treatment product several times a week when they are on prophylaxis. The missing factor is administered intravenously either by a medical professional or by the patient him- or herself. Although in most European countries home treatment is possible (this means that individuals can infuse their treatment without the supervision of a medical professional), it is still a time-consuming activity that may have an impact on an individual’s ability to travel, work and take part in social activities. 

People with haemophilia have access to two types of treatments: plasma-derived or recombinant. Plasma-derived treatment is made from human plasma, while recombinant treatment is produced from live cells such as monoclonal antibodies. Both treatments are effective, although they can vary in costs.

New options are coming into market, which may improve patient quality of life: long acting products, prolonging half-life and permitting less administrations; gene therapies and thrombin potentiators.
Hospital pharmacists need to be aware of these new frontiers, know their characteristics, and be able to evaluate their cost/benefit profile as well as adapt patient counselling to the new options.

Learning objectives

At the end of the seminar participants should be able to:

· List the principles on haemophilia and its treatment; 
· Describe the differences among the actual treatments for haemophilia and their implications for the patient; 
· Recognise new therapies for treating the disease; and, 
· List the elements needed for patient consultation in this field.
Educational need addressed

POSSIBLE INTERESTED SPONSORS

Shire biotest sobi bayer cls behring alnylam novo nordisk, Sanofi and Biogen (new products)

3) Traceability of implantable medical devices - Thomas
Linked to EAHP Statements: 5.2, 5.10, 5.11
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

At the end of the seminar 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; and,
· Explain the advantages of “bedside” registration as single point of data entry (DIRTFT).
Educational need addressed

4) Compounding facilities - construct or contract? - Thomas
Linked to EAHP Statements: 1.2, 1.3, 3.1, 3.2, 3.3, 3.4, 3.5, 5.1, 6.2.
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 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 possibility of renting 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 centres 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 centres.  In order to avoid this, GMP guidelines must be strictly implemented.

When a hospital decides to have a production centre on their own, the hospital pharmacist becomes the project leader of a renovation or a construction manager. He and his team will need 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 regarding waiting time and flexibility?
Learning objectives

At the end of the seminar participants should be able to:

· Identify the opportunities and pitfalls of constructing versus contracting;
· Discuss a “make or buy” question; and, 
· See the need of a good quality system and traceability.
Educational need addressed

Qlean Air Sweden
5) Cholesterol lowering drugs: how low should we go? - André
Linked to EAHP Statements: 4.6, 4.7, 4.8, 5.2, 5.5, 6.4, 6.5. 
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

At the end of the seminar participants should be able to:
· Be able to describe advantages and limits of current cholesterol lowering drugs; and, 
· Be able to describe the clinical benefits of PCSK9 inhibitors.
Sanofi Amgen MSD
Educational need addressed

6) Managed entry agreements – risk sharing and beyond - Lene
Linked to EAHP Statements: 2.1, 4.1.
Abstract

Managed entry agreements (MEAs) are mechanisms, which have been developed to limit the reimbursement of medicines, facilitate access to the market and to generate further clinical evidence of innovative, expensive drugs.

A variety of MEAs exist, and they may be categorized into “economically based agreements” (EBAs) and “performance based agreements” (PBAs). EBAs, such as price-volume based agreements and capping agreements, are based on drug use at an aggregated level, while PBAs, such as risk sharing agreements, are based on use of the drug at patient level.

The agreements require close monitoring of the drug use to ensure correct reimbursement of the drugs. In particular, PBAs may be challenged by the level of information needed for monitoring. Predefined, objective, clinical criteria to measure effect of the drug need to be available – preferably through clinical databases – and data should to be valid and quickly accessible for reimbursement. Otherwise it may be necessary to provide clinicians or hospital pharmacies with an administration burden to ensure availability of data.

The MEAs require an agreement between the payer and the industry, which may be difficult, since the various types of MEAs may not seem to have a balanced benefit for both parties. However, some European countries have gained some experience with MEAs during previous years.

