NHS Brent 
Control of Entry Policy for Pharmaceutical Services
1. Purpose/Summary 

The purpose of this paper is: 
· To provide a background and overview of the statutory and local interpretation of the NHS (Control of Entry) Regulations 2005 (“the Regulations”) introduced with effect from 1 April 2005 and to identify actions required in NHS Brent to bring our arrangements into line
· To seek approval of arrangements for dealing with pharmacy applications in NHS Brent.
2. NHS (Control of Entry) Regulations 2005
The NHS Act 1977 requires Primary Care Trusts (PCTs) to approve an application from a pharmacist only where it is necessary or desirable in order to secure the adequate provision of NHS pharmaceutical services in the neighbourhood. This is known as “control of entry”. Control of entry is underpinned by the NHS (Pharmaceutical Services) Regulations 2005.

In April 2005, at the same time as the introduction of the new community pharmacy contractual framework, changes to the Regulations1, were made. These changes were made to support PCTs in ensuring that new pharmacies were easier to access, had longer opening hours and offered a planned and wider range of services which met the PCT’s assessment of pharmaceutical services that were needed locally. In addition to the regulatory test of “necessary” or “desirable” PCTs were required to consider additional factors relating to competition and choice. 
Four automatic exemptions to the regulatory test were added and the application and decision-making process was streamlined.
Control of entry regulations: 
a.      Criteria of Competition and Choice
Factors to consider under this criteria are as follows:
· The level of access
· Choice and diversity in the neighbourhood

· Innovation in service delivery

· Services to specific populations to meet disease needs

· The overall longer-term impact.
b.      Four automatic exemptions to the regulatory test
Four types of pharmacy application are now exempt from the normal control of entry test. These are:

1)      Pharmacies based in large shopping developments, over 15,000 square metres gross floor space, but only in out-of-town sites.  

Currently there are no such sites in Brent but this will be kept under review. 

2)      Pharmacies that intend to open for more than 100 hours per week 

     
The applicant may specify the hours that he/she will provide pharmaceutical services. It is however a condition of this exemption that the total contractual hours during which pharmaceutical services will be available is 100 or more.


Pharmacies which are part of larger stores (in excess of 280 square metres) must ensure that they comply with the requirements of the Sunday Trading Act 1986. NHS Brent will need to monitor opening hours to ensure a minimum of 100 hours is maintained and are able to take action against a contractor who fails to meet the 100 hours per week without good cause. One 100 application has been accepted in Brent.
3)      Consortia wishing to establish new One Stop Primary Care Centres 

      
One stop primary care centres must provide a regular, comprehensive range of other NHS services in addition to usual GP services, serve a registered population of 18,000 or more and be part of the PCT’s strategic service development plan or equivalent written service development strategy.  These exemption criteria do not apply to one stop centres agreed before 1 April 2005, unless there is substantial new development or redevelopment after 1 April 2005. Pharmacies do not have to be part of the consortium but the centre must be under the control or management of the consortium.

4)      Wholly mail-order or internet based pharmacy services 

These pharmacies will be required to provide a fully professional service within the provisions of the new contractual framework.  As with traditional retail pharmacies, wholly mail order or internet-based pharmacies must have premises which are registered with the Royal Pharmaceutical Society of Great Britain (RPSGB).  Wholly mail-order or internet pharmacies must not provide face to face services but must provide a full range of essential services. The applicant must satisfy NHS Brent how contact with customers will be provided. One internet based application has been accepted in Brent.
For the first three application exemptions, NHS Brent can determine the range of enhanced services that these applicants need to provide. If NHS Brent does not specify additional enhanced services, the exempted pharmacy need only provide essential services as outlined in the new community pharmacy contractual framework. 

