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	IRISH MEDICINES BOARD

Consultation on IMB strategy




INTRODUCTION

The Irish Medicines Board, as the competent authority in Ireland for the regulation of medicines, medical devices, and healthcare products, is currently developing a new strategic plan for 2011 - 2015 which will set out our high-level strategic goals and objectives. As part of this process, we sought the views of our stakeholders on the issues and priorities we should consider in its development. 

The consultation document was available on the website for public comment from 15 February to 19 March 2010.

NUMBER OF RESPONSES RECEIVED
The IMB received five responses: one from the pharmaceutical industry sector, one from the medical devices sector, and three from the complementary and alternative medicines sector. We welcome the comments received and have summarised them below according to the key themes which emerged from the respondents’ comments.

.

SUMMARY OF COMMENTS MADE

Safety and quality of products on the marketplace
Respondents had a number of proposals to improve the safety and quality of medicines, medical devices and healthcare products. The provision of guidance to both healthcare practitioners and patients was seen as important to promote safe use of products and encourage reporting of adverse events. Respondents also propose that the IMB encourages implementation by users of medical device safety alerts, and works with manufacturers on preventive action to reduce the risks involved.

Security of the supply chain was a particular concern of some respondents who suggested a range of measures including a focus on promotion of good record-keeping to ensure traceability of products; communication and enforcement activities in relation to illegal imports, internet sales and counterfeits; and increased inspection in high-risk areas.

Respondents from the complementary and alternative medicines sector were of the view that the IMB should work with the Department of Health and Children and others to promote complementary medicine practice and effective regulation of the wide range of complementary medicines and health products.

Areas of expertise 

In relation to developing specific areas of expertise, respondents mentioned that the IMB should develop areas of interest relevant to companies operating in Ireland, and develop expertise in new technologies and treatments. 

Regulatory processes

A number of respondents commented on the need for independent, high quality, cost effective regulatory processes, with a focus on continued improvement and predictability in assessment timelines ( especially for national applications), and the need to keep costs at a minimum to ensure wide availability of product.

The pharmaceutical industry had a particular concern in relation to the process and criteria for changing the supply status for medicines for human use. 

Specific attention was drawn to the European Commission assessment of the functioning of the clinical trials directive and the need to avoid any duplication in the assessment of clinical trial applications for human medicines. 

Risk-based regulation

Many comments reflected the current interest in the ‘better regulation’ agenda, and specifically the concept of a risk-based regulatory framework in which a structured analysis of risk is used to direct regulatory efforts to areas where it is most needed, thus improving the efficiency of processes while maintaining or improving the outcomes. Areas where a risk-based approach was proposed included the authorisation of natural medicines, homeopathic and herbal products, and cosmetics. For inspection programmes, the same range of products were proposed as suitable for high-quality, risk-based inspections, as well as sites where there were compliance failures and newly-established sites. Respondents put forward the view that adoption of this approach would reflect the different risks posed by different types of products or company sites, while reducing the administrative burdens and cost to industry.

Transparency and communication
Respondents commented favourably on the extent and nature of the IMB’s current transparency and communication initiatives and requested that we continue to provide timely information to ensure understanding of requirements and to consult widely on new and upcoming issues. Specific proposals included requests for good communications on implementation of the EU regulations on pharmacovigilance and falsified medicines, due to be finalised soon; improving the access to information on the IMB’s website; and publishing an annual business plan with objectives and targets. 

IMB’S COMMENTS
Ensuring the safety, quality and effectiveness of medicines and medical devices is a core function of the IMB. We welcome all suggestions for improvement in this area, whether as a result of a specific consultation process such as this or in the general course of communications with our stakeholders. Over the course of the next strategic plan, the IMB plans to further its work in this area and to contribute to the significant advancements which will arise from the implementation by the Department of Health and Children of the report of the Commission on Patient Safety and Quality Assurance. Ensuring the security of products in the legitimate supply chain and tackling the growing threat of counterfeit medicines will also be key issues to progress.
The IMB is committed to improving its regulatory processes, building on the increases in efficiencies gained through its early adoption of workflow technologies. The issue of developing expertise in niche areas is one which merits further consideration.
Planning regulatory activities on the basis of a risk assessment and placing efforts in areas of highest risk is gaining momentum among regulators in general as a more efficient and modern method of regulation. While risk assessment has formed the basis of regulation at the IMB for many years, a more structured and extensive approach will be developed, in conjunction with our colleagues in other medicines agencies in the EU where similar developments are also in place. 

CONCLUSIONS

The IMB will consider the comments made by our stakeholders as part of the input to the development of our new strategic plan. We would like to thank all those who contributed to the consultation process.
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