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1. Title of the specific service 

External reference pricing of medicinal products: simulation-based considerations for cross-country coordination.
2. Context of the request for specific service

All but a few
 EU Member States currently apply "external reference pricing"(ERP), a form of international price linkage, in setting prices for medicinal products. As such, this has become a widely established practice in EU health systems.

Stargardt et al 2006
 present an analysis of possible theoretical cross-border spill-over effects of cross-reference pricing. Three recommendations result from this analysis for policy makers searching to establish a reference basket containing foreign reference prices:

· include as many countries as possible in the basket, 

· exclude countries that also use cross-reference pricing,

· integrate market volumes of the referenced countries into applicable price setting formulae.

However, as many countries now apply some form of reference pricing, the first two recommendations appear to be contradictory. Further, pharmaceutical companies are likely to set prices in tandem with expected market volumes, either implicitly or through explicit price-volume agreements. Consequently, weighting reference prices proportionally to market volumes may lead to pharmaceutical companies retracting products from smaller markets or choosing to refrain from launching new products in said markets. More in general, suboptimal policy outcomes associated with ERP, possibly impacting patient access, and related to cross-country coordination issues are suggested elsewhere in available literature (see for instance EP 2011
, Kanavos et al 2010
). As a first step in view of a possible optimisation of ERP policy outcomes, further insight is required into price setting dynamics as a result of the interplay between existing ERP schemes. This rather technical area of work at present is underdeveloped, at least as regards literature available in the public domain. The present service requested seeks to improve the current state of knowledge in this field.

3. Description of the specific service

3.1. Purpose and objective of the service

The service falls under the scope of the Framework Contract N° EAHC/2010/Health/01/Lot 2: Health and Economics analysis, and in particular under the second option thereof (Statistical and econometric analysis on a specific issue).
The general objective of the request for service is to assess which cross-country coordination issues are potentially at play, influenced by/influencing the price setting of medicinal products through ERP-base systems. This assessment will be based on a simulation allowing to identify the main parameters impacting medicinal product price pathways over time. 

This includes a baseline scenario to be established as well as extensive sensitivity analyses to estimate the impact of – minimally – the following factors: choice of country basket, ERP update time frequency, applied formula (min, average, median, applicable country weights etc.), product launch sequence, currency exchange rate effects.

For the purpose of this study, by "ERP cross-country coordination issues" are understood unwanted effects at EU Member State level of ERP schemes that are the result of medicinal product price setting decisions taken in one EU Member State that set off dynamic effects in other EU Member States and/or in the decision initiating Member State itself. Unwanted effects include –but are not necessarily limited to- price instability and suboptimal patient access to medicines. This study aims to further indentify and assess the nature of ERP cross-country coordination issues.
More specifically, statistical analysis is requested on the specific issue of dynamic price setting effects as a result of the interplay between country-level ERP schemes. The contractor has the responsibility to find the best data to conduct this analysis, whilst meeting the general specifications below (section 3.2). For this purpose the contractor shall also consult with relevant stakeholders, minimally via written surveys (additional interviews are encouraged). The list of stakeholders to consult shall be delivered to the contractor by the Commission at the project kick-off meeting. 

The above objective is interlinked with other Commission activities in particular:

· DG ENTR: competitiveness of the EU market and industry for pharmaceuticals
.
· DG SANCO work on medicinal products for human use
 and sustainable health systems.

· DG COMP: enquiry into the pharmaceutical sector, pursuant to Article 17 of Regulation 1/2003/EC
.

· DG ECFIN: Joint Report on Health Systems prepared by the European Commission and the Economic Policy Committee (AWG): health systems report
.

3.2. Specific tasks and deliverables 

A preliminary literature review shall be conducted presenting and discussing a list of possible cross-country coordination issues at play with ERP type schemes. This literature review will include references published in at least three languages, including English. A preliminary literature search in preparation of the present document indicated most evidence is likely to be drafted in the latter language. This literature review will be based on the consultation of at least 3 different reference databases. The precise selection criteria and methods should be presented in full no later than the at the Kick-off meeting and subject to approval of EAHC and DG SANCO. The purpose of the literature review is primarily to inform the baseline and sensitivity analyses to be modelled subsequently. However, additional findings (e.g. as regards the role of parallel exports/imports, managed entry agreements) shall also be presented to the extent these findings are relevant for ERP cross-country coordination issues. 
Further, a stakeholder consultation will be conducted as a written survey round. Additional face-to-face meetings are encouraged. Stakeholders will include Member State competent authorities and industry representatives. A list of stakeholder contacts (based on prior informed consent given by listed contacts) will be provided by the Commission at the kick-off meeting. The contractor shall ensure that the contacts are only used for this specific contract and following the final payment of the contract the personal data is deleted from the records of the contractor. The total number of contacts included will not exceed 40. The purpose of the consultation round is to complement the literature review in view of the simulations to be modelled, i.e. to identify and assess cross-coordination issues and to help build reference and sensitivity scenarios. Additionally, the potential negative impact on European pharmaceutical industry competitiveness, within the internal market and at international level, should also be gauged based on relevant stakeholder input.

The simulation exercise will cover at least all 27 EU Member States (MS) and Croatia. The possible interaction with ERP schemes countries beyond this group must also be assessed (e.g. by including a "rest of world" item in the overall country set). 

In the absence of the literature review yielding more suitable data, contractors may base the simulation model on such documents as:

· Leopold et al 2012
 and ERP 2011 ("Appendix 1 External price referencing in EU Member States, 2010"
). These documents can be used to base country baskets, price referencing formulae and price update frequencies on.
· PPI database
 reports, ESTAT 2007
, Kanavos et al 2011
. These documents may be used to derive applicable country-specific prices.
The contractors should note the methodology included in their offers should cover in detail and give special attention to the issue of suggested price inputs (identified sources, completeness of type of products covered, use of up-to-date data, etc.). Proposed price inputs (for a minimum of 36 products) will minimally cover the following categories: 

· off-patent and patent products, 

· cheap, medium-priced and expensive products based on a classification method proposed by the tenderer, ,

· low, medium, high cross-country availability based on a classification method proposed by the tenderer,

· publicly versus privately financed products,

· inpatient versus outpatient products.

The use of up-to-date product prices by contractors is encouraged, but not required as the purpose of the present study is to improve the understanding of the dynamics at play within ERP systems and not necessarily to analyse current price level differences across Member States. Hence, historical price observations sets can be used as well to explore the effects of ERP systems. 
Model simulations should aim to answer the following research questions:

· Under which conditions (and after how many cycles
) will an equilibrium price set
 be reached? 
· Which Member State decision parameters (such as choice of country basket, update frequency, etc.) play which role in (not) reaching an equilibrium price set?
· What is the impact of underlying decision parameters to choose reference countries (resulting from the literature review, such as possibly: price level, transparency of prices, market volumes, geographical or language proximity, etc.)
· How could cross-country coordination be applied to shorten the time required to reach an equilibrium price set?

· For Pareto improvement outcomes
 are there trade-offs between eventual aggregate price decreases and time-to-equilibrium (e.g. it takes a longer time to reach a stable price set, but long-term price drops are higher)/ between aggregate price decreases and the distribution of price decreases across Member States / etc.

· In terms of Pareto improvement outcomes, how would the inclusion of product volumes of the referenced countries into price setting impact on the above mentioned trade-offs?
The contractor should propose other questions in the offer.

The simulation model itself would preferably be programmed in Excel. Contractors should duly justify alternative options presented in the offer they submit (e.g. arguments based on technical feasibility, etc.). The simulation model must be designed in a user-friendly manner and will be considered as a separate deliverable under this contract.

