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THE MANAGED INTRODUCTION OF NEW MEDICINES – Draft Programme 

Third PIPERSKA workshop 11 – 13 May 2015 - Warsaw, Poland co-organised with the Agency for HTA (Poland) and WHO Europe 
Day 1 – Principles of Health Technology Assessment (HTA) and rational use of medicines, Horizon Scanning, and biosimilars

Goals of the morning session – delegates will learn about current experiences with enhancing the rational use of medicines including new medicines in Poland and across Europe including Sweden

08.15 – 09.00

Registration

09.00 – 09.15 
Welcome – Ministry of Health and Head of Polish HTA Agency
HTA and managed entry practices in Europe including formularies (Simultaneous translation). Session Chair - Wojciech Matusewicz 
09.15 – 09.50
Principles for the appropriate use of medicines and current challenges - Hanne Bak Pedersen (WHO/Europe) & Nicola Magrini (WHO)
09.50 – 10.30
Managed entry of new medicines including the challenges from off-label use of medicines– Polish experiences - Vice Minister Igor Radziewicz-Winnicki (MoH Poland)
10.30 – 11.00
Polish experience with encouraging the rational use of medicines (ex NHF speaker)
11.00 – 11.30

Tea/ coffee break
11.30 – 12.00
Polish experiences to enhance the rational use of medicines (continued) – One representative from a National Physician associations
12.00 – 12.30
Managed entry of new medicines – Swedish experiences - Rickard Malmström (Sweden)
12.30 – 13.00

Discussion
13.00 – 13.15
Summary including key learnings – Wojciech Matusewicz (Poland) 
13.15 – 14.00

Lunch

Goals of the afternoon session – learn about proactive measures implemented in Italy and Sweden to identify new medicines in advance and methods to prioritise them for evaluation and funding. In addition, ongoing developments with biosimilars across countries including developments in Norway to enhance their use at reduced prices
14.00 – 18.00
Regulatory pathways, biosimilars, Horizon scanning/ forecasting - Session chair – Brian Godman (Sweden, UK)
14.00 – 14.05
Introduction to the session – Brian Godman
14.05 – 15.00
Horizon scanning/ forecasting activities across Europe including goals and objectives. 

Roberta Joppi (Italy) and Björn Wettermark (Sweden)


Stream A - Regulatory pathways especially for biotherapeutic products including biosimilars (free choice) – Workshop Leaders Hanne Bak Pedersen and Brian Godman
15.00 – 15.45
Overview of biosimilars in Poland and key issues regarding their licensing (Polish Medicines Agency and representative from the Polish Biosimilar industry)

15.45 – 16.15
Biosimilars, purchasing systems and impact of tenders in Norway – Asbjørn Mack (LIS, Norway)
16.15 – 17.30
Break into workshop groups to discuss key issues around biosimilars (including tea/ coffee). Each group will elect a leader/ rapporteur
17.30 – 17.45
Feedback (workshop groups – Group leader/ rapporteur)

15.00 – 17.45
Stream B (free choice) - Priority setting (including horizon scanning)
Workshop led by Dr Roberta Joppi (Italy) – including tea/ coffee at 16.15
17.45 – 18.00
Summary of Day 1 including key learnings – Kamila Malinowska (Poland)
18.00


Close 
18.00
Welcome reception followed by finger buffet (Conference Hotel to celebrate 10 years of AOTM). Possibility for ‘Warsaw by night’
Day 2 – Methodologies to enhance the rational use of medicines including Critical Drug Analysis 
Goals of Day 2 – Learn about methods used across Europe to critically evaluate new medicines, monitoring their effectiveness in clinical care as well as budgeting/ procurement strategies to enhance their potential funding. In addition, programmes among health authorities to influence the prescribing of medicines including quality indicators    

09.00 – 09.15

Review/evaluation of Day 1 - Kamila Malinowska 
09.15 – 11.30
Review of the clinical evidence, use of databases to monitor effectiveness and expenditure on new medicines, budgeting for new medicines/ negotiations. Session chair - Rickard Malmström 
09.15 – 10.00
Critical evaluation of new drugs/ Bias in controlled clinical trials – Małgorzata Bata (Polish Branch of the Nordic Cochrane Centre, Jagiellonian University Medical College, Poland) and Kamila Malinowska
10.00 – 10.25
Monitoring of outcomes and expenditures using registries/ databases - Björn Wettermark 
10.25 – 11.05
Budgeting for new medicines and procurement strategy development/ negotiations - Hanne Bak Pedersen and Torfinn (LIS Norway)
11.05 – 11.30
Industry perspective including increasing use of registries and databases - Richard Torbett (EFPIA)
11.30 – 11.40
Outline of the workshop – Brian Godman (Delegates will be divided into 4 groups - tea/ coffee brought to the rooms. Each group will elect a chairperson and a rapporteur)

