1.
The concept of the red tape reduction initiative?
The Better Regulation of Medicines Initiative (BROMI) is a collaboration of industry, government, and health professionals led by the Medicines and Healthcare products Regulatory Agency (MHRA), the UK’s medicines watch dog.  The MHRA’s job is to regulate the pharmaceutical industry to ensure medicines are effective and are acceptably safe.  BROMI is a ground-breaking initiative which is changing medicines regulation from within to deliver new and updated medicines to patients faster, thereby benefiting patients not just to minimise industry burdens.

BROMI has achieved the first break throughs in simplifying the complex and time consuming systems of medicines regulation built up since thalidomide, and in doing so upheld the fundamental need to always put patient safety first.  

The BROMI concept is that different regulatory models are appropriate in different circumstances. The key principle being that the regulatory framework should be proportionate to the risk.  This enables the MHRA to better focus their expertise on important public health issues rather than routine administrative work.  BROMI is working to a 3 tier regulatory model with applications that could be self certified, to changes requiring prior approval by a third party, to applications that would continue to require MHRA assessment.  In all situations BROMI works within the relevant legislative framework.
BROMI has shown that: 

· Medicines regulation can be targeted, risk based and proportionate and still deliver high levels of patient safety

· Industry is benefiting enormously not only in lifting resource burdens but in gaining market opportunities and empowerment

· BROMI principles have been grasped by the European Commission law makers and now the US Food and Drug Administration (FDA) recognises their importance

· Most importantly patients are benefiting in getting better medicines faster.

2.
The impact of the initiative for an individual enterprise?
The current medicines regulatory processes are in place to protect public health via vigorous assessment of applications from the pharmaceutical industry. Maintaining marketing authorisations (MAs) can be extremely time consuming and resource intensive; it represents a significant administrative burden for both the company holding the MA and the MHRA.  The burden of regulation on pharmaceutical companies impacts directly in terms of staff costs and investment in generating data to respond to standard regulatory requirements, and indirectly in the costs of unpredictability of outcome and resulting opportunity costs. The administrative burden of the regulations BROMI is addressing is around £211 million, which covers industry preparation of submissions, responses to questions and (for medicines packaging) artwork and design.  

The BROMI regulatory “menu” of changes has benefited customers in costs and predictability.  Some examples to illustrate this are:
New medicines labelling and patient information leaflets

325 changes to medicines labelling and patient information leaflets have been approved by self certification without MHRA scrutiny.   If the scheme was fully utilised by the pharmaceutical industry this could account for up to 600 submissions per annum going via this route.

Approval of new MAs (licences)

The process by which applications for simple duplicate MAs are processed has been streamlined and there is potential for these applications to now be determined in predictable timeframes for industry.  The process by which applications to change the ownership of an MA from one company to another has also been improved and a separate procedure has been introduced to enable parallel processing of related applications, instead of sequential handling which reduces the overall time to approval.  
Updates to Licences

350 notifications for updates to medicines licences (variations) have been self-certified by the applicant company which would normally have been formal applications for assessment. There is the potential to move up to 8000 such notifications per annum when the scheme is fully utilised.  A pilot scheme for BROMI variations has been completed successfully and plans are in place for full roll out.

New packaging
34 attractive and helpful clear designs for patients to better engage with instructions for safe use have been approved by a third party.   Branding is an important aspect of over-the-counter medicines and clear guidance in this area can help produce a consistent approach, which will be beneficial to patients.  The pilot phase is continuing to gain more experience ahead of full roll out across the pharmaceutical sector.
Safety reports

In the post-approval area of pharmacovigilance, MA holders have legal obligations to screen the published literature and notify the MHRA of any cases of serious side effects they identify which are associated with medicines for which they hold an MA. For some medicines, (e.g. paracetamol) MAs are held by multiple companies, and this can result in multiple submissions of the same literature article to the MHRA. On receipt of such a report, the MHRA has an obligation to send back an Anonymised Single Patient Report (ASPR) to all companies who hold an MA for any drug listed as a suspected medicine in the report.  Since April 2007 the MHRA has introduced a change that enables MA holders to identify which ASPRs originate from which literature article by including the literature reference and therefore prevents duplicate re-submission of the same case.  The literature reference also helps with identification of duplicate cases within internal databases by industry.  
MA holders also have legal obligations to provide to the medicines regulators updates on the worldwide safety experience of medicines for which they hold MAs. A Europe wide Periodic Safety Update Report (PSUR) synchronisation scheme has already reduced the burden on MA holders in the production of PSURs. The MHRA is currently working with industry to reduce this burden further. As part of this initiative through BROMI a pilot is soon to start to assess the feasibility of MA holders working together to produce a common PSUR for the same active substance through a work sharing scheme thereby reducing the number of PSURs MA holders generate. If successful this should result in significant administrative and financial savings for industry. 

Summary

The BROMI work has introduced a much greater degree of predictability for the pharmaceutical industry, in maintaining an MA, especially in relation to timings.   The changes mean that the MHRA can better focus their resource on areas that carry more risk, which will ultimately benefit patients and the public and sustain success for all stakeholders. Industry is benefiting enormously not only in lifting resource burdens but in gaining market opportunities and empowerment.
3.
The way to apply the initiative?
BROMI has shown that medicines regulation can be targeted, risk based and proportionate and still delivers high levels of patient safety.  BROMI is working to a 3 tier regulatory model with notifications that could be self certified, to changes requiring prior approval by a third party, to applications that would continue to require full MHRA assessment.  
Where possible administrative procedures have been simplified and barriers removed in specific areas such as changes to the details of medicines MAs, changes to medicines labels and leaflets, non-statutory changes to medicines pack design, change of ownership from one company to another and duplicate MAs.    As well as licensing approval procedures, the BROMI rolling programme of work is also tackling safety monitoring requirements at the very heart of regulation.  The opportunities for using IT systems to implement BROMI ideas are now also being explored and the BROMI group is constantly considering how the BROMI initiative can be applied to other areas of medicines regulation.
Every opportunity is taken to share the principles and benefits of BROMI work with European colleagues and at an International level.  BROMI principles have been included within the UK response to the Commission’s consultation on the amendment to the Variations Regulation as the benefit to all member states is foreseen.  The BROMI model has also been explored in recent US / European co-operation discussions.  There is increasing recognition of its potential.
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