3.3. Other specific tasks to be carried out under the request for specific service

Not applicable.

3.4. Reporting and deliverables

The work carried out by the contractor under the specific contract will be the subject of the following deliverables, which must be sent to the Health Unit, Executive Agency for Health and Consumers (EAHC), Luxembourg:

1. Minutes from the kick-off meeting (deliverable 1), to be provided within one week after the meeting took place. The pre-financing will be done after the approval of these minutes. 

2. An interim report (deliverable 2, maximum of 30 pages, excluding possible annexes, to be submitted in hard copy and electronically (WORD)), in English, containing the below sections:

· Literature review: search filter applied, search engines consulted (selection criteria and selection method), main conclusions as relevant to study (focus on simulation model).

· Stakeholder consultation: stakeholder methodological set-up, overview of stakeholder questions (as linked to purpose of simulation modelling) and presentation of findings by relevant stakeholder group, indicating relevance of findings for simulation modelling.

· Proposed outline of simulation model: reference scenario and proposed sensitivity scenarios (including proposed graphs).

The interim report must be submitted to the EAHC no later than 4 (four) months after signature of the specific contract. EAHC will then either inform the contractor that it approves the draft or will send him its comments.
3. The draft final report (deliverable 3, maximum of 50 pages, excluding possible annexes, to be submitted in hard copy and electronically (WORD)), in English, consisting of the following sections:

· Introduction (stating the objective of the study),

· Background and context (as based on findings from preceding literature review),

· Methodology (motivating chosen approach. listing and commenting on data/ information sources and presenting the main problems that were faced),

· Results (showing quantitative figures and using as much as possible graphical representation as well),

· Conclusions,

· References and annexes.
A summary report will be drafted describing the main findings from the stakeholder consultation and literature review, the design of the simulation model and applied analyses. Conclusions will be presented in this report, improving the understanding of the types and nature of ERP cross-country coordination issues at play.

4. Comprehensive list of data (deliverable 4) used for the analysis, at the maximum available level of detail. To be submitted in electronic format (Excel).
5. The simulation model (deliverable 5) used to perform the analyses (electronic file). The model should allow future users to independently run all the sensitivity analyses/scenarios presented in the report.
The draft final report (D3) must be submitted to the EAHC no later than 7 (seven) months after signature of the specific contract. EAHC will then either inform the contractor that it approves the draft or will send him its comments.

Within 10 (ten) days of receiving any such comments, the contractor will send the EAHC his final report (deliverable 6), which will either take account of the comments or put forward alternative points of view.

In the absence of any comments from the EAHC within 30 days of receiving the draft report, the contractor may request written acceptance of it.

The final report will be deemed to have been approved by the EAHC if it does not expressly inform the contractor of any comments within 30 days of its request.
The contractor should include in the final report the EU emblem with the following statement besides “Funded by the Health Programme of the European Union”.

In addition to this, the final report should contain the following disclaimer:

“This report was produced under the Health Programme (2008-2013) in the frame of a specific contract with the Executive Agency for Health and Consumers (EAHC) acting under the mandate of the European Commission. The content of this report represents the views of the contractor and is its sole responsibility; it can in no way be taken to reflect the views of the European Commission and/or EAHC or any other body of the European Union. The European Commission and/or EAHC do not guarantee the accuracy of the data included in this report, nor do they accept responsibility for any use made by third parties thereof.”

3.5. Duration of the specific contract, organisation and timetable

The specific contract period is foreseen from January 2013. The duration for the tasks is 8 (eight) months. More details are given in the table below. 

While most of the work shall be carried out in the contractor’s premises, one meeting is foreseen in Brussels in the offices of Unit D2 (Healthcare Systems unit), Directorate-General for Health and Consumers (Brussels, Rue Belliard 232).
Timetable

	Time


	Milestone
	Comments

	Week 1
	Kick-off meeting
	Meeting in Luxembourg

	Week 2
	Minutes of the kick-off meeting (D1), to be approved by EAHC and DG SANCO
	

	Month 4
	Interim Report (D2): Literature Review + Stakeholder Consultation report + Proposed outline model and model simulations
	

	Month 7
	Draft Final Report (D3)
	

	Month 8
	Final Report (D6), Comprehensive list of data (D4), Simulation model (D5)
	


3.6 Composition of the team

The contractor should propose an appropriate team to perform the specific services: it should propose a leader with at least 8 years of expertise in the area of health economics, if possible with experience in health reporting. The team should have sound knowledge of the functioning of pharmaceutical markets across the EU. At least one team member should have a background in health statistics.

4. Volume of the specific contract

The maximum budget for the requested service is 80,000 €. 
Due to the short timeframe and low volume, no interim payment is foreseen.

5. Award criteria for individual specific contracts 

In accordance with award criteria for individual specific contracts as indicated in Annex I of the Multiple Framework Contracts with reopening of competition, the specific contract will be awarded to the best value for money tender.

5.1 Admissibility

Only admissible specific offers will be evaluated. The criteria of admissibility of the offers are the following: 

- the deadline for submission of offers has been respected;

- the unit prices indicated in the Framework Contract have been used and respected;

- the maximum budget has been respected.

5.2 Quality award criteria

Taking into account the use of Multiple Framework Contracts with reopening of competition, the following award criteria are set to determine the best value for money offer to which the specific contract will be awarded:

Quality criterion 1 (max. 30 points): Understanding of the services and general approach to the work to be performed. Conformity of the CV(s) of the expert(s) proposed to the skills required, as described in the Request for Specific Services

Quality criterion 2 (max 50 points): 
Proposed methodology and tools

Quality criterion 3 (max 20 points): 
Approach proposed for the management of the work

5.3 Financial criteria

Each specific offer will be assessed in terms of the total price offered. This price shall take into account the unit prices set in the Framework Contract, broken down by categories of professional profiles and travel and mission expenses.

Overall assessment of the quality and price of the specific offer

The final score of the contractor will then be will calculated based on the quality points and the price of the specific offer by using the following formula:

Final score = Quality points x (price of the lowest specific offer / price of the specific tender in question)

5.4 Contract award

The specific contract will be awarded to the specific offer with the highest score.

6. Financial part

The contractors should submit a financial offer in accordance with Annex B – Model budgetary offer. The fixed unit prices (‘unit rates for members of personnel’ and ‘travel costs and subsistence allowances’ for the meeting in Luxembourg), as included in Annex II of the Framework Contract cannot be changed and must be applied by the contractor.

7. Annexes

· Annex B – Model budgetary offer

· Annex C – Declaration of absence of conflict of interests

______________________
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1. Title of the specific service 

Policy mix for the reimbursement of medicinal products: proposal for a best practice based approach based on stakeholder assessment.
2. Context of the request for specific service

In its Final Conclusions and Recommendations, the High Level Pharmaceutical Forum
 welcomed "the development of a shared understanding that pricing and reimbursement policies need to balance (1) timely and equitable access to pharmaceuticals for patients all in the EU, (2) control of pharmaceutical expenditure for Member States, and (3) reward for valuable innovation within a competitive and dynamic market that also encourages Research & Development." 

From the above, it can be concluded that policy makers grapple with the challenge of simultaneously reconciling the policy objectives of patient access and equity, budget control and rewarding high-value innovation. Moreover, it is evident that policy objectives pursued should be sustainable from the long-term perspective as well as designed in a manner that they are scalable across Member States
.