The choice of criteria for exempt applications is designed to ensure that any new exempt pharmacies within the PCT offers a planned and wider range of services in response to NHS Brent’s assessment of local need.
Application administration and decision making structure
Harrow’s Shared Services (21 Building) administers pharmacy applications on behalf of NHS Brent. All pharmacy applications are received, reviewed and processed by Shared Services in accordance with the regulations.  Applications are passed to NHS Brent for final consideration along with any supporting recommendation from Shared Services.  Under the Regulations, NHS Brent is required to convene a Pharmacy Regulations Panel to consider applications.  We are required to consult widely with patient, consumer and local community groups that have a direct interest in local pharmaceutical service provision. The minimum consultation period is 45 days.  NHS Brent is required to reach a decision on an application within four months of the due date for receipt, unless there is good cause.  

Over the last year, three applications have been considered by an ad hoc committee accountable to EMT.  We are now proposing to establish a Pharmacy Regulations Panel as a sub committee of Governance EMT.  The proposed draft terms of reference are attached at Appendix 1.  It is proposed that the draft terms of reference are reviewed by the Panel and that a confirmed or revised version are brought back to the next Board meeting for approval.
Proposed panel membership is as follows:
· PCT Director or Assistant Director Primary Care Commissioning

· NHS Brent Community Pharmacy Contract Manager

· LPC representative

· Patient and Public Involvement manager 
· Local Involvement Network representative

· Shared Services representative

Some PCT Pharmacy Panels include a non executive director but it is suggested such a model does not conform with NHS Brent’s governance arrangements where NEDs do not usually perform an executive role.
Appeals 

Appeals are heard by the National Health Service Litigation Authority (NHSLA) and the Family Health Services Appeal (FHSAA) Unit – Special Health Authority3. 

Recommendations
The Board are asked to 

1. note the regulatory requirements relating to pharmacy applications

2. approve the establishment of a Pharmacy Regulations Panel
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Appendix 1

PHARMACY REGULATIONS PANEL
DRAFT TERMS OF REFERENCE
1.
OVERALL ROLE OF THE PHARMACY REGULATIONS PANEL (PRP) 

· To provide assurance to the NHS Brent Board and contractors that the

Pharmacy Control of Entry administrative and decision making processes are robust and transparent.

· To review the Control of Entry application processes in light of any regulations.

· To consider Control of Entry applications in an equitable way, against defined criteria and on individual merit, in a timely manner in accordance with guidance and regulations.

·  To consider applications for changes in pharmacy opening hours with respect to impact on access and patient services

· To consider applications to change the level of pharmaceutical services

· To consider applications for change in ownership

· On behalf of the Board, appropriate members of the Panel have delegated responsibility to make a decision on individual Control of Entry applications

2.
MEMBERSHIP

PCT Director or Assistant Director Primary Care Commissioning

PCT’s Community Pharmacy Contracts Manager

LPC representative

Patient and Public Involvement Manager or Lay person

Local Involvement Network Representative

Shared Services Representative

When required, the Control of Entry Panel may co-opt appropriate people for advice.

3.
DECLARATIONS OF INTEREST

Any interests in applications must be declared prior to the Panel meeting. Conflict of interest is defined in Regulation 24(6) of the NHS (Pharmaceutical Services) Regulations 2005 as any person:

(a) who provides or assists in providing pharmaceutical services under Part 2 of the Act;

(b) who is an LPS chemist;

(c) who holds a GMS contract, or is a legal and beneficial shareholder in, or director or

company secretary of, a company which holds a GMS contract, or is employed or engaged by a GMS contractor;

(d) who is a PMS contractor, or is a legal and beneficial shareholder in, or director or

company secretary of, a company which is a party to a PMS agreement, or is employed or engaged by a PMS contractor;

(e) who is an APMS contractor, or is an officer, trustee or other person concerned with the management of a company, society, voluntary organisation or any other body which is an APMS contractor, or is employed or engaged by an APMS contractor;

(f) who is employed or engaged by a Primary Care Trust for the purposes of providing primary medical services within a PCTMS practice; or

(g) who is a party (other than a Primary Care Trust) to a pharmacy pilot scheme, or an officer or employee of such a person, or who provides or assists in providing local

pharmaceutical services under a pharmacy pilot scheme, shall take part in any decision under this regulation.

