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Summary

The Health & Social Care Act 2008 (Regulated Activities) 
Regulations 2014 as amended make important changes 
to health and social care standards which are regulated 
by the Care Quality Commission. They represent 
one of the main ways in which the Government is 
responding to the Francis Inquiry, which recommended 
the enforcement of fundamental standards to prevent 
problems like those at Mid Staffordshire, Winterbourne 
View and elsewhere.

There are 12 fundamental standards. They replace the 
previous essential standards and apply to all health and 
social care providers (service providers) from 1 April 2015. 
The other new requirement is the fit and proper persons test 
for all directors or those acting in an equivalent role within 
any service provider.

The fundamental standards come with the force of criminal 
law behind them. Previously essential standards were 
generally less onerous and the CQC had to give prior notice 
of any breaches before initiating a criminal prosecution. 
The Fundamental Standards are more focussed and define 
standards which must be adhered to by all Providers. 
Hitherto there have been relatively few CQC prosecutions.

Key changes are that breaches of some fundamental 
standards are strict liability offences and (where 
breaches of fundamental standards are criminal 
offences) the CQC can now prosecute without giving 
prior notice. The risk of prosecution and conviction is 
therefore significantly increased. Whilst fines can be 
imposed for breaches, the level is relatively modest 
and the real damage in the event of prosecution and 
conviction is likely to be reputational. Breaches are 
likely to be easier to demonstrate and could lead to 
greater regulatory action than occurred under the 
previous standards.

The new Duty of Candour is one of the 12 Fundamental 
Standards. This came into force for health service bodies 
in November 2014 but from 1 April 2015 applies to all 
providers of health and social care services.

To help service providers adapt to the new requirements 
and to demonstrate compliance, this step guide discusses 
the duty of candour, the other fundamental standards 
and the fit and proper persons test. We summarise the 
regulatory requirements and criminal sanctions (if any) and 
set out our recommendations for compliance. 
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Our step guide covers:
1.  Fundamental standards that carry risk of criminal 

prosecution without prior notice
• The duty of candour (regulation 20)
• Need for consent (regulation 11)
• Receiving and acting on complaints (regulation 16)
• Good governance (regulation 17)
• Safe care and treatment (regulation 12)
•  Safeguarding service users from abuse and improper 

treatment (regulation 13)
• Meeting nutritional and hydration needs (regulation 14)

2. Other fundamental standards
•  Staffing (regulation 18) and fit and proper persons 

employed (regulation 19)
•  Person centred care (regulation 9) and dignity and 

respect (regulation 10)
• Premises and equipment (regulation 15)

3. Fit and proper persons (regulations 5)

Hempsons’ specialists can help you to understand the 
Regulations, their implications and provide guidance 
and support in seeking to demonstrate compliance and 
avoiding criminal prosecution or other legal action.



The duty of candour (Regulation 20)
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The requirement 
Service providers must act in an open and transparent 
way in relation to care and treatment provided to 
patients. As soon as reasonably practicable after 
becoming aware that a notifiable safety incident has 
occurred, a provider body must notify the relevant 
person and provide reasonable support to him or her 
in relation to the incident. The relevant person is the 
service user or a person acting on his or her behalf 
if the service user is dead or under 16 years or lacks 
capacity.

Notification must comply with specific requirements: it 
must be given in person, provide an account which is 
true as to the facts the service provider knows about 
the incident, advise what further enquiries into the 
incident are considered appropriate, apologise and 
record all of these matters in a written record which 
must be kept. Notification must be followed by written 
notification.

The sanction
It is a criminal offence to fail to provide notification of a 
notifiable safety incident and/or to comply with the specific 
requirements of notification. On conviction a service 
provider would be liable for a potential fine of £2,500. 

Achieving compliance
This is a wholly new requirement. Providers will have to 
ensure they have systems in place to capture notifiable 
safety incidents and processes for notification to and 
support for relevant persons.

The concept of a notifiable safety incident is crucial. 
In relation to health service bodies, the Regulations 
define such an incident as one where any unintended or 
unexpected incident occurs in respect of a service user 
during the provision of a regulated activity that, in the 
reasonable opinion of a healthcare professional, could or 
appears to have resulted in death, severe or moderate 
harm, or prolonged psychological harm; in relation to all 
other Providers, so in particular social care providers, the 

definition of a notifiable safety incident is one in which, 
in the reasonable opinion of a health care professional, 
has resulted in death, an impairment to sensory, motor 
or intellectual function of more than 28 days duration, 
changes to the structure of the person’s body, prolonged 
pain or prolonged psychological harm, the shortening 
of life expectancy or requires treatment by a health care 
professional to prevent any of these sequelae.