Learning objectives

At the end of the seminar participants should be able to:

· List available types of MEA; and, 
· Understand the benefits and limitations of MEA from the perspective of hospital pharmacists, regulators and the industry.
Roche Novartis Amgen MSD
Educational need addressed

7) Falsified medicines directive – 12 months to go! - Despina & Gunar
Linked to EAHP Statements: 2.1, 2.6, 5.1, 5.11

Abstract

To address the problem of falsified medicines entering the legal supply chain and to achieve the overarching goal of patient protection from bad quality medicines the Falsified Medicines Directive was adopted in 2011. This directive provides the basis for other legislative implementation measures, for example the delegated act published early in 2016 on Safety features for medicinal products for human use. 

It details the characteristics of the safety features (e.g. 2D barcode, anti-tampering device), how medicine authenticity should be verified, and by whom. All involved stakeholder – from pharmaceutical industry, wholesalers and various healthcare institutions - have time until 2019 to establish all legal requirements, building an end-to-end verification system, establishing repositories of unique package identifiers and changing relevant supply chain processes. The advent of this delegated act was not entirely well received by all stakeholders and several doubts were raised, not inclusively, but also from the hospital pharmacy perspective. Controversy exists regarding the added value of the verification system, the issue of misuse of collected data and the implementation impact with regards to additional needed workforce and time. 
Hospital pharmacists, as key stakeholders for managing medicines supply in hospitals, should be well informed about components and prerequisites of the delegated act. While dealing with its implementation hospital pharmacists also must closely work with other professionals, e.g. IT and hospital management, as changes undoubtedly will occur. 

Learning objectives
At the end of the seminar participants should be able to:
· To summarize the most significant points of Falsified Medicines Directive and the recent delegated act;

· To explain in detail the stages of authenticity verification;

· To understand the impact of implementation of the verification system in the hospital environment; and, 

· To recognize the steps and procedures the hospital pharmacists should deal with during the implementation.

Keywords: falsified medicines, authenticity verification, implementation impact.
Aegate Securpharm,

Educational need addressed

8)   Printing 3D drugs – soon at the bedside? - Thomas & Andre
Linked to EAHP Statements: 1.4, 3.4, 5.6, 6.2
Abstract

3D printing allows producing physical models, also known as “rapid prototyping” and used in many different medical applications.

There are multiple techniques of rapid prototyping but the most known is the fast prototyping by deposit of thread (FDM fused testimony Modelling). This technique consists in melting a resin (generally thermoplastic type ABS) through a warmed buzzard at high temperature. The Strand in fusion (order of the tenth of millimetre) comes to stick on what was beforehand deposited. A well-developed technique that got expanded these last years, after expiration of Stratasys’s patent in 2012.

In the fast prototyping, numerous materials can be used such as some ceramic (Hydroxyapatite, Zircon, Alumina), Polymers (biodegradable Polycaprolactone, Acrylate, Epoxy, Nylon, Thermoplastic typifies ABS) and metals (Titanium, Steel).

The same techniques can be used on various medical applications such as production of medical devices "custom-made” or not (for example: a cutting guide to improve surgical results or a personalized implant). They also allow the creation of tools that can help to have a better understanding of patients, to facilitate the quality of diagnosis, the pre-surgical planning or radiotherapy planning. There are more developments ongoing with the use in the tissular conception and the regenerative medicine.

The seminar will provide a review of current 3D printing applications and future developments and discuss the expertise required for hospital pharmacists to manage this new area of treatments.

Learning objectives

At the end of the seminar participants should be able to:
· Describe the principle of 3D printing; 
· List the current and potential applications of 3D printing; and, 
· Identify knowledge and skills to develop to deal with 3D printing medical devices.
Educational need addressed

9) Biosimilars in auto-immune diseases – to start or to switch - Antonio
Linked to EAHP Statements: 1.1., 1.3, 1.6, 2.1, 2.3, 2.4, 4.1, 5.11

Abstract

For many years, biological drugs have not been subject to the competition of generics. There are good reasons for this, as complex biological molecules cannot be shown to be bioequivalent based solely on analytical data and pharmacokinetic studies.

