Draft Procurement Position Paper

The immediate concern of any hospital pharmacist is to ensure that every patient within the hospital receives the medications they need in order to improve or stabilize their health status and relieve pain and suffering. For this reason, hospital pharmacists have a direct stake in the efficient functioning of the medicines supply chain.

Procurement of medicines is an important part of ensuring an efficient supply of medicines in hospitals. The responsible use of medicines in hospitals strongly depends on the availability, safety, quality and efficacy of medicines in the hospital. Procurement of medicines should therefore take into account not only the volume and price yet should incorporate medical policy, risk and safety management as well as operational choices for the hospital and the larger health ecosystem. Procurement should be part of the hospital quality system in which the process is evaluated regularly and actions are taken to improve the outcomes at therapeutic, patient safety and efficiency level. Additional tendering options to improve patient safety (e.g. primary package barcoding) or efficiency (e.g. aggregated barcoding for compliance with the Falsified Medication Directive) can be incorporated in the procurement process.

Hospital pharmacists have the knowledge, the skills, and the tools for all these aspects and should therefore be involved in all procurement phases involving medicines to be used in or under responsibility of hospitals as outlined in Section 2.1 of the European Statements of Hospital Pharmacy[footnoteRef:1]. [1:  Section 2.2. European Statements of Hospital Pharmacy: Hospital pharmacists should be involved in the complex process of procurement of medicines. They should ensure transparent procurement processes are in place in line with best practice and national legislation, and based on the principles of safety, quality and efficacy of medicines.] 


1) European Legal Framework for Public Procurement 
An overarching European framework based on the EU’s public procurement legislation ensures transparency, equal treatment and non-discrimination throughout the Union. These rules were further simplified in 2014 with the adoption of Directive 2014/24/EU[footnoteRef:2]. Rather than only award a contract on the basis of the best price, authorities are encouraged to integrate qualitative criteria, demand innovative, energy saving solutions or insisting on sustainable and socially inclusive approaches. The EU legal framework sets out procedures which all public sector authorities must follow when conducting procurement above a certain threshold. This also applies to the tendering of pharmaceuticals in the public hospital sector. Pharmaceutical tendering is a complex process that involved different stakeholder and steps that are regulated at national level leading to diverse solutions in the different European countries. In addition, these processes are guided by publications of other international actors such as the World Health Organisation[footnoteRef:3] (WHO) and the Organisation for Economic Co-operation Development[footnoteRef:4] (OECD).	Comment by Robert Moss: This is essential in an EAHP paper [2:  Directive 2014/24/EU of the European Parliament and of the Council of 26 February 2014 on public procurement and repealing Directive 2004/18/EC.]  [3:  WHO, Practical Guidelines on Pharmaceutical Procurement for Countries with Small Procurement Agencies (http://apps.who.int/medicinedocs/en/d/Jh2999e/).]  [4:  OECD, Public Procurement Recommendations (http://www.oecd.org/gov/public-procurement/recommendation/).] 


2) Types of procurement		Comment by Stephanie Kohl: Maybe we could merge this part with the previous section on the EU legal framework.
Several procurement comprised out of the following choices exist:
1. Central price negotiations by government;
2. Central price negotiations by field parties within government frameworks;
3. National purchasing by field parties;
4. Purchasing through regional purchasing contracts;
5. Purchasing through strategic purchasing relationships; and,
6. Purchasing by individual hospitals.

3) Procurement processes and types of procurement
Section 2.4 of the European Statements of Hospital Pharmacy outlines that procurement should be according to the medicine formulary and informed by the formulary selection process. A robust process should also be in place to appropriately procure medicines not included in the formulary where their use is indicated for the safe and effective care of individual patients. In the hospital sector, procurement follows a 6-step process which includes 

1. Choosing a medical policy and volume; 
2. Getting a mandate for negotiation;
3. Tendering;
4. Negotiating; 
5. Implementing the result of the tender; and, 
6. Monitoring prescribing. 

For high risk medicines, the hospital pharmacist should ensure – in accordance with Section 5.6 of the European Statements of Hospital Pharmacy – that procedures are implemented in procurement to minimise risk[footnoteRef:5]. [5:  Section 5.6 European Statements of Hospital Pharmacy: Hospital pharmacists should identify high-risk medicines and ensure appropriate procedures are implemented in procurement, prescribing, preparing, dispensing, administration and monitoring processes to minimise risk.] 


