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1. Purpose   
 
1.1 This paper summarises the background and response to a breach of 

regulations under the Health and Social Care Act 2008 (Regulated Activities) 
Regulation 2009.    
 

2. Background  
 

2.1 The Health and Social Care Act 2008 (the Act) came into force on 1 April 
2010.  The Act requires that health and social care providers should be 
registered to deliver services in accordance with the Act’s Regulated Activities 
Regulations 2009.These regulations came into force on 1 April 2010.  
 

2.2 In January 2010 the Trust submitted its application to register the following 
activities, and locations at which they are delivered, in order to achieve 
compliance with regulations by 1 April 2010: 
  

o Treatment of disease, disorder or injury 
o Surgical Procedures 
o Diagnostic and Screening Procedures 
o Maternity and Midwifery Services 
o Termination of Pregnancies 
o Nursing Care 
o Family Planning Services 

 
2.3 In April 2013 during discussions concerning the development of a Service 

Level Agreement in relation to mental health pathways, it emerged that the 
Trust should have been registered for the activity of ‘Assessment or Medical 
Treatment for People Detained Under the Mental Health Act 1983 (MHA)’.   
 

2.4 The requirement to register relates to detentions undertaken by this Trust 
under MHA Sections 19 (Transfer), Section 5 (holding powers) or the more 
substantial detention powers within Sections 2 or 3.  The interpretation of the 
regulatory requirements defines ‘treatment for mental disorder’ broadly to 
include ‘nursing, psychological intervention and specialist mental health 
rehabilitation, rehabilitation and care’.  The ‘holding powers’ in A&E 
departments under Sections 135 and 136 are exempt. 

 
2.5 An immediate review of Trust registration was undertaken and following 

discussions with the Haematology Department it emerged that as the 
department supplies blood products to other organisations, the activity 



2 
 

‘Management of Supply of Blood and Blood-Derived Products should also 
have been registered in January 2010. 
 

2.6 The Trust is in the process of registering both activities and seeking 
agreement with the Care Quality Commission that it can continue with these 
activities, pending registration.   
 

2.7 The ‘Management of Supply of Blood and Blood-Derived Products’ service is 
in full compliance with the UK Blood Safety and Quality Regulations 2005 No. 
50 (SI 2005/50), as amended, and was issued with a certificate of compliance 
for the year ending 31 March 2012.  We have just submitted our annual 
compliance form for the year ending 31 March 2013. 
 
In addition the Trust was subject to inspection by the Clinical Pathology 
Accreditation Scheme (CPA UK) in February 2012 and the haematology and 
blood transfusion laboratories were awarded full accreditation status in July 
2012. 
 

2.8 The Trust’s detention powers under the MHA in relation to regulated activities 
are rarely used and we are reviewing the records in relation to detentions 
completed since 2010.   
 

2.9 Currently, Trust compliance reports in relation to regulated activities focus on 
compliance with Care Quality Commission’s Essential Standards for Quality 
and Safety.  The system for compliance has been tested through internal 
audit and its latest report indicates that appropriate systems are in place in 
relation to Essential Standards compliance.  However compliance with 
registration status has not hitherto been monitored, other than to scan CQC 
websites for changes to Essential Standards Compliance.  Regulation 24 
requires that registered persons must have regard to guidance issued by the 
Commission in relation to the requirements set out in the Regulations. 
 

3. Actions Required/Taken 
 

3.1  As indicated above, the Trust is meeting UK Blood Safety and Quality 
Regulations and is CPA compliant and can demonstrate it has and is 
currently meeting registration requirements for this regulated activity. 
 

3.2 Governance of detentions under the MHA should be strengthened.  An action 
plan has been developed that will ensure that all relevant staff are up to date 
with Mental Health Act training and that the appropriate controls and 
assurance are in place for this activity.  All detentions should be monitored 
and assurance reports provided in relation to this regulated activity.  All 
detentions will be reported to both the Medical Director and Interim Director of 
Nursing 

 
3.3 The Trust has identified a lead for Mental Health to provide support to staff 

and divisions and to make recommendations as necessary to the Executive in 
relation to regulations under the MHA and to all aspects of mental health 
practice within the acute hospital setting. 
 

3.4 Further consideration should be given to embedding compliance with 
regulations as part of the scope of the management of services.  This will 
ensure that any changes to regulated activities, i.e. through the addition of 
regulated activities or the discontinuing of activities are reviewed for potential 
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impacts on Trust registration to ensure appropriate notifications to CQC take 
place in the event of service changes.  All such changes should be formally 
notified to the Trust Leadership Committee to sanction notifications to CQC. 
 

3.5 Regulation requirements should be referenced in all contracts and service 
level agreements and a statement of adherence included (this will trigger 
ongoing scrutiny where there are service changes). 

 
3.6 Consideration should be given to annual statements of compliance in relation 

to regulated activities provided to other organisations. 

 
3.7 All CQC compliance reports should include a statement on registration and 

regulation updates, whether or not there are any changes to report. 

 
3.8 The scope of CQC internal audits undertaken by the Trust’s internal auditors 

should be widened to include adherence to the requirements of the Health 
and Social Care Act 2008 regulated activities.  

 
4 Recommendations to the Board 

 
The Board is asked to: 

 

• note the actions taken to remedy the breach; 

• endorse the proposed arrangements for ongoing assurance in meeting the 
legislative requirements of the Health and Social Care Act 2008; 

• agree to the development of a Mental Health Act action plan, led by the Acute 
Medical Care Division and overseen by the Trust’s Safeguarding Committee, 
that ensures the requirements of the Mental Health Act 1983 and 2007 
amendments are fully met by the Trust in relation to its detention of patients 
for treatment (under the powers of the Act) 

 
 
 

Michael Van der Watt, Medical Director and Maxine McVey, Interim 
Director of Nursing 
May 2013 
 
 