Drug regulatory authorities acknowledged this, and the European Union (EU) pioneered the concept of biosimilars with detailed guidance to show bioequivalence of biological drugs. This concept has been applied for several medicinal products, such as growth hormone, epoietin or granulocyte colony stimulating factors, and more recently, monoclonal antibodies (infliximab) and a fusion protein (etanercept). In all cases, there are no reports of efficacy or safety concerns, and biosimilar use is now widespread in many countries.

Biosimilars are now available for the therapy of autoimmune diseases, such as Crohn's disease, rheumatoid arthritis, psoriasis, etc.

Starting with infliximab in 2013, etanercept biosimilar is already available and adalimumab is coming soon. 

These diseases have long term treatments, and physicians often worry about loss of therapeutic response when a switch from originator to biosimilar is implemented. This has led to some anti-switch rules, and also to a growing trend towards early treatment with newly approved drugs, which are not likely to have biosimilars in the near future.

With huge potential savings with biosimilar use, and the pressure of high cost innovative drugs, health providers are keen to start new patients with autoimmune diseases on biosimilars. Government funded studies such as Norway's "NOR-SWITCH study" provide some evidence that switch is not harmful to patients. To start or to switch to biosimilars in long term treatments of auto-immune diseases is clearly a way to save the resources that are sourly needed elsewhere, but some doubts still linger, and it's time to shed some light on the issue with the best evidence available.

To be able to provide best advice on both therapeutic and procurement decisions, Hospital Pharmacists must understand the concepts and facts, keeping the focus on patient care in a world of limited resources.

Learning objectives
At the end of the seminar participants should be able to:
· Acquire new understanding of the key facts which support biosimilar approval in the EU as applied to autoimmune diseases therapy;
· Recognise biased trends of change in first line therapy; and, 

· Advise how to implement biosimilars in autoimmune diseases therapy. 

Educational need addressed

10) Biosimilars in haemato-oncology - new blood, old questions

Linked to EAHP Statements:

Abstract

For many years, biological drugs have not been subject to the competition of generics. There are good reasons for this, as complex biological molecules cannot be shown to be bioequivalent based solely on analytical data and pharmacokinetic studies.

Drug regulatory authorities acknowledged this, and the European Union (EU) pioneered the concept of biossimilars with detailed guidance to show bioequivalence of biological drugs. This concept has been applied for several medicinal products, such as growth hormone, epoietin or granulocyte colony stimulating factors, and more recently, monoclonal antibodies (infliximab) and a fusion protein (etanercept). In all cases, there are no reports of efficacy or safety concerns, and biosimilar use is now widespread in many countries.

This is now also an issue in the treatment of hematologic cancers, specially Non-Hodgkin Lymphoma. Since the beginning of this century, rituximab changes the disease. Patients live much longer and better, and have the better chances of survival, but the cost has been very high. Biosimilar of rituximab, are now/is coming in/to the market. The opportunity for savings is huge. On the other hand, this drug is so important that this may lead to some concerns, especially regarding extrapolation of data from small scale biosimilar clinical trials. To complicate matters further, major innovation companies are coming to the market with new drugs to replace rituximab, and this may prove to be an expensive and not always useful option.

To make the best of this new frontier, Hospital Pharmacists must be understand the concepts and facts, to be able to provide a scientific unbiased approach to this issue, with a focus on patient care in a world of limited resources.

	


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

·  Acquire new understanding of the key facts which support biosimilar approval in the EU as applied to onco-haematology  therapy

·  Recognise biased trends of change in first line therapy 

·  Advise how to implement biosimilar of monoclonal antibodies used in Non-Hodgkin Lymphoma and other hematologic diseases.
Educational need addressed

11) Synergy: Anticoagulation – improving efficacy and preventing side effects - Thomas
Subtitle: Periprocedural Anticoagulation Management: Role Of The Hospital Pharmacist
Stakeholder: Thomas De Rijdt

Link to EAHP statements: 4.1, 4.4, 4.6, 5.1, 5.2, 5.5, 5.6, 5.7, 5.9.

