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Synergy Programme

2019 Topics and Abstracts
AMGEN - Biosimilars – available yet sometimes missing – the challenge of procurement
Link to EAHP Statements: 

Abstract

For many years, biological drugs have not been subject to the competition of generics. In the last decade drug regulatory authorities in the European Union pioneered the concept of biosimilars. The European Medicines Agency approved, after thorough examination of applications, several biosimilar medicinal products, such as growth hormone, epoietin, granulocyte colony stimulating factors, monoclonal antibodies (infliximab, rituximab, tratuzumab) and a fusion protein (etanercept). 

The regulatory setting is strong, and quality, safety and efficacy are assured by the same regulatory bodies that approve innovative medicinal product in Europe.

The use of all classes of biosimilars is widespread in Europe since safety or efficacy concerns did not materialise.

Biosimilars usually come to the market with lower prices than their reference products. This may balance the higher cost of new drugs, reducing constraints on healthcare systems and supporting their ability to provide access to new drugs for patients with serious diseases, such as cancer or autoimmune diseases.

Yet some clouds are still forming on the horizon in the form of procurement and tendering hurdles which at present still impair the full potential of biosimilars, a problem that will be tackled by this seminar.

Ground rules are the first issue to be considered, in particular to determine how tendering procedures can be designed to allow for market competition, while following specific rules that must always be applied to biosimilars. 

A second concern to be addressed during this seminar is the issue of medicine shortages. The generic market, which is now fully developed, has shown the risk of shortages that may threaten patient care. Sometimes steep price cuts lead to single supplier / single manufacturer situations, which increase the risk of shortages and also may cause higher prices in the future, as competition disappears. Prudent tendering procedures should be developed in advance for the procurement biosimilars to avoid the risk of medicines shortages. The complexity of the regulatory process and biological drug manufacturing also needs to be considered since it inevitably minimises the number of players on the market, making the risk of shortages and rebound pricing quite real.

The hospital pharmacist is the key to sound drug procurement, being the responsible for the definition of the specifications in the tendering procedures while additionally ensuring the continuity of supply of cost-effective and quality medicines to patients.

The purpose of the seminar is to identify the problems, show examples, and discuss the way forward, so that the full potential of biosimilars as enablers of affordable innovation can be fulfilled, with maximum advantages for patients and healthcare providers.
Learning objectives

After this synergy event, the participants should be able to:
· Utilise their newly acquired understanding of the specific issues related to procurement of biosimilars;

· Recognise the risks of supply related to single supplier and single manufacturer situations;

Advise on the implementation of appropriate tendering processes for biosimilars.

Educational need addressed 

Keywords

BAYER - Anticoagulation – improving efficacy and preventing side effects - Thomas
Subtitle: Periprocedural Anticoagulation Management: Role Of The Hospital Pharmacist
Link to EAHP statements: 4.1, 4.4, 4.6, 5.1, 5.2, 5.5, 5.6, 5.7, 5.9.
Abstract

An increasing number of patients are receiving anticoagulants. A majority of anticoagulated patients receive an anticoagulant 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- Novel Oral Anti-Coagualnts). 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 as effective as the vitamin K antagonists (VKA), the former standard of care therapy, in multiple settings. 

Each year approximately 1 in 10 patients will undergo an interruption to their anticoagulant therapy due to a surgical 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 under treatment 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 peri-procedural bleeding risk due to inappropriate therapies. 

Learning objectives of the seminar comprise the basics of peri-procedural 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 comprise of a comprehensive review of the different indications for which anticoagulants are regularly prescribed.
After the seminar, the hospital pharmacist should be able to participate actively in the development and implementation of a peri-procedural 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. 
Educational need addressed 
Hospital pharmacists should be educated as to 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 instil sufficient motivation amongst our peers to take part in setting up such a service in their own hospitals. 
Keywords
Anticoagulant, bleeding risk, approrpiate use, bridging, interaction
PFIZER - Biosimilars: challenging misconceptions, optimising uptake, maximising value
Link to EAHP Statements: 1.1., 1.6., 4.1.

Abstract

The use of biological medicines has transformed the lives of many people with serious illnesses. Initially, their use was limited to some extent by their relatively high acquisition cost and, in some conditions, their marginal cost-effectiveness.  The advent of biosimilars represents a unique opportunity to improve efficiency in the use of these medicines and release funding to increase the use of biologics and widen the access to these medicines.
Biosimilar use is now widespread in many countries. However, there remains significant variation in the use of biosimilars across Europe and even within different areas of the same country. Drug regulatory authorities such as the EMA require biosimilars to show therapeutic similarity to the original biologic. A biosimilar can only receive a marketing authorisation once it is demonstrated to have no meaningful clinical difference from its originator. The lack of awareness of this requirement may make some clinicians reluctant to use what they see as inferior versions of the biologics. Many clinical studies have been published that show no meaningful difference in the clinical use of biosimilars. 

So why is it that countries such as Norway, Denmark and the UK are using biosimilars on a widespread basis, while other countries have almost no use? This synergy satellite will explore the reasons for this variation and show examples of how barriers to their use were overcome in many settings. This required a multifaceted approach to implementation involving education, problem-solving, financial incentives as well as audit and feedback. We will also look ahead to the biosimilars coming to the market in the next few years and discuss the specific challenges these may offer.

Learning objectives

After this synergy event, the attendants shall be able to:

· Understand the regulatory requirements for biosimilar approval in the EU 

· Learn examples of how implementation of biosimilars has been supported in various countries and settings

· Formulate your own implementation strategy to increase the uptake of biosimilars in your own country

Educational need addressed 

Use of biosimilars is one of the biggest challenges facing hospital pharmacist to ensure value for money is attained within healthcare. Their use will release funds that can be invested elsewhere within the healthcare setting as well as widen the access to the use of biologics to those where their use was were previously deemed not to be cost-effective. This is relevant for all pharmacists involved in hospital pharmacy, particularly those working in therapeutic areas where biologics are used such as oncology, rheumatology, gastroenterology and dermatology.
Keywords

biosimilars, future therapeutic options, monoclonal antibodies, implementation
SANDOZ - Biosimilars in haemato-oncology - new blood, old questions – Antonio & Gunar
Link to EAHP Statements:1.1., 1.6., 4.1.
Abstract

For many years, biological drugs have not been subject to competition by 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 longer with a better quality of life, and with better survival rates, but the cost has been very high. A Biosimilar of rituximab, is coming to market. The opportunity for savings are 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 as how to implement biosimilar of monoclonal antibodies used in Non-Hodgkin Lymphoma and other hematologic diseases.
Educational need addressed 
The recent availability of rituximab biosimilars drives a need for specific knowledge on the quality and clinical background of the approval process, and also of the role of biosimilars in budget management in haemato-oncology setting, considering all the new therapeutic options available for these diseases. This is mostly relevant for all pharmacists involved in oncology, as they will likely be questioned by other healthcare professionals, management or even by patients.
Keywords

Lymphoma, biosimilars, future therapeutic options, monoclonal antibodies
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