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Controlled Drugs Annual Report 2009-10
1. 
Background 

The PCT is responsible via the Controlled Drugs Accountable Officer (AO) for the secure and safe management and use of Controlled Drugs in its organisation and within local organisations subject to its oversight.  Responsibilities include: 

· Establishing arrangements for sharing information by setting up a Local Intelligence Network 

· Monitoring and auditing the management and use of Controlled Drugs within ‘designated bodies’1 (NHS and private) via the occurrence reporting process
· Maintaining a record of concerns regarding relevant individuals 

· Assessing and investigating concerns and incidents
· Taking appropriate action if there are well founded concerns and incidents
· Ensuring adequate destruction and disposal arrangements are in place
· Ensuring arrangements are in place to monitor and audit the management and use of Controlled Drugs. 
2. 
Progress in 2009/2010
During 2009/10, the Prescribing and Medicines Management Team continued to support the implementation of the safer management of Controlled Drugs (CDs) in accordance with the Controlled Drugs (Supervision of Management and Use) Regulations 2006.  Progress against the agreed work plan is set out in Appendix A. 

Six key areas is outlined below. 


2.1 
Establishing arrangements for sharing information by setting up a Local Intelligence Network 
· In 2008/2009, a Local Intelligence Network (LIN) covering Brent was established, with agreed terms of reference and membership.  The current Terms of Reference (updated December 2009) are attached in Appendix B. Four LIN meetings were held during 2009/2010.
· The PCT is also part of the North West London CD Network, which met twice during 09/10. 

· It had been intended to adapt and agree a sector wide data sharing agreement for the LIN once this had been developed across the North West London (NWL) sector.  Progress on developing such an agreement across NWL has, however, been hindered by the lack of Department of Health guidance in this area and a lack of clarity regarding requirements. The Brent LIN Terms of Reference cover local data sharing agreements.

2.2 
Monitoring and auditing the management and use of Controlled Drugs within ‘designated bodies’ via the statutory quarterly occurrence reporting process 
· The process implemented for collating, analysing and reviewing statutory quarterly occurrence reports from relevant organisations (NHS and private) continues. 
· Currently, the organisations which send reports to Brent include, NWL HT, CNWL and St Lukes Hospice. The reports relate to the concerns/incidents involving CDs in their provider organisation. The responsibility for investigating and putting action plans in place rests with the provider organisation. The AO is responsible for sharing the occurrence reports with the Brent LIN members.
· In 09/10, a total of 9 occurrences were reported, all of which were reviewed by the Brent LIN -Table1 

Designated bodies include Primary Care Trusts, Health Boards, NHS Trusts, NHS Foundation Trusts and independent hospitals.  They are required to appoint an Accountable Officer to monitor the use of controlled drugs within their organisation and take appropriate action where necessary

Table 1: Number of occurrence reports and occurrences year on year 
	
	Total no. of occurrence reports received (% response) 
	Total no. of Occurrences reported & investigated

	2008/09 
	12 (100%) + 1 (London Ambulance)
	5 (all investigated)

	2009/10
	10 (83%) + 4 (London Ambulance)
	6 from CNWL  (all investigated)
3 from London ambulance                        (all investigated) 


2.3 Concerns 
· An individual can contact the AO with a concern which after discussions identifies that an incident has taken place which needs to be addressed. Ultimately, this process is reported to the CD LIN and is kept on the  agenda until closure has been achieved.
· In 2007/2008, a CD concerns log was put in place. 
· In 2007/2008, the PCT received 2 concerns which have been acted upon and the cases are now closed.

· All concerns reported continued to be logged and appropriate action taken and recorded. 

· All concerns reported by external agencies or any independent contractors or members of staff were logged and appropriate action taken and recorded. 

· A process for investigating concerns was approved by the Prescribing and Medicines Management Committee and the LMC and ratified by the Board in Feb 2009.
· In  2008/2009, no concerns were reported (except via Occurrence report-see 2.2)
· The status of the concerns at June 2010: No outstanding concerns
Table 2: Number of General concerns logged year on year 
	
	Total no. received 
	No. Private 
	No. NHS 
	No. Other 

	2007/08 
	2 
	0
	2 
	0 

	2008/09 
	3 
	0
	3
	0

	2009/10
	1
	0
	1 
	0


Table 3: Number and status of concerns identified from GP Prescribing year on year 
	
	No. current/active 
	No. of Concerns identified from GP  prescribing monitoring
	No. completed 
	Total 

	2007/08 
	0
	13
	13
	13

	2008/09 
	0
	10
	10
	10

	2009/10
	8
	18
	10
	18


-
8 GP prescribing monitoring responses outstanding from 09/10- currently these are being followed up
2.4        Incidents related to controlled drugs
· In 2007/2008, a CD incidents log was put in place. 