Background: An increasing number of patients are receiving anticoagulants. A majority of anticoagulated patients receive an anticoagulants for one of the following conditions or indications: mechanical prosthetic valves, atrial fibrillation and (recent) venous thrombo-embolic disease.

Oral anticoagulants have recently seen a large increase in uptake due to the development and subsequent marketing of non-vitamin K oral anticoagulants (NOACs). These compounds can be used in fixed doses (i.e. without a need for systematic therapeutic drug monitoring), taking into account patient parameters (e.g. renal function). They have shown to be at least non-inferior compared to the former standard of care therapy, vitamin K antagonists (VKA), in multiple settings. 

Each year approximately 1 in 10 patients will undergo an interruption of the anticoagulant due to a procedure (e.g. gastroscopy, pacemaker implantation or total knee replacement). Correct use of anticoagulant drugs should be ensured at all times during hospital stay, given the high risk of iatrogenic and hence mostly avoidable harm. In particular, overtreatment and undertreatment can lead to bleeding and thrombotic events respectively, bearing in mind that any bleeding event will inevitably lead to discontinuation of all antithrombotic therapies. Therefore hospital pharmacists should become involved in mitigating the periprocedural bleeding risk due to inappropriate therapies, which is the primary aim of the seminar. 

Educational needs: Hospital pharmacists should hence be educated on the correct use and risks of anticoagulant drugs in the hospital setting and should increasingly be involved in using these compounds appropriately during and also after hospital stay. The role should be expanded and include the following: providing education, identifying inappropriate drug use and subsequently mitigating the risk of iatrogenic drug harm. If present, they should actively participate in the hospital’s ‘anticoagulation stewardship program’, analogous to how antimicrobial stewardship programs are run. If not present, we hope to instill sufficient motivation amongst our peers to take part in setting up such a service in their own hospitals. 

Learning objectives of the seminar comprise the basics of periprocedural management of anticoagulants. This includes identifying the bleeding risk of the planned procedure as well as the thrombotic risk of the individual patient undergoing the procedure. Most importantly, the seminar will entail a comprehensive review of the different indications for which anticoagulants are regularly prescribed.

Hence, after the seminar, the hospital pharmacist should be able to participate actively in the development and implementation of a periprocedural bridging protocol in the hospital. This includes providing education across the hospital (e.g. by developing e-learning modules), and looking for opportunities to incorporate (components of) the protocol in the hospital’s CPOE system. 

Keywords: Anticoagulant, bleeding risk, approrpiate use, bridging, interaction

Suggested speakers:

Thomas Vanassche, MD, PhD, UZ Leuven

https://www.linkedin.com/in/thomas-vanassche-2847192b/
Lorenz Van der Linden, PharmD, PhD ongoing, expert cardiology UZ Leuven

https://www.linkedin.com/in/lorenz-van-der-linden-3316892b/
Interested companies: Daiichi Sankyo, Sanofi Aventis, BMS/Pfizer, Bayer, Boehringer Ingelheim


12) Let’s eradicate infections: Vaccination - Torsten
Linked to EAHP Statements: 1.1, 1.6, 4.1, 4.6, 5.1, 6.2, 6.4, 6.5 

Abstract
One of the best measures to prevent infections, especially viral infections, is vaccination. Every scientist knows that it is not easy to develop vaccines as viruses are smart guys. But we also see the advantages with vaccination: polio, pertussis, measles, as well as hepatitis or tropical infections like yellow fever are well controlled in those days now. Vaccines are nowadays much safer then in the old days. Nevertheless we can read in the papers about outbreaks of measles because parents don’t want there kids being vaccinated by thinking that the disease itself has an advantage for the kids evolution or health-care-workers being killed when working in vaccination programs against polio in Bangladesh or Pakistan. Even in the the Western World faked publications on vaccination leading to autism appeared.
The presenters in this synergy will give an overview on the history of vaccination as well as an outlook on new vaccine developments. They also will give an overview on the risks and benefits, also in terms of economical aspects, of vaccination programs. 

