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	Product shortages as risk factors for clinical and quality of life outcomes
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N.B.: The comments provided by the Evaluators for each criterion are aggregated below. Experts evaluate proposals individually and do not convene for a consensus meeting. As a result, the texts provided for each individual comment may contain some discrepancies. This is normal: the evaluation process allows different views to be expressed and considered. The COST Office does not disclose the identity of evaluators and the views expressed by the evaluators should not be understood as official COST Office views or positions on the proposals submitted. Evaluators are free to express their views, based on their expertise and within the limits of the guidelines provided.

	#
	Criteria
	Evaluations

	Section A

	A.1.1
	State of the Art
Does the Proposal show a good understanding of the state-of-the-art? What are the main strengths and weaknesses of this section?
	Evaluator

Comment

1

Proposal shows excellent understanding of the state-of-the-art in the field. It poses the key and crucial research questions with heavy impact to the health care provision across EU. This fact, together with sound methodological approach presents key strengths of the proposal. Its potential weakness are some of its very ambitious goals, related to both horizontal and vertical vast networking of stakeholders and targeted consensus guidelines. In case of successful funding it remains to be seen whether such tasks are achievable during the Action duration.
2

A very good proposal with a good understanding of the state-of-the-art in terms of the complex battle to prevent the EU restriction on supply critical drugs and products in the food domain. Well written trans-disciplinary proposal according to the TDP Pilot guidelines. The state of the art and background information are comprehensively and coherent described based on up-date literature review. The strength: Action has addressing a hot topic of global health matter in relates to true clinical outcomes caused by the shortage problem. Weaknesses: Beside possible issues related to pricing, no information about the measures of effectiveness (their validation of treatment) as best evidence required to assign a new drug as a substitution (e.g. mortality, disease morbidity, functional status, quality of life, etc.)
3

There is a good understanding of the state-of-the-art however the issue of drug shortages is highly complex and there are large differences among countries which have different regulation of the market and diferenet reimbursement system. I doubt that the authors of the Proposal has analyzed so thoroughly these differences since the problem remains underexplored in many countries (and will remain since the Proposal includes only several countries in the EU)


	A.1.2
	Relevance and Timeliness
Given the current state of the art: a. Is the challenge relevant? If not, why? b. Is it the right time to tackle the proposed challenge?
	Evaluator

Comment

1

Occasional interruptions of supply with both pharmaceuticals and medical equipment and consumables, happening across the globe, exhibit crucial impact to the accessibility, quality and above all, timely delivery of medical care. Challenge posed by this Action proposal is ultimately relevant because shortages of essential medicines in particular threaten survival of patents particularly in emergency care and oncology indications. Timing of challenge is also appropriate because, unfortunately, the incidence of such shortages, mostly due to the pace of market globalization, was increasing during past several years. Coping with such a serious difficulties of both out- and inpatient care now instead of tomorrow, would mean promise for the future. 
2

A comprehensive overview of the state of the art is provided; including the reason for failure of severe shortages of drugs that have forced physicians in the USA to practice medicine from crisis to crisis are likely to continue for several more years. The challenge is relevant in Europe, too: 99% of hospital pharmacies across more than 25 European countries were affected by medicines shortages in their hospital. Proposal provides extremely relevant examples which highlight the innovative character of the proposal and also its technological and economic viability risks. The proposed COST Action could be solid prospects for the solutions to be identified and implemented in addressing the product shortages as risk factors for both clinical and quality of life outcomes.

3

The challenge is relevant. I am not certain whether it is a right time to tackle the challenge since there is too little knowledge about the causes of drug shortages in many EU countries and too little research. 


	A.1.3
	Challenge Feasibility
Is the challenge feasible? In other words, is it reasonable to assume that the proposed challenge can be tackled by a network or is the challenge too ambitious? If too ambitious, what are the main constraints for the feasibility of the challenge?
	Evaluator

Comment

1

The challenge feasibility presents possibly the only core weakness of the proposal for action. Many of the project targets, such as common database and analysis of all shortages episodes are indeed achievable in practice. The aim of reconciling significant conflicts of interest that exist among manufacturers, suppliers, public health care funding agencies and large hospitals and even build up a consensus guidelines paper on dealing with shortages sounds less realistic. Nevertheless the idea is beautiful and its potential fruits are considerable for the affected societies. This proposal should be seriously considered for funding regardless of this weakness. 
2

The quality and effectiveness of S/T methodology is high and the work plan is well structured and consistent with the project objectives, to carry out a full investigation as to why we are having such problems now and why is it so extensive as well as to legislate remedies. Very well identified the proposed challenge to be tackled (e.g. to better understand the causational factors of medicines shortages). 

Precisely specified the proposed COST Action challenges to be tackled (e.g. need to examine the extent, nature and role of production problems in causing Europe’s current medicines shortages problems, sharing research on the topic and providing a platform for information to be shared).

3

I am of the opinion that the challenge is too ambitious. The problem involves many diferent professional and there is little experience in scientific cooperation between these professions and little willingness.


	A.2.1
	Risk Level
What is the level of expected return versus the level of uncertainty in terms of potential impacts?
	Evaluator

Comment

1

Shortages of supply in pharmaceuticals postpone application of treatment in many life threatening conditions. It is known from crisis affected populations that such shortages severely affect patient survival and prognosis. Therefore expected return on investment in case this action succeeds in its goals is incredibly high. Decent level of uncertainty exists in matters of arbitration among stakeholders with radically opposed interests. Regardless of this issue, all other project targets are quite achievable so that overall risk level is acceptable.
2

The project, if successful, can have a significant impact towards the achievement of EU targets for solutions to supply critical medications in shortage. Very promising the ambition to achieve a coherent group (e.g. from health professionals, patients, industry experts, health economists and public policy experts) with one goal but different interests within it: examining the range of impacts, causes and solutions. The objectives are clearly defined; however their achievement is not directly verifiable (e.g. means of validation and the aim of extension to all 28 EU countries are lacking). 
3

There is high level of uncertainty and the expected return is difficult to assess. Too few countries are to be involved in the Project to study all particulat problems related to drug shortages. 