In addition, the question arises to which extent government regulatory intervention versus a more free market – based approach should be applied to achieve these policy objectives. Related to this question is the issue as to whether and how a market segmentation of medicinal products (based on the degree of therapeutic innovation) should be applied when designing and assessing reimbursement practices.

Currently, the DG Enterprise and Industry, together with Member States and relevant stakeholders is looking how to find common, non-regulatory approaches to timely and equitable access to medicines after their marketing authorisation. This co-operation takes place through the platform on access to medicines in Europe, one of the three work areas of the Process on Corporate Responsibility in the field of Pharmaceuticals
.
Finally, as part of the "Reflection process - Towards modern, responsive and sustainable health systems" a Member State led sub-group on Cost-effective use of medicines (Coordinator: Netherlands) was establish following Council Conclusions
 of June 2011.
3. Description of the specific service

3.1. Purpose and objective of the service

The service falls under the scope of the Framework Contract N° EAHC/2010/Health/01/Lot 1: Health Reports., and in particular under the third option thereof (large reports involving new data collection). 

The service includes a review of scientific literature and relevant grey literature (i.e. literature not published through international peer-reviewed journals, e.g. policy documents), secondary analysis on existing data and new data collection.

The purpose of the service is:

· To list reimbursement policy measures for medicinal products  by product category

· To assess  said policy measures from the stakeholder
 perspective following assessment criteria in line with the policy goals
 identified by the Pharmaceutical Forum.

· To identify and discuss possible trade-offs between identified policy measures following the said assessment criteria.

· To propose recommendations for an optimal policy mix in respect of disclosed stakeholder preferences.
The above objective is interlinked with other Commission activities in particular:

· DG ENTR: competitiveness of the EU market and industry for pharmaceuticals
.
· DG SANCO work on medicinal products for human use
 and sustainable health systems.

· DG COMP: enquiry into the pharmaceutical sector, pursuant to Article 17 of Regulation 1/2003/EC
.
3.2. Specific tasks and deliverables 

A literature review shall be conducted to identify relevant reimbursement policy practices. To the extent relevant and possible, these practices will be grouped according to the 4 considered product categories (cf. footnote 5). The literature review will include grey literature (specifically policy documents), possibly in all EU official languages. The contractor is expected to present a proposal for the literature review in the offer: search filters, search engines, summary methods considered, etc. This proposal will be fine-tuned during the foreseen kick-off meeting.

Next, relevant assessment criteria will be established. As stated above, these criteria must match the policy objectives presented by the pharmaceutical forum. These criteria will include (1) timely access to pharmaceuticals, (2) equitable access to pharmaceuticals, (3) control of pharmaceutical expenditure, (4) long-term budgetary sustainability, (5) cross-country scalability and (6) reward for valuable innovation. The contractor shall further refine and possibly extend these assessment criteria based on desk research and stakeholder consultation (cf infra).

The stakeholder consultation will cover the following 4 stakeholder groups: patients, "research-based" pharmaceutical industry including biotech companies and Small and Medium Sized Enterprises, generic medicines industry, public healthcare payers. In a first stage, stakeholders will be requested to comment on the proposed set of assessment criteria. This will be done by written consultation (e.g. electronically) in respect of applicable legislation on data protection and will contribute to finalise the set of selected assessment criteria.

In a second stage, Multi-criteria Decision Analysis (MCDA) methods will be applied to weight the final set of assessment criteria and to score identified reimbursement practices. In this analysis a distinction will be made by product category and stakeholder group. Also, possible trade-off between individual reimbursement practices will be explicitly addressed. The contractor will propose a detailed method for the full MCDA analysis in the offer, including various relevant sensitivity analyses. This proposal will include considerations on stakeholder selection and representativeness. This proposal will be fine-tuned during the foreseen kick-off meeting.

Finally, a set of policy recommendations will be established. The recommendations should aim to improve the mix of reimbursement policies, whilst explicitly highlighting trade-offs at play and stakeholder considerations applying.

3.3. Other specific tasks to be carried out under the request for specific service

Not applicable.

3.4. Reporting and deliverables

The work carried out by the contractor under the specific contract will be the subject of the following deliverables, which must be sent to the Health Unit, Executive Agency for Health and Consumers (EAHC), Luxembourg:

1. Minutes from the kick-off meeting, to be provided within one week after the meeting took place (deliverable 1, "D1")
2. An interim report (maximum of 50 pages, excluding possible annexes), deliverable 2 (D2), in English, containing the below sections:

· Literature review: search filter applied, search engines consulted, main conclusions.

· Set of assessment criteria: methods applied distinguishing input from desk-based literature review and stakeholder input + final list of criteria.
· Proposed design of MCDA: stakeholder selection and representativeness, criteria weighting methods, policy practice scoring methods, method to tackle possible trade-offs/contradictory outcomes, proposed sensitivity analyses, etc.

The interim report must be submitted to the EAHC no later than 6 (six) months after signature of the specific contract. EAHC will then either inform the contractor that it approves the draft or will send him its comments.
3. A final report (maximum of 100 pages, excluding possible annexes), in English, consisting of the following sections, deliverable 3 (D3):

· Executive summary of no more than 5 (five) pages

· Introduction (stating the objective of the study),

· Background and context (also as based on findings from preceding literature review),

· Methodology (motivating chosen approach. listing and commenting on data/ information sources and presenting the main problems that were faced),

· Results (showing quantitative figures and using as much as possible graphical representation as well),

· Conclusions and recommendations,

· References and annexes.

4. Comprehensive list of data used for the analysis, at the maximum available level of detail –that should be the same used to carry out the analysis, deliverable 4 (D4).

5. The electronic version of the above mentioned report (word file) and data set (as an excel file).

6. The full multi-criteria analysis, including all applied calculations, as an electronic file. Future users must be able to independently run all the sensitivity analyses/scenarios presented in the report.
The draft final report must be submitted to the EAHC no later than 11 (eleven) months after signature of the specific contract. EAHC will then either inform the contractor that it approves the draft or will send him its comments.

Within 10 (ten) days of receiving any such comments, the contractor will send the EAHC his final report, which will either take account of the comments or put forward alternative points of view.

In the absence of any comments from the EAHC within 30 days of receiving the draft report, the contractor may request written acceptance of it.

The final report will be deemed to have been approved by the EAHC if it does not expressly inform the contractor of any comments within 30 days of its request.
The contractor should include in the final report the EU emblem with the following statement besides “Funded by the Health Programme of the European Union”.

In addition to this, the final report should contain the following disclaimer:

“This report was produced under the Health Programme (2008-2013) in the frame of a specific contract with the Executive Agency for Health and Consumers (EAHC) acting on of the mandate of the European Commission. The content of this report represents the views of the contractor and is its sole responsibility; it can in no way be taken to reflect the views of the European Commission and/or EAHC or any other body of the European Union. The European Commission and/or EAHC do not guarantee the accuracy of the data included in this report, nor do they accept responsibility for any use made by third parties thereof.”
3.5. Duration of the specific contract, organisation and timetable

The specific contract period is foreseen from January 2013. The duration foreseen for the tasks is 12 (twelve) months. More details are given in the table below. 