Learning Objective
After attending of this Synergy Satellite the participant:

· can list the diseases where vaccination have extreme benefits for global health;

· can discuss the pro’s and con’s of vaccination;

· can discuss the „worldwide“ economical outcomes of vaccination programs .

Educational Need:
Hospital and clinical pharmacists are in many ways involved in vaccination programs and in counseling patients regarding vaccination. Therefore there is a need for a comprehensive knowledge in this field of therapy. 

Key words: vaccination programs, vaccine rejection, vaccine hesitancy, vaccine development 


13) Fighting antimicrobial resistance - Torsten

Linked to the EAHPStatements: 1.1, 1.6, 4.1, 4.6, 5.1, 6.2, 6.4, 6.5 
Abstract
In the last years hospital pharmacists have learned that there are different measures to combat antimicrobial resistance. Those measures are:


· finding new antimicrobial agents

· finding new targets for antimicrobial agents

· using antimicrobials wisely (e.g. PK/PD-adopted dosing, combination therapy)

· isolation policy (e.g. search and destroy)

· setting up a Antimcrobial Stewardship policy in hospitals

to name only a few. The speakers in this synergy will discuss those different measurements in detail and will also discuss how we can keep pace with resistance development of bacteria, fungus and viruses. 

Learning Objectives
After attending of this Synergy Satellite the participant:


· can list the challenges of taking old antibiotics back in the armamentarium of antibiotic therapy

· can list the new possible targets of antibiotic therapy

· can discuss the problems of antibiotic usage in food production

· can use antimicrobial stewardship measurements

· can evaluate antimicrobial consumption data

· can name new approaches to treat infections 
Educational Need
The hospital pharmacist has a crucial role in the battle against antimicrobial resistance. Therefore he has to know how to deal with the methods to deal with this problem. 

Statements
1.1, 1.6, 4.1, 4.6, 5.1, 6.2, 6.4, 6.5 

Key words: antibiotic resistance, forgotten antibiotics, antibiotic targets

14) The value of biobetters – are they really better?
The value of biobetters – are they really better?
Abstract

Since its introduction in 1982, biopharmaceutical drugs have revolutionized the treatment of a broad spectrum of diseases and are increasingly used in nearly all branches of medicine. In recent years, the biopharmaceuticals market has developed much faster than the market for all drugs and is believed to have great potential for further dynamic growth because of the tremendous demand for these drugs. Biobetters, which contain altered active pharmaceutical ingredients with enhanced efficacy, will play an important role in the development of biopharmaceuticals.

Biobetters are biopharmaceuticals that have been structurally and/or functionally altered to achieve an improved or different clinical performance, compared to approved reference products. Biobetters are treated by regulators as different from the existing products and, therefore, are evaluated as new drugs, in a standard approval procedure. 
Biobetters represent the next stage in the development of biopharmaceuticals in which proteins were purposefully altered equivalents of existing drugs. The changes introduced were aimed to improve the proteins, i.e., obtain stronger clinical effects, require less frequent administration, achieve better targeting, and/or be better tolerated compared with their equivalents. For this purpose, these proteins were optimized for favorable biodistribution and pharmacokinetic and pharmacodynamic properties. The introduced modifications included changes in the amino acid sequence and the glycosylation pattern of a given protein. In the case of monoclonal antibodies, pegylation or combination with a cytotoxic drug are strategies to enhance their efficacy tor change their half-life. Another example of such an improvement is the extension of the pharmacokinetic half-life of equivalents of rituximab, trastuzumab, and bevacizumab. Another example of a biobetter is the ado-trastuzumab emtansine (brand name Kadcyla), an antibody–drug conjugate produced by Roche and an improved equivalent of the trastuzumab antibody (brand name Herceptin) manufactured by the same company.
Both biosimilars and biobetters are natural alternatives for the reference biopharmaceuticals and therefore compete for the same market. This competition is influenced by the costs of developing and launching the drug in the market, legal regulations connected with the registration of individual groups of drugs, and the time required to proceed from introduction to turnover. As a rule, the development of a biosimilar is faster and cheaper than that of a reference drug because a biosimilar is an equivalent of an existing drug. Additionally, the risk of failure during trials is much lower for a biosimilar. For this reason, biosimilar drugs may potentially replace the reference drug on the market after the expiration of its patent protection. Manufacturers of reference drugs may attempt to prevent this potential replacement by introducing a biobetter, which is an improved version of the reference drug. If the additional advantages of a biobetter are so significant that it may be preferable in therapy, then the development of a biosimilar may not be viable or the introduction of such a drug will bring much lower profits. Thus, biobetters may limit the market share for biosimilars. 