11.40 – 14.00
Group workshop with each group discussing 2 issues (A ‘finger buffet’ lunch will be served at 13.00 with people continuing discussions over lunch) 
14.00 – 14.20

Feedback of key findings from the workshops (Group leaders/ rapporteurs)

14.20 – 17.50 
Influencing prescribing behaviour - Session Chair Brian Godman

14.20 – 14.45
Introduction to influencing prescribing and goals of the 2 workshop streams (free choice) - Brian Godman 
14.45 – 17.30
2 Streams around influencing prescribing behaviour including the use of Quality Indicators (free choice)
Stream A - Examples and their influence from across Europe and their outcomes to guide future policies – Session Chair Brian Godman
Two examples from Regional NHFs in Poland (speakers tbc)
Jurij Furst (Health Insurance, Slovenia) – Antibiotics and possibly polypharmacy

Gisbert Selke (WIdO, Germany)
Discussions around the presentations and future directions/ challenges. This includes a summary
Stream B - Health Authority/ Health Insurance personnel and physicians seeking to develop/ refine quality indicators 

Workshop led by Professor Stephen Campbell (Australia, Germany and UK) and Professor Björn Wettermark (Sweden)
17.30 – 17.50

Feedback on workshop findings – all delegates 
17.50 – 18.05
Brief summary of Day 2 including key learnings – Kamila Malinowska
18.05


Close

18.45


Meet in conference hotel lobby for transport to the Gala Dinner
19.00
Gala Dinner including reception

Late


Transport back from Gala Dinner to the Conference hotel 

Day 3 – HTA in Action including formularies

Goals of Day 3 – learn about health authority approaches to the valuing of new medicines, dealing with uncertainties in HTA submissions as well as key issues regarding risk sharing arrangements from all key stakeholders’ perspectives. In addition, the development of formularies and implementation strategies to achieve high adherence rates as well as methodologies employed in the development of a priority list of cancer medicines 



9.00 – 9.15

Review/evaluation of Day 2 – Kamila Malinoswka
9.15 – 11.40

HTA in action – Session Chair – Kamila Malinowska
9.15 – 10.00
Valuing of new medicines with HTA approaches Jurij Furst and Jolanta Gulbinovič (State Medicines Control Agency, Lithuania)
10.00 – 10.20
Dealing with uncertainty in HTA evaluations of new medicines - Angela Timoney (Scotland)
10.20 – 11.00
Risk sharing arrangements including coverage with evidence schemes and the implications for entering data onto registries/ databases - AHTAPol and Magdalena Władysiuk (Poland)
11.00 – 11.20

Tea/ Coffee

11.20 – 11.40
Implications for risk sharing and other arrangements with recent initiatives in Germany Gisbert Selke
11.40 – 13.40
Group workshop of 4 groups (Same 4 groups as Day 2). Each group will discuss potential ways forward with dealing with uncertainty as well as risk sharing arrangements including registries/ databases (Again a ‘finger buffet’ lunch will be served at 13.00 with people continuing discussions over lunch)
13.40 – 14.00
Feedback on workshop findings (Group leaders/ rapporteurs)
14.00 – 15.30
Further ways to enhance the rational use of medicines – Chair Brian Godman (free choice for workshop group)
14.00 – 14.05
Introduction to the two workshops – Brian Godman
14.05 – 15.30
Stream A - Local formulary development (Chair Brian Godman)
‘Wise List’ Stockholm Metropolitan Healthcare Region including methods to achieve high adherence rates– Professor Rickard Malmström
Formularies in Scotland including methodologies to gain acceptance across sectors - Professor Angela Timoney (Scotland)

Example of formulary/ guideline in action from a NHF region (building on Day 2) 
Each presentation for 20 minutes followed by a 30 minute discussion at the end 
Stream B - Developing an essential medicines/ priority list of Oncology Medicines; Experiences and methodology with the WHO (Chair Hanne Bak Pedersen)
Presentation and discussion led by Dr Nicola Magrini (WHO) (including potential discussions on the off-label use of oncology medicines/ health gain seen with new medicines to treat patients with cancer)
15.30 – 16.30
Workshop review/evaluation feedback and ways forward (including meeting workshop expectations)

Participants led by Kamila Malinowska and Brian Godman
16.30


Close and presentation of certificates of attendance