While most of the work shall be carried out in the contractor’s premises, two meetings are foreseen, the kick-off meeting in the EAHC premises in Luxemburg (Drosbach building, Rue Guillaume 
Kroll, 12) and an interim meeting in Brussels in the offices of Unit D2 (Healthcare Systems unit), Directorate-General for Health and Consumers (Brussels, Rue Belliard 232).
Timetable

	Time


	Milestone
	Comments

	Week 1
	Kick-off meeting
	Meeting in Luxembourg

	Week 2
	Minutes of the kick-off meeting, 
	To be approved by EAHC/Commission

	Month 6
	Interim Report: Literature Review + 

Assessment criteria list: methods and list +

Proposed Multi-cCiteria Decision Analysis approach
	Meeting in Brussels

	Month 11
	Draft Final Report
	

	Month 12
	Final Report (electronic version) and Comprehensive list of data 
	


3.6 Composition of the team

The contractor should propose an appropriate team to perform the specific services: it should propose a leader with at least 8 years of expertise in the area of health economics, if possible with experience in health reporting. The team should have sound knowledge of the functioning of pharmaceutical markets across the EU. At least one team member should have a background with proven experience in health statistics.

4. Volume of the specific contract

The maximum budget for the requested service is 120,000 €. 
5. Award criteria for individual specific contracts 

In accordance with award criteria for individual specific contracts as indicated in Annex I of the Multiple Framework Contracts with reopening of competition, the specific contract will be awarded to the best value for money tender.

5.1 Admissibility

Only admissible specific offers will be evaluated. The criteria of admissibility of the offers are the following: 

- the deadline for submission of offers has been respected;

- the unit prices indicated in the Framework Contract have been used and respected;

- the maximum budget has been respected.

5.2 Quality award criteria

Taking into account the use of Multiple Framework Contracts with reopening of competition, the following award criteria are set to determine the best value for money offer to which the specific contract will be awarded:

Quality criterion 1 (max. 30 points): Understanding of the services and general approach to the work to be performed. Conformity of the CV(s) of the expert(s) proposed to the skills required, as described in the Request for Specific Services

Quality criterion 2 (max 50 points): 
Proposed methodology and tools

Quality criterion 3 (max 20 points): 
Approach proposed for the management of the work

5.3 Financial criteria

Each specific offer will be assessed in terms of the total price offered. This price shall take into account the unit prices set in the Framework Contract, broken down by categories of professional profiles and travel and mission expenses.

Overall assessment of the quality and price of the specific offer

The final score of the contractor will then be will calculated based on the quality points and the price of the specific offer by using the following formula:

Final score = Quality points x (price of the lowest specific offer / price of the specific tender in question)

5.4 Contract award

The specific contract will be awarded to the specific offer with the highest score.

6. Financial part

The contractors should submit a financial offer in accordance with Annex B – Model budgetary offer. The fixed unit prices (‘unit rates for members of personnel’ and ‘travel costs and subsistence allowances’ for the meetings in Luxembourg and Brussels), as included in Annex II of the Framework Contract cannot be changed and must be applied by the contractor.

7. Annexes

· Annex B – Model budgetary offer

· Annex C – Declaration of absence of conflict of interests

ANNEX 3
STAKEHOLDER´S RESPONSIBILITY 
FOR THE USE OF PHARMACEUTICALS BY EU MEMBER STATES

Best practices 

Can other parties take up responsibility for the use of pharmaceuticals and what will be the effect on the cost-effective use of pharmaceuticals?

· Can this be seen as early signs of a beginning of change in behavior?

· Why now? 

· Are there other signs that could point to a new trend? 

· Who takes initiative? 

· What can governments do to stimulate other stakeholders to make themselves co-responsible for the costs of treatments with pharmaceuticals? 

The Netherlands

Best practice 1: Population based registry to increase cost-effectiveness  

Initiated by the Haemato Oncology Foundation for Adults in the Netherlands (HOVON) and in cooperation with the Dutch institute for Medical Technology Assessment and three cancer research centers a “Population Based Hematological Registry for Observational Studies (PHAROS)” was set up. The goals of the registry are to collect and monitor patient data to enhance the quality of  oncology treatment en to make patient data available for research in order to increase the increase the effective use of available medicines, among other the use of new (expensive) innovative medicines. 

PHAROS was set up to find a solution for the fragmentary availability of information about the various aspects of cancer treatment: costs, effectiveness or effects on the quality of life of patients. The information that is obtained from combining and studying the collected data is used to further enhance our knowledge about which patients benefit most from certain treatments and products and to improve existing guidelines and protocols for (cost-)effective use of medicines in cancer therapies.  Until now information about the treatment of over 4000 patients has been collected as a basis for further research. 

The real ‘best practice’ here is that PHAROS is the result of action taken by practitioners,  who were concerned by insufficient cost-effectiveness in their treatment practices, without government funding or involvement.  

Contact person: Mr. Patrick Kruger, policy advisor, Ministry of Health, Welfare and Sports (pp.kruger@minvws.nl)

Best practice 2: Guidelines for controlled use of new oral anticoagulant

At the request of the Dutch ministry of Health, Welfare and Sports, representatives of medical professional associations have co-drafted a protocol for a gradual and safe introduction of new oral anticoagulants (NOAC). The protocol for the use of these NOAC’s is based on both an analysis of their medical (added) value for specific treatments as well as a consideration of cost(-effectiveness) 
of new and existing medicines. It covers (a) guidelines to specific treatments, (b) recommendations concerning methods of assessing care needs as well as (c) advice on the way this care is organized. 

Although in this specific case, the ministry has taken the initiative by requesting professional associations to draft a protocol, the need for such a protocol was indeed felt by the other parties involved. Thrombosis is an illness that affects a relatively large group of people, combined with relatively high risks. The NOAC’s themselves represent certain health risks. Also, treatment is related to several sectors of health care, both primary care, medical specialist treatment and subsequent care, making coordinating treatment and sharing information harder. These issues, and the need for a safe introduction of NOAC’s were also raised by the Health Council of the Netherlands in an advice to the Minister of Health and by the medical profession itself, both arguing a measured introduction of these new drugs. Another factor that allegedly contributed to the energetic cooperation between field parties is the disproportional efforts of the pharmaceutical industry towards doctors to prescribe these new medicines, without sufficient evidence of their effectiveness. The Dutch ministry of Health used the postponement of the reimbursement decision for NOAC’s to encourage field parties to put effort in drafting the protocol. 

The real ‘best practice’ in this case lies in the cooperative approach taken by several self-standing professional associations, working across medical disciplines and (sub-)sectors. On their own initiative they have includes criteria of cost-effectiveness into the formulation of a professional protocol, next to medical effectiveness and patient safety. It shows that, given the right circumstances, professional groups can be seduced to take up responsibility to self-regulate cost-effective use of medicine. 

Contact person: Ms. Gonne Kelder, Ministry of Health, Welfare and Sports of The Netherlands (g.kelder@minvws.nl) 

Best practice 3: Research program on good use of medicines commonly led by field parties

In July 2009, a group of experts signaled some important gaps in available evidence on rational pharmacotherapy. Their conclusions were presented to Dutch Parliament, and supported by both the Dutch ministry of Health, Welfare and Sports and a follow-up study by the Netherlands Organization for Health Research and Development (ZonMw). In short, the observations of the group of experts were met by approval and consensus from both public and field parties.

To face the observed problem, a shared structural research program (‘Rational Pharmacotherapy’ or Goed Gebruik Geneesmiddelen, GGG) was set up by ZonMw in February 2012. Within the context of this program, public and private parties (for instance pharmaceutical industry and health care insurance companies) get the opportunity to work together both financially and substantially on specific common themes and challenges. A high-level board of all parties involved oversees the program, supported by a small team accommodated by ZonMw and several expert committees. 

The goal of the program is to stimulate a more effective, safe and efficient use of medicines, in the interest of the patient. The program tries to achieve this goal by focusing research initiatives, both publicly and privately financed, on specific knowledge gaps. The results in terms of cost savings for specific types of medicines are being measured as part of a cost-effectiveness study by ZonMw.