· The year on year breakdown of incidents involving controlled drugs are recorded in table 4.

· All incidents reported continued to be logged and taken to CD LIN and appropriate action taken   and recorded. 

· A process for dealing with incidents is in place
· In 2009/2010, 15 incidents were reported; all except 1 were reported from community pharmacists. 

· The outcomes of the investigations have been across all the professions including GPs, community pharmacists, independent prescribers, commissioned services (Junction Service) and other health care professionals. These  include:
· Agreement of revised governance processes for the Providers services- Junction service

· Memos to all professionals
· on lessons learnt and sharing of good practice

· implementation of policies and procedures

· shared learning on the implementation of strengthened governance around CD regulations
· Short messages in Prescribing Snippets - monthly Prescribing newsletter
· Letters to community pharmacists 
· to revise and implement the pharmacy  Standard Operating Procedures (SOPs) for CDs
· to conduct look back exercises in relation to particular aspect of CD management

· letters to both the medical and pharmaceutical professional bodies by the Medical Director 
· Professional visits to both the GPs and community pharmacists by the Medical Director

· The status of the incidents at June 2010: 6 outstanding incidents are under investigation.
Table 4: Number of incidents logged year on year 

	
	Total no. received 
	No. Private 
	No. NHS 
	No. Other 

	2007/08 
	3 
	0
	3
	0 

	2008/09 
	11 
	0
	0
	0

	2009/10
	15
	0
	15
	0


2.5    Ensuring adequate destruction and disposal arrangements are in place in Brent
· Suitable arrangements with independent contractors have been put in place for the destruction and disposal of stock CDs. These arrangements have been approved by the Prescribing and Medicines Management Committee.

· PCT AO has Authorised Prescribing Advisers members of the Prescribing and Medicines Management team to witness the destruction of CDs. 

· Standard  Operating Procedure (SOP) for the destruction and disposal of CDs was developed and has    been approved by the Prescribing and Medicines Management Committee and the Prescribing Advisers all have their annual CRB checks done and have received training from the Metropolitan Police CD Liaison officer (CDLO) and Royal Pharmaceutical Society of Great Britain Professional Standards Inspector. There is a process in place for liaising between the Prescribing Advisers and Metropolitan Police CDLO and Royal Pharmaceutical Society of Great Britain Professional Standards Inspector in case of any concerns/discrepancies raised whilst undertaking the witnessing of stock schedule 2 CDs in independent contractors.

2.6 Ensuring arrangements are in place to monitor and audit the management and use of   controlled drugs
· Appointment of a dedicated Controlled Drugs Support Pharmacist to support the Accountable Officer as per the NHS regulations had been identified in January 2007 and the request was made to the board in May 2007. As the PCT was in a turnaround situation, a resource for a dedicated pharmacist was not available.

· Since the implementation of the strengthened governance regulations, the workload for the Support Pharmacist has increased significantly and the need for a dedicated Pharmacist to support compliance with the legislation is a priority.  Moreover this statutory function is part of the World Class Competency (WCC) and appropriate resource for this post needs to be identified and agreed by the board.  The current CD Support Pharmacist is away on her maternity leave until May 10.
· In May 2007, a work plan for implementing the new arrangements for safe management of CDs was approved by the Brent PCT Board.

· Systems have been put into place to monitor the use of CDs in the NHS and private sector

· Systems put into place to monitor the use of CDs in the NHS and private sector continue to be followed. A ‘trigger letter’ is sent to all NHS practices that show high quantity prescribing or other anomalies relating to CDs, reminding them of good practice guidance and requesting an explanation for the prescribing.  

· Systems have been put in place to collate Annual Self Assessment and Declaration (SAD) forms as required by the Regulations. SAD forms for the last 2 financial years have been sent to all GP and dental practices contracted with the PCT. 