4.
AUTHORITY
The Pharmacy Regulations Panel is a sub committee of Governance EMT and has delegated responsibility for deciding on individual Control of Entry applications. A summary report will be sent to the Board for information on an annual basis.

5.
WAYS OF WORKING

·  All panel members should be aware of the Regulations for Control of Entry applications.
·  All discussions will be treated as confidential within the group unless otherwise directed by the Chair.

·  Meetings will be minuted. The information contained within the Panel minutes can be subject to an application for disclosure under the Freedom of Information Act ("FOIA").

· Information contained within the minutes, which is considered to be commercially sensitive or confidential, may be exempt from disclosure provided criteria contained within the relevant exemptions, as set out in the FOIA are satisfied. 
· Should any Panel member wish to share any information with the Panel which is potentially commercially sensitive or confidential, consent should be obtained from the relevant third parties, together with an explanation that the information may be subject to an application for disclosure under the FOIA by any person.

· The Panel will be notified to convene at the earliest possible time upon receipt of a new application.

· Only those Panel members who do not have a conflict of interest will be able to make the final decision regarding individual applications. Other panel members with a conflict of interest will be asked to leave the decision-making part of the meeting.

· There must be a minimum of 3 appropriate representatives from the PCT available at the Control of Entry Panel in order for a decision on an application to be made.

·  Following initial discussions by the entire group, any Panel members who are precluded from being involved in making the final recommendations will be asked by the Chair to withdraw prior to consideration of the final decision. All remaining Panel members will be involved in discussing the application.

·  Applications will be considered in line with the NHS Regulations and any other relevant regulations, together with the strategic direction, priorities and pharmaceutical needs assessment of the PCT.

6.
ROLES OF INDIVIDUAL PANEL MEMBERS

Chair – PCT Executive Director or Assistant Director Primary Care Contracts and performance. To ensure that the application links up to the relevant section of the Regulations, and that all relevant matters are taken into consideration when making a decision. To direct fair and objective discussion of relevant issues. To ensure that all members of the Panel can contribute to discussions around new applications. To ensure the above conflict of interest requirements are met. To ensure that only relevant NHS Brent Panel members who do not have a conflict of interest in the application are involved in making the decision, they must not themselves have a conflict of interest in the application being considered. In the absence of the Chair, a nominated deputy will chair the meetings.

PCT Pharmacy Contract Manager/Community Pharmacy advisor – To be involved in organising and convening control of entry panel meetings and working with Shared  Services to ensure efficient processing of applications. To be involved in panel discussions and advise on regulations and other professional and clinical issues. To consider applications in relation to the views and priorities and strategic development of pharmacy services across the Primary Care Trust.

Local Pharmaceutical Committee (LPC) Representative – To provide fair representation of the views of the LPC and local contractors. This should be a member who has no conflict of interest in the application.

Patient and Public Involvement Manager or lay person - To ensure that any views of the patient forums and the public have been given due consideration by the panel.
Local Involvement Network representative - To ensure that any views of the patient forum have been given due consideration by the panel.

Shared Services Representative - To provide panel members with advice regarding

Control of Entry regulations and processes and to consider the application in relation to the views and experiences of DSS. To provide administration support in terms of processing applications.

In Attendance:

Pharmacy Contracts Manager – To minute the Control of Entry Panel meetings. 
The minutes of the meeting shall be circulated to: 

· The Chair 

· Local Pharmaceutical Committee/Local Medical Committee and other interested parties as mentioned in the regulations and identified for particular applications (Regulation 27) 

· Shared Services

· Any committee relevant to Community Pharmacy and Primary Care including the Primary Care Contractors meeting.
Dissemination of Panel Decisions

Shared Services will ensure that the affected contractors and other relevant bodies are notified of the outcomes of the Pharmaceutical Regulation Panel. 

All Panel members will be expected to make themselves available, as far as possible, to sit on the Control of Entry Panel when requested to do so. No panel member will discuss the merits, or otherwise, of applications or potential outcomes with any applicant, or interested party, at any stage during the application process, prior to the determination of any subsequent appeal, or expiry of the relevant appeal period, unless there are unusual circumstances.
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