The work of the GGG program is in the interest of both patients, professionals, government and interest organizations, as well as of the pharmaceutical industry and health care insurance companies. This common interest, combined with the urgency created by the observations of experts in the field, created a window of opportunity for the collaboration of public and private parties within the GGG-research program. 

The real ‘best practice’ in this case lies in the shared ownership that the framework of the GGG-program creates. This shows to have advantages in the implementation of new research findings on effective use of medicines. In this way it speeds up the translation of evidence into action. Possible conflicts of interests can be addressed in an early stage within the institutional context of the research program. 

Contact person: Mr. Saco de Visser, program coordinator, ZonMw (visser@zonmw.nl)

Best practice 4: GGG (Patrick)

Since March 2012, Gilenya (Fingolimod), a new oral medication for relapsing-remitting MS, is available on the Dutch market. Based on an advice on its effectiveness related to existing drugs, it has also been 
admitted to the Dutch health care benefits package to be reimbursed if a patient does not react to the treatment of other existing treatments.

To make sure this new drug did indeed have the necessary effects, an interdisciplinary register will be set up by the professional group of neurologists in close cooperation with other stakeholders, the Healthcare Insurance Board and the ministry of Health. This register will consequently be used both for clinical research on the effectiveness of the drug, but also to evaluate the decision to conditionally reimburse it. The monitoring using the register safeguards that fingolimod is used adequately.

The real ‘best practice’ in this case lies in the close cooperation between the professional group, pharmaceutical industry, patient organizations and public institutions in setting up the register. It resulted in an open attitude in sharing information with physicians. In setting up a register like this, it is essential to involve the professional group, as only they have the needed expertise. By making sure it is a common effort, physicians also have the possibility to use the register for their own, medical aims of assessing the clinical value of the drug. This helped them in improving their medical guidelines in prescribing it.

Contact person: Mr. Patrick Kruger, policy advisor, Ministry of Health, Welfare and Sports (pp.kruger@minvws.nl)

Belgium

Best practice 5: Conditional Reimbursement of pharmaceuticals in Belgium

In general, reimbursement of pharmaceuticals is organized by means of a positive list.  
Modification of this list (enlisting, delisting, modifications) is the competence of the Minister of Social Affairs, upon a motion for modification by the Commission for Reimbursement of Medicines (CRM).
Basically, the system is offer-driven, meaning that modifications of the list are assessed, appraised and decided upon based on a claim by an applicant (pharmaceutical company).  However, group revisions of reimbursement conditions – for therapeutic, budgetary or cost-efficiency reasons are generally initiated by the Minister or the Commission (CRM).

The list of reimbursable pharmaceutical is organized in different chapters.  The most important chapters are
chapter I: drugs are reimbursable for all (registered) indications, for all patients and prescribed by any physician – no additional conditions.

chapter II: drugs are reimbursable if the prescribing physician has not mentioned ‘not reimbursable’ on the prescription.
For these drugs however, guidelines/recommendations for the ‘efficient use’ of these drugs are established, based upon national and international guidelines, by the Commission (CRM) in cooperation with physicians and insurance organizations.  These guidelines can recommend to prioritize the use of these drugs for 
a selection of (registered) indication and/or for a selection of eligible patients and/or prescribed by a selection of physicians… (see chapter IV)
Reimbursement for individual patients ‘expects’, but does not formally require ‘documentation’ of the eligibility for reimbursement by the treating physician in the personal patient medical file (proving that the patient enters the conditions).  Judgment on eligibility for reimbursement is thus the responsibility of the treating physician, who has ‘room for maneuvering’ within the guidelines, and even partially outside of the guidelines . 
An ‘a posteriori’ control of this documentation by an advising physician of an insurance organization is possible (in general after detection of ‘outliers’ in prescription profiles – established using predetermined indicators) . In case of challenge/differences in opinion, the physician has the opportunity to argument his/her judgment on his/her prescriptions within and outside of the guidelines, and his/her judgment of the subsequent reimbursement of these drugs.
chapter II recommendations have been issued for statins and fibrates, proton pump inhibitors and treatment  for asthma and COPD.
Contact person: Mr Francis Arickx (francis.arickx@riziv.fgov.be)

eCare-SAFE- Register “Shared Arthritis File for Electronic use”

chapter IV: drugs are reimbursable for a selection of (registered) indication and/or for a selection of eligible patients and/or prescribed by a selection of physicians.  To these conditions, a number of additional conditions can be added (diagnosis, patient conditions, treatment in centers of expertise, multidisciplinary approach,…).  Reimbursement for individual patients requires ‘documentation’ of an individual claim for reimbursement by the treating physician (proving that the patient enters the conditions), ‘a priori’ control of the eligibility for reimbursement by an advising physician of an insurance organization and the formal ‘a priori’ approval (‘certificate’) for reimbursement by this advising physician.
In this context, SAFE is an on-line application for the registration of medical and administrative data in the treatment of rheumatoid arthritis.

This application has several objectives:

·  to provide rheumatologists, at the professional level, an assessment of the conditions of certain prescription drugs “anti-TNF” used in the treatment of rheumatoid arthritis

· document the conditions of the anti-TNF prescription and medical evolution of the patient by a college organized within the Commission Reimbursement of Medicines (CRM)

· ensure continuity of care by creating a folder accessible by the rheumatologist consulted by the patient

· inform scientists and sickness and invalidity insurance on efficacy, side effects of this group of drugs

·  establish a registry of patients with rheumatoid arthritis

This is a collaborative project that includes large variety of components, such as the quality of care, epidemiology, a better understanding of the effectiveness and side effects of "anti-TNF" therapeutics. 

This application is intended for specialists in rheumatology and pediatrics (juvenile arthritis) working in hospitals. It is extended to the same specialists working in ambulatory present.

With the computerization of care and administrative simplification, this project is a first in the voluntary sending to the insurer of the patient of structured medical data by a doctor in the framework of drug reimbursement. At the request of the physicians, this application prevents multiple recording of identical data and generates information flux in different directions thanks to a single set of data.

Contact person: Mrs Virginie Millecam (Virginie.millecam@inami.fgov.be)
Best practice 6: Belgian Point-of-care Electronic Decision Support System by EBMPracticeNet

EBMPracticeNet is founded in 2011 as a non-profit organization, uniting different Belgian EBM-organizations. This network is funded by the National Institute for Health and Disability Insurance (NIHDI) to provide a computerized clinical decision support system (CDSS), linked to the electronic health records (EHRs) and supported by guidelines and additional EBM-information.
To accomplish this task EBMPracticeNet builds further on the existing (inter)national expertise:

· by rallying the relevant national EBM-partners;
· by selecting (after evaluation of several candidates) an international partner (Duodecim - Finland).

The CDSS receives structured patient data from EHRs and returns therapeutic suggestions and diagnosis-specific links to guidelines for the full spectrum of clinical areas. EHRs software vendors can integrate this CDSS as a plug-in service and are stimulated to do so by the official homologation criteria.


There are already 190 foreign (Finnish) scripts available, that can be adapted to the Belgian context. The technical platform allows to add extra (national) scripts. To avoid ‘alert fatigue’ by the users, there will be a restrict selection of the available scripts. Feedback of users will be used to fine-tune the offered script collection. 

The CDSS is not a ‘blind cookbook’ of alerts, reminders or clinical suggestions. It is integrated with a broad guideline database, presented in a unique user-friendly technical format, combining two sources:

· (with priority) 50 Belgian guidelines, formally validated and regularly updated,

· (supplementary) a comprehensive database of foreign (Finnish) guidelines, adapted to the Belgian context. 