· Providers and contractors that hold stocks of CDs are required to work to an appropriate Standard Operating Procedure (SOP). SOPs developed across North West London were circulated to NHS GPs and dentists and private providers for adaptation for use in practice. 

· For Brent Community Services as a provider, the PCT must ensure appropriate SOPs are in place. As such, the management of CDs forms part of the Brent Medicines Policy and there is an approved Controlled Drugs Policy in place in Brent.

2.7   Other areas of work 
· Advice and support - Advice and support are provided to NHS GP practices, NHS Dental         practices, practices, community pharmacies, independent prescribers and private providers. 
3. Successes 
· Self Assessment Declaration forms returned to the PCT by all GP and dental practices 
4. 
Challenges 
· To improve the rate of reporting of concerns related to CDs by all professions.

· To improve the rate of CD incident reporting by GPs and community pharmacists.

· The commissioner-provider split, when in place, will have some impact on the NHS Brent AO and the Brent LIN.  The responsibility for the CD governance arrangements for ‘provider’ services will have to be transferred to the AO for the separate legal entity i.e. Integrated Care Organisation.
· A plan for undertaking routine CD inspection visits to a sample of NHS GP practices that stock CDs need to be developed and agreed.  With the reduced team capacity, this will be a real challenge
· Lack of clarity and loopholes in current legislation, especially with regard to private CD prescribers
·  Risk while CD Support Pharmacist post is not covered
5. 
Priorities for 2010/2011 
Priorities for 2010/11, based on the work plan and gaps identified to date from the CQC Controlled Drugs governance self-assessment tool, include: 

· To revise and initiate the 2011/12 Self Assessment Declaration process and to analyse all returns from NHS GP and Dental Practices – and to identify practices/areas of concern (and any need for education and training) 

· To undertake GP practice CD inspection visits
· To identify training needs through CD inspection visits and the Self-Assessment Declaration analysis 

· To review Standard Operating Procedures for GPs developed across North West London 

· To complete the CQC Controlled Drugs governance self-assessment tool for the PCT as a commissioner only and to clarify responsibilities within the PCT for any actions required. 
6. Conclusion

The outcome of the activities related to implementation of strengthened governance has demonstrably improved the quality of performance by GPs and community pharmacists.
Rashmi Rajyaguru, NHS Brent, Accountable Officer for Controlled Drugs 
Dr Peter Savege, NHS Brent, Acting Medical Director                                      
June 2010   

APPENDIX A

Work Plan for Implementing New Arrangements for Safe Management of Controlled Drugs

	Action
	Current Progress 
	Further Action 

	1. PCT Accountable Officer Function 



	1.1 Appoint a CD Accountable Officer 
	· Rashmi Rajyaguru (RR), Chief Pharmacist appointed and Care Quality Commission (formerly known as Healthcare Commission) notified at Jan 07. 

· RR has the line of Accountability regarding Controlled Drugs (CDs) to Dr Peter Savege (PS), Medical Director who in turn has the line of Accountability to the Board.

· PS   is the Medical Professional Support and link to the Decision Making Group and Performance Committee.
	No further action

	1.2 Identify support for the Accountable Officer 
	· Delegated support responsibility to Versha Varsani (VV), Prescribing Adviser.

· VV & Prescribing and Medicines Management Team (PMMT) are responsible for data analysis and carrying out any initial investigations as necessary.

· RR is responsible for setting up and running the Local Intelligence Network (LIN) – This comprises of the following agencies:

· Care Quality Commission

· Metropolitan Police

· Royal Pharmaceutical Society of great Britain (RPSGB)

· NWLH T

· CNWL Mental Health Trust

· Local Counter Fraud Specialists

· Local Security Management Specialists

· Substance Misuse Management Project


	· Since the implementation of the strengthened governance regulations, the workload for the CD Support Prescribing Adviser has increased significantly and the need for a dedicated Pharmacist to support compliance with the legislation has been identified.

· This statutory function is part of the World Class Competency framework. 

	1.3 Agree relevant systems for performance management within existing local structures 
	· Incident Reporting Process involving CDs in place and relevant logs are maintained to account for open and closed cases

· Reporting of CD Concerns process in  place and relevant logs are maintained to account for open and closed cases 

· Processes for investigating concerns approved by Prescribing & Medicines Management Committee (PMMC) and agreed by the Board in  Feb 09

· The above cases are discussed at the LIN meeting as of Feb 09 (previously discussed with agencies concerned). The medical Director subsequently presents appropriate cases to the Decision Making Group 
	No further action

	2. Routine Monitoring 



	2.1 Monitor the use of Controlled Drugs through routine processes such as data analysis, and audit, as an integral part of normal clinical governance arrangements where appropriate.

