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Summary

NHS Brent has a statutory duty to publish its first pharmaceutical needs assessment (PNA) by 1 February 2011.  Failure to meet this duty could lead to a judicial review.  This paper provides information on PNAs and the action NHS Brent will need to take.  Due to the high level of risk such as the failure to follow due process and to produce a PNA within the stated timeframe, the development of the PNA has been added to NHS Brent Primary Care risk register.
Background 
The White Paper Pharmacy in England: Building on strengths – delivering the future
 was published by the Department of Health in April 2008.  It highlighted the variation in the structure and data requirements of PCT PNAs and confirmed that they required further review and strengthening to ensure they are an effective and robust commissioning tool which supports PCT decisions. 
The Health Act 2009 amended the National Health Service Act 2006 to include provisions for regulations to set out the minimum standards for PNAs.  The regulations
 were consulted on in late 2009/early 2010 and were laid in Parliament on 26 March 2010 and come into force on 24 May 2010.

The duty on the PCT
The regulations place a statutory duty on each PCT to develop and publish their first PNA by 1 February 2011.  The regulations set out the minimum requirements for the first PNA produced under this duty, and these include such things as data on the health needs of NHS Brent’s population, current provision of pharmaceutical services, gaps in current provision and how the PCT proposes to close these gaps.  The PNA will also consider the future needs for services.  
Brent PCT is required to undertake a consultation on their first PNA for a minimum of sixty days, and the regulations list those persons and organisations that must be consulted eg the Local Pharmaceutical Committee, Local Medical Committee, Brent LINKs and other patient and public groups.
The Department of Health produced an impact assessment
 on the requirement for PCTs to develop and publish a PNA.  The PNA will be updated at least every three years and the cost of subsequent PNAs will be less. NHS Brent expects to spend £30,000 on the development of its PNA.  
Action to date

NHS Brent has contracted with Webstar Health to support the delivery of its PNA.  A steering group has been set up with core membership including the Deputy Director Primary Care, Public Health Consultant and Public Health analyst, Assistant Director of Community Engagement & Equalities, Pharmacy Contracts Manager, Webstar Health Representative, PEC/Clinical lead, GP representative, LPC representative and NHS Brent Chief pharmacist. The steering group will be meeting monthly. 
The contractor questionnaire has been agreed with the Local Pharmaceutical Committee and sent to all 73 community pharmacy contractors. Groups of stakeholders have been identified by the steering group. Future agendas for the steering group will consider methods of engagement with the public and communication strategy both for the consultation process and on publication of the PNA.
Market entry

In addition to being a tool to commission pharmaceutical services, PNAs will in future be used to determine applications form pharmacy and appliance contractors to open new premises in the PCT’s area, or to move to new premises.  This will replace the current system whereby the PCT decides if it is necessary or expedient to approve an application in order to secure access to pharmaceutical services in a particular area (also known as the control of entry system) and will help the PCT to commission pharmaceutical services to meet the health needs of its population.  It is therefore important that the PNA is a robust document and that it links to the PCT’s Joint Strategic Needs Assessment.
Risks to the PCT

As NHS Brent is under a statutory duty to develop and publish its first PNA by 1 February 2011, and to then use it to determine applications from pharmacy and appliance contractors, there are some risks to the PCT.  These can be summarised as follows:
	Issue
	Implication

	Failure to identify adequate resources to develop the first PNA and therefore failure to meet the statutory duty
	SHA interest and potential Judicial Review

	Failure to develop the first PNA
	SHA interest and potential Judicial Review

	Failure to follow due process in producing the first PNA
	Potential Judicial Review

	Failure to publish the first PNA by 1 February 2011
	SHA interest and potential Judicial Review

	Inadequate first PNA that does not allow the PCT to determine applications from pharmacy and appliance contractors
	Potential Judicial Review and/or appeals to the NHS Litigation Authority’s Family Health Services Appeal Unit

	Commissioning of pharmaceutical services that are not based on the health needs of the population
	Inefficient use of financial resources.


Due to the number of risks to the PCT the development and publishing of the PCT’s first PNA has been added to the Primary Care Directorate Risk Register.

Timeline

The timeline for the development of the PCT’s first PNA can be found at Appendix 1. 
Next steps
The board is asked to note the paper and the risks.  Regular reports on progress will be submitted for the board’s consideration.  The final PNA will be submitted to the Board for approval at the Board meeting on 27th January 2011.
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� � HYPERLINK "http://www.dh.gov.uk/en/Publicationsandstatistics/Publications/PublicationsPolicyAndGuidance/DH_083815" ��http://www.dh.gov.uk/en/Publicationsandstatistics/Publications/PublicationsPolicyAndGuidance/DH_083815� 


� � HYPERLINK "http://www.opsi.gov.uk/si/si2010/uksi_20100914_en_1" ��http://www.opsi.gov.uk/si/si2010/uksi_20100914_en_1� 


� � HYPERLINK "http://www.dh.gov.uk/en/Publicationsandstatistics/Publications/PublicationsLegislation/DH_115570" ��http://www.dh.gov.uk/en/Publicationsandstatistics/Publications/PublicationsLegislation/DH_115570� 