In the first phase the focus user group are general practitioners (GPs). In following phases the developed EBM-information will be extended to specialists, allied health workers and patients.

The Belgian CDSS is developed in Dutch and French language.

More info: www.ebmpracticenet.be .

Contact person: dr. Carl Cauwenbergh (carl.cauwenbergh@riziv.fgov.be)

Spain

Best practice 7: assessments of medicines and program for therapeutic positioning reports

In Spain, there are many professional associations  issuing guidelines for their interest. As an example, the Spanish society of hospital pharmacists deliver assessments of medicines including cost-effectiveness following a standardized methodological procedure:

 http://gruposdetrabajo.sefh.es/genesis/genesis/
 Due to the decentralized Country structure, there are many Health units, recently there is a program for therapeutic positioning reports on new medicines at the government initiative but involving Regions and also Companies, Health Professionals and Patients at a third stage. 

Denmark

Best practice 8:The Council for Use of Expensive Hospital Medicine (RADS)

In 2009, the Danish Regions established The Council for Use of Expensive Hospital Medicine (RADS) with the aim of agreeing on the use of expensive hospital medicine across regions. RADS has been authorized to work out recommendations for the 100 products that account for 80% of total expenditure for hospital drugs. 

RADS ensures that all patients have equal access to treatment with expensive hospital medicines on a nationwide basis. This is accomplished through common clinical treatment guidelines for the use of each 
medication. Adhering to these clinical treatment guidelines is mandatory. On an ongoing basis RADS appoints committees with leading national experts in different clinical fields with the task of preparing common national treatment guidelines. The committee chairmen are nominated by the Organization of Danish Medical Societies. The clinical treatment guidelines are revised when necessary. 

The common clinical treatment guidelines give the regions a potential for achieving better prices through larger calls for tenders on the included drugs.  The purpose of RADS is thus dual: improved quality of drug therapy and more advantageous drug prices. In other words: more health for our money. RADS has since its beginning established more tan 20 committees, which affects 84 percent of turnover for the 100 product with the largest turnover. The National Audit Office has established that increased standardization in the use of hospital drugs would help regions obtain lower prices (Rigsrevisionen, 2012). 

Best practice 9: The Purchasing Agency for medicines used in the hospital sector (Amgros)

The regions buy medicines via public procurement. Most public tenders are carried out by Amgros, a hospital purchasing agency owned by the five regions. The tenders are conduct on the basis of recommendation listst of RADS. Manufacturers and importers of medicines may freely determine the price of each medicine. The pharmacy purchasing price for hospital-only medicines (HOM) that pharmaceutical companies notify to the Danish Health and Medicines Agency does not correspond to the actual prices that hospitals pay for the medicines. The prices of hospital medicines are lower than in the out-patient sector because Amgros has made an agreement on puchase with the manufacturer/importer. This price is not subject to VAT and dispensing fee as the medicines sold in the out-patient sector. The tendered Price is the settlement Price; no further negotiations take place during price validity. 

United Kingdom

Best practice 10: National Institute for Health and Care Excellence (NICE)

The UK expects clinicians to take guidance from the National Institute for Health and Care Excellence (NICE) on the clinical and cost-effectiveness of drugs and treatments into account when making treatment decisions, involving the patient based on their individual clinical circumstances.

In addition, we expect everyone involved in the care of patients to have due regard for cost-effectiveness and getting value for NHS resources eg through generic prescribing and dispensing, optimising medicines use etc.

Do you see examples of developments/early trends? 

With the establishment of NICE in 1999, cost-effectiveness assumed a greater profile and this has been carried forward by successive Governments.

In 2009, the NHS Chief Executive issued the Quality Innovation Productivity and Prevention (QIPP) challenge. This set out that the NHS would need to make £15 to £20 billion of efficiency savings, while maintaining or improving quality, to reinvest in front line services, to cope with future demand for healthcare in a constrained financial environment. The QIPP national workstreams ceased by 31 March 2013, in line with changes and responsibility shifts in the wider health and care system.
The need for health and care organisations to achieve value, through cost effectiveness etc has continued to be important given the current economic climate.

Which parties / interest groups?

Department of Health,  NHS England, local NHS organisations eg Clinical Commissioning Groups , National organisations, eg, National Institute for Health and Care Excellence (NICE), and at an individual healthcare professional level eg prescribers, pharmacists.    
Who takes the initiative? (government or others?)/What does responsibility mean in this context?

At a national level the Department of Health leads on some initiatives for cost effective prescribing policies, including getting best value from the NHS Drugs Bill, and has overall responsibility for overseeing the health and care sectors    

From 1 April 2013, NHS England assumed responsibility for improving the health outcomes for people in England. In addition, NHS England has taken on many of the functions of the former primary care trusts (PCTs) with regard to the commissioning of primary care health services, as well as some nationally-based functions previously undertaken by the Department of Health.  Further information is available at: www.england.nhs.uk
Many initiatives are driven forward locally, for example by Clinical Commissioning Groups advising local NHS prescribers.  The National Institute for Health and Care Excellence (NICE) is the independent body that provides guidance on the prevention and treatment of ill health and the promotion of good health and social care.  

Which tools do interest groups use/National Programmes and Policies

· NICE guidance  

NICE produces a range of guidance products, including technology appraisals and clinical guidelines and its guidance is based on a thorough assessment of the available evidence and is developed through wide consultation with stakeholders. 

NICE’s technology appraisal guidance provides guidance on the clinical and cost effectiveness of drugs and other health technologies.  There is a legal requirement on the NHS to provide funding for treatments and drugs recommended by NICE technology appraisal guidance within three months of NICE technology appraisal guidance being published. Further information is available on NICE’s website: www.nice.org.uk
· Cost effective prescribing 

The Department issued guidance to PCTs on strategies to achieve cost effective prescribing in 2007. This advised local NHS organisations on how to develop cost effective prescribing policies, including prescribing incentive schemes, which can, for example, incentivise prescribers to write prescriptions generically.  The guidance was revised in 2010 and is available on the Department’s website:

www.gov.uk/government/publications/strategies-to-achieve-cost-effective-prescribing-guidance-for-primary-care-trusts-and-clinical-commissioning-groups
· QIPP Programme

Through the Quality Innovation Productivity and Prevention (QIPP) Programme, the Department of Health worked with partner organisations in England to develop practical guidance and prescribing support tools to enable local NHS organisations to deliver prescribing savings while ensuring that patients continue to receive appropriate, high quality care.  During 2011-12, the NHS made a total of £700 million savings which were associated with the QIPP programme in relation to medicines use and prescribing. 

· Key Therapeutic Topics

A key part of this work was the NICE Medicines & Prescribing Centre’s guide Key Therapeutic Topics – Medicines management options for local implementation.  The Key Therapeutic Topics summarise the evidence-base on topics identified to support the QIPP medicines use and procurement work stream. The topics are usually therapeutic areas where there are potential opportunities for maintaining or improving quality and improving value. Releasing resources from one area of health care whilst maintaining or improving quality of care means those resources are available, for example, for the prescribing of innovative medicines. They are available at: www.npc.nhs.uk/qipp/key_therapeutics_topics.php
· Prescribing Comparators

Underpinning the Key Therapeutic Topics, prescribing comparators have been developed to support organisations and prescribers to review the appropriateness of current prescribing, revise prescribing where appropriate and monitor implementation. The comparators are not intended to be used as targets or performance tables but rather highlight variation and support local discussion and decisions regarding appropriate prescribing.   Further information is available at: www.nhsbsa.nhs.uk/PrescriptionServices/3332.aspx
· Local formularies

NICE issued guidance on the development of local formularies.  Formularies are defined as - 'the output of processes to support the managed introduction, utilisation or withdrawal of healthcare treatments within a health economy, service or organisation'.  The majority of local healthcare economies have formularies to manage the use of medicines and other treatments in that area.  A copy of NICE’s guidance is available at: http://publications.nice.org.uk/developing-and-updating-local-formularies-gpg1
· Local tools 

A number of commercial products are available for use locally.  For example, Scriptswitch is a commercial product which many local NHS organisations purchase for use by prescribers.  ScriptSwitch works at the point at which a drug is prescribed within the prescribers system and automatically displaying a recommendation – for example, recommendations for existing patient medications and suggestions when initiating new treatments during a patient consultation.  Scriptswitch can link to national guidelines, local initiatives and formulary choices instantly. 