 
	Quarterly CD Monitoring Report is produced by the delegated CD Support Prescribing Adviser.  The report is presented to the Prescribing and Medicines Management Committee (PMMC) and CD LIN. The report monitors the following in detail as per the Statutory requirements:

·  Prescribing by NHS GPs 
Quarterly monitoring and follow up of NHS GP CDs is in place since April 2006  (as per Prescribing Support Unit CD Monitoring guidance) 

·  Prescribing by Nurse Prescribers

Quarterly monitoring and follow up of Nurse Prescribing of CDs is in place since April 2006
·  Prescribing by Private Prescribers 
Quarterly monitoring of private CD prescribing in place from July 06. 

·  Requisitions 
Monitoring of CD requisitions (forms for obtaining stock CDs for GPs, dental practices and community pharmacists)   incorporated into the current monitoring process since Jan 08.   

All the above monitoring information will be archived for a minimum of 7 years.
	To continue routine monitoring



	2.2 Ensure the PCT and its contractors have suitable arrangements in place for the disposal of Controlled Drugs 
	NHS Brent AO has authorised Prescribing Advisers to witness destruction of stock CDs following recent change in regulations as of August 2007.

Destruction SOP (version 2) for Prescribing Advisers approved by PMMC in March 2009 in place. This SOP is also signed by the authorised Prescribing Advisers to ensure governance in place.

Ensured that the NHS Brent Prescribing Advisers have received adequate training and are kept up to date (shadowed inspector visits, CRB checks)
	Maintenance of safe destruction in independent contractors as and when requested.

	2.3 Ensure that systems are in place to identify and act on triggers such as patient incidents, police intelligence or a healthcare professional raising a concern. 
	Identify triggers through links with the following: 

· PALS/Complaints (CDs related)

· Incident reporting (CDs related)

· Occurrence reporting by NWLHT, CNWL and St Luke’s Hospice

· Police and regulatory bodies 

· Alerts for stolen prescriptions 
	Completed 

· Quarterly Report

	2.4 Put in place systems to adapt (from Care Quality Commission template) , circulate and collate Annual Self Assessment and Declaration (SAD) as required per  the Regulations 
	· 08-09 SAD forms for Schedule 2 and 3 activities have been sent to all GP and dental practices and those private prescribers who are not registered as NHS Brent GPs or Dentists.

· Analysis of these submitted SAD forms and the appropriate actions will be taken in 09-10


	· Follow up on outstanding SAD forms from GP and Dental Practices

· To agree action with the Medical Director regarding  non responders after  two follow up letters

· Analyse all SAD forms and identify practices/areas of concern, need for education and training, etc. 

· SAD will help inform other monitoring and inspection activities 

	2.5 Advise Community Services and independent Contractors that use Controlled Drugs(CDs) that they are required to work to appropriate Standard Operating Procedures
	Community Services

· PCT Commissioners have been advised  to include the requirement to work to appropriate CD Standard Operating Procedures for  Community Services in 09-10 annual contracts (Feb 09)
Independent Contractors

· Standard Operating Procedures (SOPs) developed for independent contractors across North West London sector, agreed at September 07 PMMC and endorsed by LMC.

· Circulated to NHS GPs (March 08) and dentists

(July 08) and private prescribers (March 08) to adapt for local use.

Management of Controlled Drugs by Community Pharmacists 
· Pharmacy Contract now has a mandatory requirement for pharmacists to have a Standing Operating Procedure (SOP) for dealing with CDs 

· AO has sent letter to all Brent pharmacies reminding them of the key concerns raised by the RPSGB Inspector


	Completed 

· PCT Contract team are responsible for  monitoring compliance through the annual essential services declaration required from all pharmacies as part of contract monitoring as part of the existing governance

· Controlled Drugs SOPs implementation should be an  area for discussion at the contract monitoring visits to pharmacies by the Contract team

· CD Inspection reports following visits by RPSGB Inspector should be followed up with individual contractors where concerns with regard to management of controlled drugs are raised.