In contrast, the development of biobetters requires more extensive research than biosimilars, greatly increasing the costs of drug development. For this reason, it is crucial for a drug’s success for that drug to have therapeutic benefits that are significant enough to justify its broad application, despite its potentially higher price. One example of the competition described above is thecase of the drugs used to treat chronic myeloid leukemia.

Learning Objectives

After the keynote, participants should be able to:

· Understand the concept of development of biobetters

· Understand structurally and/or functional alterations of reference drug to achieve an improved or different clinical performance
· Regulatory and reimbursement processes for biobetters and comparison with biosimilars

Educational need

Biobetters start to be used routinely in clinical practice. Hospital pharmacists need to be aware of development, clinical use and regulatory and reimbursement processes of this drugs.

EAHP Statements

2.3, 4.6, 5.9, 6.5

Keywords
biobetter, biosimilar, monoclonal antibodies, regulatory process, reimbursement, drug market
Conclusions for SC members :

NOT TO have the synergy:

· not very much new publications on this subject and few publications (mainly 2014 – 2015)

· very difficult to find relevant speakers

· only positive publications (favorits Roche products):

Some recent publicatons:

1. SMABcare study: subcutaneous monoclonal antibody in cancer care: cost-consequence analysis of subcutaneous rituximab in patients with follicular lymphoma.

· Ann Hematol. 2018 Jan;97(1):123-131. doi: 10.1007/s00277-017-3147-y. Epub 2017 Oct 10.

· Fargier E1,2, Ranchon F1,2, Huot L3, Guerre P3, Safar V4, Dony A4, Hequet N4, Bachy E4,5,6, Savouroux S7, Fronteau C7, Tomaré P7, Tournamille JF8, Schwiertz V1, Vantard N1, Le Gouill S9, Gyan E10, Salles G4,5,6, Rioufol C11,12.

2. Efficacy and safety of subcutaneous rituximab versus intravenous rituximab for first-line treatment of follicular lymphoma (SABRINA): a randomised, open-label, phase 3 trial.

Lancet Haematol. 2017 Jun;4(6):e272-e282. doi: 10.1016/S2352-3026(17)30078-9. Epub 2017 May 2.
Davies A1, Merli F2, Mihaljević B3, Mercadal S4, Siritanaratkul N5, Solal-Céligny P6, Boehnke A7, Berge C7, Genevray M8, Zharkov A8, Dixon M9, Brewster M10, Barrett M10, MacDonald D11.

3. Societal cost of subcutaneous and intravenous trastuzumab for HER2-positive breast cancer - An observational study prospectively recording resource utilization in a Swedish healthcare setting.
Breast. 2016 Oct;29:140-6. doi: 10.1016/j.breast.2016.07.008. Epub 2016 Aug 4.

Olofsson S1, Norrlid H2, Karlsson E3, Wilking U4, Ragnarson Tennvall G5.
4. Safety and tolerability of subcutaneous trastuzumab for the adjuvant treatment of human epidermal growth factor receptor 2-positive early breast cancer: SafeHer phase III study's primary analysis of 2573 patients.
Eur J Cancer. 2017 Sep;82:237-246. doi: 10.1016/j.ejca.2017.05.010. Epub 2017 Jun 16.

Gligorov J1, Ataseven B2, Verrill M3, De Laurentiis M4, Jung KH5, Azim HA6, Al-Sakaff N7, Lauer S8, Shing M9, Pivot X10; SafeHer Study Group.