Are sanctions in place in case of negative results or non-adherence to e.g. guidelines?

General Practitioners’ (GP) contracts include a clause in relation to excessive prescribing, setting out they shall not prescribe drugs, medicines or devices where the cost is in excess of that which is reasonably necessary for the treatment of an individual patient.    The NHS Information Services Portal provides local NHS prescribing advisers with prescribing data to enable monitoring and of GP prescribing rates.  These data can also be used locally to estimate potential savings opportunities.

Primary Care Organisations may challenge GPs who are routinely identified as having excessive rates of prescribing of expensive branded medicines, without proper justification and who do not change their behaviour, as they could be in breach of their contract. However, there will always be circumstances where the prescribing of branded medicines will be appropriate and GPs must always use their clinical judgement to determine the appropriate treatment for an individual patient. 

What can governments do to stimulate other stakeholders to make themselves co-responsible for cost-effective treatments with medicines?
National initiatives such as NICE guidance and the QIPP workstream have been effective in delivering savings, alongside those actions taken at local level.  

****

ANNEX 4
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	Title
	Best practice examples of (interest) groups taking responsibility for cost-effectiveness / financial outcomes in health treatments

	Reason of the query
	The initiative for this query comes from an expert panel (established by European Union Member States in cooperation with DG Sanco and DG Enterprise) - the "Subgroup 3: Cost-effective use of medicines" under the lead of The Netherlands.
 
Other parties than governments such as patients or practitioners seem to be in a better position to take responsibility in cost-effectiveness in health outcomes than governments will ever be.  
Some examples of the Netherlands show that “treatment guidelines” prepared  by prescribers and patients might result in better outcomes than compared to regulation by authorities.

	
	
	

	Questions

	Do other parties than governments (e.g. patients, pharmacists, prescribers) take initiatives/responsibility for cost-effectiveness / financial outcomes in health treatments in your country? (e.g. through commitment by physicians, possibly in combination with patients in form of cost-effectiveness as a part of treatment guidelines)
Do you see examples of developments/early trends? 

	Country:
	 
	 

	Austria
	As an example the ‘Medicine and Reason’ (Arznei und Vernunft) initiative can be mentioned: since 1999 it has been developing treatment recommendations for specific diseases, e.g. asthma and chronic obstructive pulmonary disease, type 2 diabetes, and rheumatoid arthritis, based on the evaluation of existing evidence. The recommendations are provided in the form of guidelines for doctors and patient leaflets. It started as a joint project between social insurance and the pharmaceutical industry. Doctor and pharmacist representatives became involved in 2003, thus ensuring broad stakeholder representation. 
The adherence to these guidelines also has an impact on cost-effectiveness.

	Belgium
	No examples.

	Cyprus
	There are no such examples in Cyprus.

	Czech Republic
	Patients, pharmacists and prescribers do not. We do not have any example of this issue. But some parties take initiatives. HTA is a developing process now in Czech republic. There are some groups (e.g. iHETA http://www.iheta.org/en, IBA http://www.iba.muni.cz/index-en.php)  which would like to participateat the process of evaluation of cost-effectiveness in cooperation with government institutions. Unfortunately they usually work on a pharmacoeconomic analysis for pharmaceutical companies, so there can be a conflict of interests. There are also some parties at university level (e.g. CzechHTA http://czechhta.cz/?lang=en).

	England (not UK!)
	Please see separate Word document.

	Finland
	Not really. Under the Ministry of Social Affairs and Health, the Finnish Office for Health Technology Assessment (FinOHTA) assesses technologies and practices in social welfare and health care and the Finnish Medicines Agency (Fimea) has recently started producing and collecting evaluations of the therapeutic and economic value of medicines. Managed Uptake of Medical Methods (MUMM) -programme is a joint venture of FinOHTA and the 20 hospital districts providing specialised health care, which aims to to offer critically appraised information for decisions concerning the uptake of new methods in specialised care (http://www.thl.fi/en_US/web/en/research/programmes/mumm). 

Outside the governmental setting (Ministry of Health, municipalities, hospital districts, Social Insurance Institution) there are initiatives to improve prescribing behaviour and to establish national clinical practice guidelines.These initiatives may eventually have an effect on the financial outcomes of health treatments but they are not directly targeted to assess cost-effectiveness or to have a defined financial impact (eg. to contain costs). For example the Finnish Medical Society Duodecim produce independent, evidence-based national clinical practice guidelines (http://www.kaypahoito.fi/web/english/home). However, these guidelines do not include economic analyses. In the pharmacy setting, some pharmacies offer medication review services, usually combined with automatic dose-dispensing services. These tools are aimed to improve rational use of medicines. 

Recently, in the collaboration with Fimea, FinOHTA and Duodecim, a public website has been set up where any party or individual may propose a heath technology or a medicine to be assessed, or a topic for a new current clinical practice guideline (http://ehdota-aihetta.fi/).  

	France
	In France, several initiatives aimed at fostering the quality and safety of medical prescriptions, particularly those targeting the elderly population, have been launched. One of the objectives is to provide health practitioners with the adequate scientific recommendations in order to adjust their medical prescriptions according to the patient's profile. Although no national "wise list" has been elaborated and validated thus far, several documents which can be assimilated to a wise list have been produced and are currently used at a local level at the initiative of public institutions or groups of health professionals. These local documents are mainly used by health professionals who carry their activity in medical houses for the elderly. In order to build up on these different initiatives, the national health insurance has decided this year to subsidize a group of health professionals who will study the possibility of designing a national wise list. This wise list will be tested and assessed at a local level before any generalization.

	Hungary
	In case of orphan enzyme replacement therapies, patients, physicians and the governement define jointly the therapeutic and financial protocol for treatment (inclusion, exclusion critera, targets of the therapy). If the targets cannot be achieved then the treatment has to be stopped. There is a limited budget for these medicines and physician should treat those patients who really benefit from the treatment.

	Italy
	YES, the Italian experience with the Managed Entry Agreements can be mentioned as an initiative to improve cost-effectiveness/financial outcomes in health treatments in Italy. By using these tools (Aifa monitoring registries, conditional reimbursement schemes, Aifa Notes for prescription, Therapeutic Plans, Volume-based agreements, etc) and guaranteeing an appropriate prescription, it is possible to monitor health outcomes, allow accessibility to treatments and control, at the same time, financial outcomes.  