	2.6 Carry out a formal review once a year of primary care providers based on benchmark analysis derived from existing information, including the organisation’s Self Assessment Declaration form, concerns and reports from any routine visits by Prescribing Advisers and/ or clinical governance leads. The review can be part of existing clinical governance reviews.
	· Concerns are recorded along with action taken and reviewed at each Brent Local Intelligence Network meeting. 

· RPSGB inspectors report incidents and send copies of inspection reports to NHS Brent AO to be cross-referenced on concerns log. 
	To formalise process 

	3. Routine Inspections 



	3.1 Arrange routine inspections of a random sample of those GP and Dental Practices and other contracted primary care providers where Controlled Drugs are stored dispensed, supplied or used on the premises*. Visits should normally be announced and can be combined with other visits. 

NB *RPSGB inspectors inspect community pharmacies  
	· To date, 2 Dental Sedating practices which stock and administer CDs for NHS activity have been visited by the Prescribing Adviser in conjunction with the Dental Adviser

· RPSGB inspectors inspect community pharmacies. The PCT has received 49 Community pharmacy CD inspection reports from the RPSGB to date.
	· GP and Dental Practice visits outstanding.

· Targeted visits to GP and dental Practices are to be planned following submission of the CD SAD forms. 



	3.2 Provide advice and support to providers, including the safe and effective prescribing of Controlled Drugs. 
	· Changes in CD regulations and governance arrangements have been communicated via update letters, newsletters, etc to NHS GP practices, NHS Dental practices, private prescribers and community pharmacies. 

· Education & training workshops have been provided to Brent community pharmacists in Spring 2008

· Further 4 workshops to local community pharmacists have been delivered in Summer 08.

· Presentation on the role of an AO has been delivered to the Community Services Directorate in Jan 09

· SOP for management and use of CDs has been developed and distributed to NHS GP and dental Practices and private providers, to adapt for local use. 

· Prescribing Advisers update prescribers and practice staff during practice visits 
	Identify education and training needs of those involved in Controlled Drugs 



	4. PCT as a Provider 



	4.1 Ensure appropriate SOPs are in place 
	· Management of Controlled Drugs is part of the Medicines Policy, which has been reviewed and ratified. 

· Refer to 2.5 above
	Completed 

	4.2 Provide evidence for completion of the CD related aspect of section C4d of the PCT Standards for Better Health submission to the Care Quality Commission
	Evidence submitted for 2008/09 HCC declaration 

 
	Completed

	5. Information Sharing 



	5.1 Establish and operate a LIN giving regard to ensuring that the duty of collaboration is active and complied with as detailed in the legislation and guidance. 
	· Local Intelligence Network to cover Brent has been established and draft terms of reference are awaiting approval.

· All LIN members have been determined and are attending meetings 

· NHS Brent is also is part of the North West London CD network, established since March 07 and meets quarterly. Minutes are shared with Brent LIN members 
	Data sharing agreement to be discussed and agreed with LIN members 

	5.2 Manage a process for collating and analysing quarterly occurrence reports from relevant organisations 
	· Quarterly Occurrence reports have been requested from the Accountable Officers (AO) of NHS Trusts (NWLH T & CNWL) and St Luke’s Hospice, who are required to submit them to the Lead PCT (Brent). 

· The occurrence reports are logged and information analysed and reported at LIN meetings. 

· Any concerns reported are investigated and followed through. 

· Any outstanding reports are chased up. 
	Completed. 

	6. Investigating Concerns 



	6.1 Ensure robust systems are in place to enable concerns about Controlled Drugs to be raised, to log these concerns and to agree triggers to initiate investigations, where appropriate 
	· All CD concerns are reported to RR and/or VV and/ or the Medical Director. These are logged and appropriate action taken and recorded. 

· A document on Managing Concerns has been developed across NWL PCTs and agreed by Board Feb 09


	Completed 

	7. Training and Development of staff involved in Controlled Drugs

 

	Identify and support training and development needs of staff dealing with Controlled Drugs. 
	A file of supporting guidance has been established 
	Consider adding to Prescribing team’s Personal Development plans 

	
	Data from Self Assessment Declaration will inform future support and training needs for practice. Identify, plan and implement training
	Review DH guidance which details training & development sources already available and being developed 


APPENDIX B

[image: image2.jpg]Brent




Brent Local Intelligence Network for Controlled Drugs (Brent LIN)

Terms of Reference 

1.  PURPOSE

This group will share information, intelligence and co-ordinate cases involving controlled drugs across NHS Brent (PCT) and network with other Local Intelligence Networks (LINs) as relevant. These include North West London LIN and London Local Intelligence Networks Lead Accountable Officer Group and others as appropriate.