4) Role of the hospital pharmacist in procurement
Hospital pharmacists have the overall knowledge, the experience and genuine interest to evaluate the necessity of centralized procurement of a substance, and understand better than any other healthcare professionals the economic impact that follows the entrance of a new medicine in the hospital formulary. Their involvement is in procurement is necessary both on hospital as well as on national level in all occasions that include hospital-use medicines.

On national level the hospital pharmacist can be involved in the following operations:
1. Central price negotiations by government - through their national hospital pharmacy association
2. Central price negotiations by field parties within government framework - either through their national hospital pharmacy association or as a specialist
3. National purchasing by field parties - either through their national hospital pharmacy association or as a specialist
4. Purchasing through regional purchasing contracts - by means of collaboration, formulary and negotiation

Hospital pharmacists can ensure that a functional, cost-effective and reliable hospital formulary is designed on national level, offering flexibility to cover cases of shortages, by central agreement between the authorities and their national hospital pharmacists' association, during the public tender period.
In more detail, the participation of expert hospital pharmacists (for every type of national procurement procedure that involves specific therapeutic categories, e.g. antibiotics, parenteral nutrition, cytostatics, etc.) in the selection committee assure that all practical and professional knowledge is available and that the committee will come to a fair decision from all perspectives (cost, quality, necessity and adequate quantity of national procurement). 

As sometimes only economical criteria are the decisive factor for a public tender procedure in national  level, the involvement of hospital pharmacists in the procurement committee will make possible a more careful consideration, including also reliability factors for the participating companies such as transport and distribution procedures, time of delivery, quality assurance, available dosages and formations and other information that only experienced hospital pharmacists can provide as evidence-based data.   

On hospital level, the hospital pharmacists role is relevant for two distinct actions, namely
1. Purchasing through strategic purchasing relationships - by means of collaboration, formulary and negotiation; and 
2. Purchasing by individual hospitals - by means of formulary and negotiation.

Procurement at hospital level or with regional or strategic hospital partners reduces the scale of procurement yet it offers more flexibility in adjusting the medicines to local medical practice. Most value is obtained in medicines that are available from multiple sources or for which there are various comparable products. 

Procurement should be carried out according to the medicine formulary and informed by the formulary selection process. Involving medicines use data and evaluation, including risk and safety management can optimise the formulary selection process. 

Hospital pharmacists are part of the therapeutics committee in hospitals. They can combine data of drug use to evaluate formulary compliance and recommend changes to the formulary based on use data and scientific data. Best practices include the evaluation of use of medicines and outcomes of care.[footnoteRef:6]  Including Risk and safety management in the formulary decisions will reduce medication errors. Hospital pharmacists should identify high-risk medicines and ensure appropriate procedures are implemented in procurement. Procurement based on these principles can thus enhance patient safety.[footnoteRef:7]  [6:  van de Garde EMW, Plouvier BC, Fleuren HWHA, et al Pharmacotherapy within a learning healthcare system: rationale for the Dutch Santeon Farmadatabase, Eur J Hosp Pharm Published Online First: 18 September 2017. doi: 10.1136/ejhpharm-2017-001329.]  [7:  L. V. Groudins et al, J. Pharmacy Practice and Research, 2016 vol 46, p 145-151.] 


A robust process should also be in place to appropriately procure medicines not included in the formulary where their use is indicated for the safe and effective care of individual patients.

5) Medication ecosystem 
Without careful use tendering can, in certain circumstances, negatively impact the sustainability of the medicines supply chain. Manufacturers do not always have the manufacturing capacity to meet the potential need and vulnerability to the supply chain is added if alternative suppliers drop out of the market due to loss of tender. Impact assessment tools when conducting tendering should include considerations of the impacts on medicine supply chain vulnerability and sustainability. 

6) Conclusion
For the conclusion, we need to decide whether we want to include calls for action or not. This depends very much on the scope of our paper – i.e. is it just an informative position that sheds light on the views of hospital pharmacists or do we aim at achieving anything with the paper.	Comment by Robert Moss: This is something for the BM. My opinion is that it should be a position paper emphasising the role of the HP in any potential procurement scheme.
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