· mainly hematoncology, oncology drugs – will we have enough participants

TO to have the synergy:
· fundig (Roche)

· interesting and developing topic

15) Sailing towards new horizons: automation leading the way in compounding practices 
Stakeholder: Thomas De Rijdt
Linked to EAHP Statements: 3.1, 3.2, 3.3, 3.4, 3.5, 3.6, 5.11

Abstract

As compounding practices are a fundamental part of daily routine for hospital pharmacists, the evolution to a well-managed production process sets sail towards new horizons with automation leading the way. However, the introduction of robotics and pharmacy technology sets new standards and requires a huge investment, training of personnel and setting up a new quality and safety system.

More and more technology solutions become available varying from simple barcode scanning verification of ingredients, in process controls related to weight and volume, over image recognition to fully automated pumps and high-tech compounding robots.

The technology allows to work more accurate, to improve production capacity, to minimize drug waste and so much more. But they also introduce new challenges on standardization of drug formulary, the possibility for batch production and interfacing with current systems. However, as poor implementation could yield poor outcomes, be aware of possible pitfalls since over-reliance and automation bias could navigate this emerging trend towards calm and placid waters.

New and unintended consequences will emerge and encounter our daily practises, but obstacles to implementing pharmacy technology can be overcome and be reliable in further enhancing patient safety and preventing preparation errors through automation.

Supported by a profound business case, the power of technology will benefit hospital pharmacists to steer the strong tides of automated compounding.

Educational needs:

Hospitals pharmacist have the need to understand the possible benefits of introducing technology in compounding. They must be able to estimate impact (beneficial and pitfalls) of this action.

Learning objectives

At the end of the seminar participants should be able to:
· Interpret the role of technology in the enhancement of medication safety
· Describe the potential impact of automated robotic compounding technology (ARCT)

· Outline important features related to integration of ARTC into pharmacy workflow
Keywords: automation, robot, compounding, technology, in process controls.
Possible speakers

· Sunny Bhakta, Pharm.D. Houston Methodist Hospital (US)
· Dan Schenkat, Pharm.D. UNC Health Care (US)
· Zavery Burhanudin, Pharm.D. Clatterbridge Cancer Centre (UK)
· David Devolder, Pharm.D. UZ Leuven (BE)
· Johan Vandenbroucke, Pharm.D. UZ Gent (BE)
16) SYNERGY: Site agnostic indications in cancer therapy: Antonio
Abstract
In May 2017, for the first time in the age of "evidence based medicine", a drug was approved for cancer regardless of tumour site or histology. And this came from US FDA, one of the most prestigious drug regulators in the World. Is this a paradigm shift or just an isolated situation?

The approved drug was pembrolizumab, a programmed death 1 (PDL 1) inhibitor, and the indication is for solid tumours (whatever the histology or the location) which have high microsatellite instability  or deficient mismatch-repair.

The drug sponsor is not yet pursuing this indication elsewhere, but this is something to look at. It is noted that, although the drug is a PDL 1 inhibitor, the PDL 1 status is not the relevant marker, rather this is based on specific DNA mutations.

In this concept,  the existence of the biomarker in essence defines the disease rather than the organ or the tissue defining the disease. So the data required for regulatory approval should be sufficient to make a risk-benefit determination and to show that the effect is real. 

It may be the beginning of a new world, and hospital pharmacists must be aware and have the knowledge to influence the safe and effective use of drugs approved according to this concept.

Learning Objectives:
After this session, participants will be able to:

· Explain what is a site and tissue agnostic indication in a cancer drug.

· List data required for approval of a site and tissue agnostic indication in a cancer drug.

Educational need:

Hospital pharmacists must support safe and effective use of therapy in cancer. For this, a clear understanding of regulatory approval is needed to provide scientific unbiased information in the context of clinical intervention, or in the pharmacy and therapeutics committee.

Statements:

1.1, 1.6., 4.1

Keywords:

oncology, site and tissue agnostic indications, new paradigm, regulatory approval, therapeutic indications
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