The Network will cover all hospitals, private hospitals, hospices, care homes, PCT employed staff, primary care contractors including private prescribers in Brent.

2. ACCOUNTABILITY AND REPORTING ARRANGEMENTS

The Local Intelligence Network for Controlled Drugs is a free standing network and so is not accountable to one organisation. 

Reporting arrangements will be determined by each of the individual organisations’ clinical governance mechanisms. It is the responsibility of the network’s constituent members to ensure this happens.

The minutes of the meeting will go to the Governance Executive Management Team (GEMT) in line with NHS Brent’s Governance arrangement. 

Exception reports may be produced for the GEMT and Board as appropriate.

3. MEMBERSHIP

3.1 Composition of Membership

The membership of this group will consist of core members who meet regularly and associate members who can contribute as necessary and will receive agendas, minutes of meetings and relevant intelligence. Associate members will be invited to attend meetings as appropriate.

Members 

· NHS Brent Medical Director (Chair)

· NHS Brent Controlled Drugs Accountable Officer (Deputy Chair)

· NHS Brent  Prescribing Adviser and Controlled Drugs Support Pharmacist

· Metropolitan Police - Controlled Drugs Liaison Officer (CDLO)

· Royal Pharmaceutical Society of Great Britain - Professional Standards Inspector (RPSGB)

· Assessor North West London Team, Care Quality Commission
· Care Home Pharmacist - Care Quality Commission
· Accountable Officer, North West London Hospital Trust (NWLHT)

· Accountable Officer of Central & North West London NHS Foundation Trust (CNWL)

· Accountable Officer, St Luke’s Hospice

· NHS Brent Counter Fraud Specialist  Bentley Jennison (LCFS)

· NHS Brent Security Management Specialist – Shared Services Berkshire PCT (LSMS)

· NHS London representative

· Accountable Officers of appropriate private providers (none at present)

· Brent Community Services Representative for Substance Misuse Management (SMP) 

· Sector Manager, The Junction drug & Alcohol Service, Central & North West London NHS 

      Foundation Trust

3.2 Chair

The group will be chaired by the NHS Brent Medical Director. 

3.3 Attendance at meetings and Nominated Deputies

Members will be expected to routinely attend meetings and to contribute to the discussions and driving the agenda forward. If any of the members cannot attend a meeting a nominated deputy should represent the agency.  

3.4 Additional Members

The membership of the group may be extended to include others who may from time to time be invited to attend for relevant matters.

3.5 Quorum

Attendance by a minimum of three core members or their nominated deputies will be considered quorum and this should not include more than two members from any one organisation.

3.6 Observers 

Observers may from time to time be invited to attend but may be excluded where confidential issues are discussed

4. FREQUENCY OF MEETINGS

Meetings will be held quarterly.

There is a requirement for individual members of the Network to attend extraordinary meetings or Incident/Concern Panels for Intelligence/information sharing (eg example to discuss causes for concern within their organisation) or to discuss specific cases or if urgent advice is needed. 

5. Review and Monitoring 

The PCT Committee self assessment form will be used for monitoring and reviewing the effectiveness of each meeting

6. CONFIDENTIALITY

All Network members and their deputies should be aware of the confidential nature of some of the issues discussed and are bound by an agreement of confidentiality.

Features of the agreement are outlined in Appendix 1 and its attachment A. 

The NHS Business Service Authority - Prescription Pricing Division (PPD) provides electronic PACT data used in the monitoring reports.  It is for use by prescribers, PCT professional advisers and appropriate sections of the NHS executive and the Department of Health.  The data are owned by the PPD and must not be passed to any commercial organisation or unauthorised third party.  In order for the network to operate effectively, members may require access to individual practices’ ePACT data, as and when necessary.  

Agreed: 
February    2010
Review date:  
February 2012 or earlier if Brent Community Services  becomes a separate legal                                    entity i.e. a ‘designated body’ under the Health Act Regulations SI 2006 No. 3148’