	A.2.2
	Scientific and/or Societal Impact
What are the potential impacts of meeting the proposed challenge, in terms of knowledge (written and unwritten, personal and collective) and/or in terms of societal impacts?
	Evaluator

Comment

1

Scientific impact of the action could be relevant on grounds that medicine shortages, so far, have been dealt with almost exclusively on a national level in a variety of world regions. Knowledge to be produced could grasp policy makers attention across different levels of health care hierarchy both within EU and beyond. Societal impact of the project is potentially huge. Providing almost steady supply with majority of essential medicines and particularly treatments for rare or life threatening conditions, could improve health outcomes in many European countries. These clinical outcomes of care refer to diagnostic efficiency, prognosis on survival and quality of life. Proposal is very convincing on these matters.
2

Contribution to the EU drugs, foodstuff and nutriceuticals shortages efficiency policy with proposed development of a constructive agreement on adequate next steps of producers, store keepers, wholesalers, hospital pharmacists, authorities and administrators. Societal objectives of this Action are addressed perfectly (e.g. economic frameworks, erroneous incentives in the supply chain, conflicts of interest, and problematic cost-benefit ratios that serve to exacerbate or create shortages). Transnational approach is justified. The proposal clearly demonstrates how strongly the Action will improve the treatments outcomes.

3

The impact is very important and there is an important cosietal impact. The differences among countries and variability of the problem would be important obstacles.


	A.2.3
	Timeframe
Can impacts be expected in the short term or the long term? Even if the impacts are long term, is there a sufficiently well-argued case for tackling this challenge now?
	Evaluator

Comment

1

There might be some gains in the short term. Such gains could be international dissemination of successful policy models how to cope with shortages problem (such as the Swiss one). Majority of fruits should be expected in the long run after joint data base on majority of shortages episodes in involved countries is formed and analysed. Such a unique, pioneering knowledge on a crucial determinant in a medical services provision chain, would highly likely bring fruits in several years from funding initiation. Proposed tasks could be conducted in a realistic manner during proposed time span.
2

Impacts can be expected in the short term because the main research questions and subjects are well-formulated, very well identified the proposed next action steps of all stakeholders and the development plan is sufficiently well-argued, correct and real. The strategic objective section is carefully and extensively documented.
3

The impact could not be expected in a short term since the issue is too complex and too country-specific. In the long-term the impact is doubtful due to chamging narure of the problem caused by legal regulation, reimbursment policies and factors that cannont be predicted eg,. epidemicc, economic crosis, etc)


	Section B

	B.1
	In Relation to the Challenge
Is there a well-argued case on how the network would actually and practically help meeting the proposed challenge specifically by coordinating the work of different pan-European research groups and/or stakeholders, keeping in mind the above definition of added value of networking?
	Evaluator

Comment

1

There is substantial added value of networking in case that COST funding for this action is approved. So far there are no coordinated supranational activities on preventing medicines shortages in Europe (except European Medicines Agency providing rather simple catalogue of ongoing events). Problem of drug supply chain interruptions is in most cases, initiated due to legislative framework changes and market dynamics elsewhere across the globe. It happens outside small markets which are commonly the most heavily affected ones. Therefore networking is urgently needed among academia, industry ,regulatory bodies and patient groups across Europe. This proposal would help build up expert cores devoted to the issue that did not caught sufficient authorities attention so far.
2

Precisely specified the advantages of the proposed COST network to facilitate the bottom up solutions opportunity and communication between the variety of stakeholders: the different sectors of the pharmaceutical industry and global health authorities as it seek to understand and address this complex problem of drug shortages in Europe (e.g. understanding between payer interest and supplier of the consequences on supply chain sustainability, the way of sourcing alternative supply, recommending or manufacturing alternatives). Carefully-prepared and sufficiently detailed, especially the works regarding the coordinating on ways to better understand the root causes and possible mitigation for drug shortages. The transnational approach is sufficiently explained.

3

The network is too small, included only several countries there is a strong likelihood that it will by dominated by big companies and there is little chance that the building of the network will provide an added value


	B.2
	In Relation to Existing Efforts
Is networking needed given the current scientific/technological landscape in terms of existing projects and networks?
	Evaluator

Comment

1

There is a variety of smaller scale, mostly national funding of academia based projects on market supply and equity of access to pharmaceuticals both in Europe and beyond. Current networking is not sufficient to contribute to long term solutions of this growing problem.Based on the fact that replacement of missing drugs is costly, affordability of these alternatives is particularly serious issue in post-2004 Central and Eastern European member countries as well as in the EU neighbouring regions of CIS and Western Balkans. Approval of COST funding for the project would provide this pioneering task wings to create new, essential pharmaceutical policy knowledge needed by many European economies.
2

Well justified the action networking. It is needed as it is very promising on the prevention of drug shortages which is critically important to public health in Europe. Although the action will not completely resolve the issue, it will improve the understanding of shortage problems. Very well justified the networking needed towards resolution of shortage problems across Europe.  In its approach to the problem of drug shortages no other pan-European mechanism for achieving this, has been identified. No funding research-sharing activity (e.g. existing projects and networks), has been identified to work to assure the reliable supply of medicines to patients. 
3

The networking in this case is needed and feasible but due to large diferences between countries it is too challenging to build it. 