- which parties / interest groups? AIFA, prescribers (GPs or other specialists), healthcare facilities. 
- who takes the initiative? (government or others?) AIFA, during the negotiation of pricing and reimbursement process.
- what does responsibility mean in this context? Responsibility in this context means to reach an adequate control of clinical outcomes (efficacy and safety) and financial outcomes through an appropriate prescription.
- which tools do interest groups use? Mainly web-based tools. 
-  are sanctions in place in case negative results or non-adherence to e.g. guidelines? We do not apply any sanctions in case of negative results; neverthless in case of non-reponder patients, mechanims of refund or discounts are put in place. 
- what can governments do to stimulate other stakeholders to make themselves co-responsible for cost-effective treatments with medicines? Sharing the experiences and knowldge of this kind of initiatives. 

	The Netherlands
	Please see separate Word document.

	Sweden
	No. Perhaps to some extent in some cases. Examples are not known.

	
	
	

	DISCLAIMER
	
	

	The data contained in this document have been provided by the members of the PPRI network and represent the current situation.

	The data do not have any legally binding value and are meant exclusively for the information of PPRI network members

	 who are committed to sharing information on pharmaceutical pricing and reimbursement and policies. 
	

	
	
	

	Contact details of the persons having launched the PPRI query:
	

	Name: Nina Zimmermann
	
	

	PPRI Secretariate at the Austrian Health Institute (GÖG/ÖBIG)
	

	Address: Stubenring 6, A-1010 Vienna, Austria
	

	E-Mail: nina.zimmermann@goeg.at, ppri@goeg.at
	


�	For 2010 it was reported 4 Member States did not apply ERP (see European Parliament 2011, accessible via link below (footnote 3)


�	Impact of cross-reference pricing on pharmaceutical prices: manufacturers' pricing strategies and price regulation, Stargardt T, Schreyögg J., Appl Health Econ Health Policy. 2006;5(4):235-47.


�	Differences in costs of access to pharmaceutical products in the EU, European Parliament 2011, accessible via: � HYPERLINK "http://www.europarl.europa.eu/document/activities/cont/201201/20120130ATT36575/20120130ATT36575EN.pdf" �http://www.europarl.europa.eu/document/activities/cont/201201/20120130ATT36575/20120130ATT36575EN.pdf�


�	Short- and Long-Term Effects of Value-Based Pricing vs. External Price Referencing, Panos Kanavos, Elena Nicod, Jaime Espin and Stacey van den Aardweg, accessible via: � HYPERLINK "http://ec.europa.eu/enterprise/sectors/healthcare/files/docs/valuebased_pharmapricing_012010_en.pdf" �http://ec.europa.eu/enterprise/sectors/healthcare/files/docs/valuebased_pharmapricing_012010_en.pdf�


�	�HYPERLINK "http://ec.europa.eu/enterprise/sectors/healthcare/competitiveness/monitoring/index_en.htm"�http://ec.europa.eu/enterprise/sectors/healthcare/competitiveness/monitoring/index_en.htm�


�	�HYPERLINK "http://ec.europa.eu/health/human-use/index_en.htm"�http://ec.europa.eu/health/human-use/index_en.htm�


�	�HYPERLINK "http://ec.europa.eu/competition/sectors/pharmaceuticals/inquiry/"�http://ec.europa.eu/competition/sectors/pharmaceuticals/inquiry/�


�	�HYPERLINK "http://ec.europa.eu/economy_finance/publications/occasional_paper/2010/op74_en.htm"�http://ec.europa.eu/economy_finance/publications/occasional_paper/2010/op74_en.htm�


�	Leopold, C., S. Vogler, A.K. Mantel-Teeuwisse et al. (2012), 'Differences in external price referencing in Europe—A descriptive Overview', Health Policy, Vol. 104: 50– 60.


�	See page 82 of document accessible via � HYPERLINK "http://www.europarl.europa.eu/document/activities/cont/201201/20120130ATT36575/20120130ATT36575EN.pdf" �http://www.europarl.europa.eu/document/activities/cont/201201/20120130ATT36575/20120130ATT36575EN.pdf�


�	PPI database, see: � HYPERLINK "http://www.goeg.at/en/Reports-Service.html" �http://www.goeg.at/en/Reports-Service.html�


�	Document accessible via


� HYPERLINK "http://epp.eurostat.ec.europa.eu/cache/ITY_OFFPUB/KS-SF-07-045/EN/KS-SF-07-045-EN.PDF" �http://epp.eurostat.ec.europa.eu/cache/ITY_OFFPUB/KS-SF-07-045/EN/KS-SF-07-045-EN.PDF�


�	Panos Kanavos1, Willemien Schurer1 and Sabine Vogler2The Pharmaceutical Distribution Chain in the European Union: Structure and Impact on Pharmaceutical Prices, document accessible via: � HYPERLINK "http://ec.europa.eu/enterprise/sectors/healthcare/files/docs/structimpact_pharmaprices_032011_en.pdf" �http://ec.europa.eu/enterprise/sectors/healthcare/files/docs/structimpact_pharmaprices_032011_en.pdf�


�	Considered model cycle periodicities will -at least- start from 6 months in keeping with EP 2011 overview.


�	By "equilibrium price set" is understood a set of prices for a given medicinal product across all considered countries (including "rest of world" category) at a given moment in time, whereby no price will change in the future as a result of (ERP-linked) price changes in the past.


�	By "pareto improvement outcomes" are understood equilibrium price sets that correspond to a situation where no country pays a higher price for a given medicinal product than was the case at the start of the price simulation.


�	http://www.acceptance.ec.europa.eu/eahc/management/visual_identity.html


�	See � HYPERLINK "http://ec.europa.eu/enterprise/sectors/healthcare/competitiveness/pharmaceutical-forum/index_en.htm" �http://ec.europa.eu/enterprise/sectors/healthcare/competitiveness/pharmaceutical-forum/index_en.htm�


�	An example could be the risk of certain tendering procedures creating de facto long-term monopolies when not properly designed, delivering short term budget savings that are then offset in the longer run.


�	See � HYPERLINK "http://ec.europa.eu/enterprise/sectors/healthcare/competitiveness/process_on_corporate_responsibility/index_en.htm" �http://ec.europa.eu/enterprise/sectors/healthcare/competitiveness/process_on_corporate_responsibility/index_en.htm�


�	See � HYPERLINK "http://www.consilium.europa.eu/uedocs/cms_data/docs/pressdata/en/lsa/122395.pdf" �http://www.consilium.europa.eu/uedocs/cms_data/docs/pressdata/en/lsa/122395.pdf�


�	Following 4 product categories to be considered: (1) patented products with no competitor product within therapeutics class, (2) patented products with competitor product(s) within therapeutic lass, (3) off-patent products with no competitor product within therapeutic class on market (4) off-patent products with competitor product within therapeutic class on market.


�	Following 4 stakeholder groups considered: patients, "research-based" pharmaceutical industry, generic medicines industry, public healthcare payers. 


�	Criteria will minimally include: (1) timely access to pharmaceuticals, : (2) equitable access to pharmaceuticals (3) control of pharmaceutical expenditure (4) long-term budgetary sustainability (5) cross-country scalability  (6) reward for valuable innovation 


�	See �HYPERLINK "http://ec.europa.eu/enterprise/sectors/healthcare/competitiveness/monitoring/index_en.htm"�http://ec.europa.eu/enterprise/sectors/healthcare/competitiveness/monitoring/index_en.htm�


�	See �HYPERLINK "http://ec.europa.eu/health/human-use/index_en.htm"�http://ec.europa.eu/health/human-use/index_en.htm�


�	See �HYPERLINK "http://ec.europa.eu/competition/sectors/pharmaceuticals/inquiry/"�http://ec.europa.eu/competition/sectors/pharmaceuticals/inquiry/�


�	http://www.acceptance.ec.europa.eu/eahc/management/visual_identity.html
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