We recommend that providers take account of the 
following key points in training their workforce on the duty 
of candour:

1.  Context – Make sure that staff understand that 
the new duty sits alongside existing professional 
responsibilities. Managers as well as clinical staff need 
to be aware of the GMC’s “Good Medical Practice” 
and existing policies and procedures such as Raising 
Concerns, Being Open and Serious Incidents policies. 
As the Williams/Dalton report (“Building a Culture of 
Candour”) said, it is “…vital that candour is understood 
in context by staff and by board members as an 
integral part of a culture of safety”.

2.  Roles – Staff have to understand their own obligations 
and the roles of those around them in relation to the 
duty. They have to be able to raise concerns where 
they think the duty has not been complied with by 
others and they need to understand their role in 
keeping the organisation compliant.

3.  Involve the Board – As the obligation rests with the 
organisation it is important that board members are 
aware and kept informed about the duty and how it 
is being discharged. The focus of the board should 
be on ensuring that systems are in place to deliver 
compliance. However that is unlikely to be discharged 
by being asked to approve yet another protocol at the 
end of a heavy Board meeting. The board should have 
periodic reports about how the duty is being met and 
the sort of events that are being reported. 
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4.  Boards also need to be informed about progress 
towards meeting the other fundamental standards.

5.  Identifying a relevant incident – Ensure that staff 
understand when the duty arises and how to identify 
when the harm threshold has been reached. Some 
of it is counter-intuitive, for example the inclusion of 
“unintended” events catches significant complications 
for which no-one could reasonably be blamed, and the 
definition of moderate harm includes numerous minor 
events provided they also cause significant temporary 
harm.

6.  Reporting arrangements – Take staff through the 
organisational reporting requirements where the duty 
applies. It is in the interests of both patients, service 
users and providers that ways are found to promote 
the reporting of incidents.

7.  Support – Make clear the ways in which staff can 
receive support in complying with the duty and raising 
concerns once they identify a problem.

8.  Communication – An essential part of training on the 
duty will include how to communicate with patients or 
service users once the duty has arisen and, specifically, 
how to apologise in a meaningful way. An apology 
requires an expression of sorrow or regret – it does not 
require an admission of fault. 

9.  Consequences – It is important that staff understand 
the consequences of not complying with the duty. 
Staff need to know how non-compliance could affect 
the organisation and how it could lead to disciplinary 
proceedings/professional conduct issues for them 
personally. It is also important to emphasise that the 
organisation will look at the underlying causes of 
patient safety concerns (e.g. by Root Cause Analysis, 
Significant Event Audit) to ensure that the focus is not 
exclusively on the last individual to provide care. 

10.  Investigations – although providers will already have 
systems in place to investigate serious incidents it is 
important to review how investigations are currently 
carried out to ensure that further training to meet the 
duty of candour is provided if required.



Need for consent (Regulation 11)
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The requirement 
Care and treatment of patients must only be provided 
with the consent of the relevant person, or – if they 
are over 16 and lack capacity – in line with the 
requirements of the Mental Capacity Act 2005  
(MCA 2005).

Care and treatment is plainly not confined to surgery: it 
catches everything from the application of a bandage. 

The sanction
Breach is a criminal offence, directly prosecutable (no 
warning notice required) and at present, attracts a 
maximum fine of £50,000. Alternatively the CQC may issue 
a fixed penalty notice and fine a service provider £4,000 
and registered manager £2,000.

There is no requirement in the Regulations that anyone 
needs to have come to any harm as a precursor to a 
criminal prosecution.

Achieving compliance
The requirement to treat all service users with appropriate 
consent in place is a well-established common law 
principle. Under the essential standards a service provider 
had to have suitable arrangements in place for obtaining 
consent. What is new is that service providers and 
registered managers are now at risk of a strict liability 
criminal offence if someone is treated without consent 
even if he or she suffers no harm. 

We recommend that service providers:

1.  Review all current policies relating to consent to ensure 
they are up to date and accurately reflect current legal 
requirements including those contained in the MCA 
2005 and Mental Health Act 1983.

2.  Include training about consent in all induction training 
and undertake annual refresher training.

3.  Establish clear documentation requirements to 
evidence the fact consent has been obtained in all 
cases. However, given the petty nature of many 
occasions when consent will be obtained, providers are 
advised that such requirements should continue to be 
proportionate.

4. Audit compliance and act on failure when identified.

5.  Support staff by ensuring they can access appropriate 
support and guidance.



Receiving and acting on complaints 
(Regulation 16)

The requirement 
Any complaint received must be investigated 
and necessary and proportionate action taken in 
response to any failures identified by the complaint 
or investigation; you must have an accessible system 
for identifying, receiving, recording, handling and 
responding to complaints; and you must provide to 
the CQC, when requested to do so and by no later 
than 28 days beginning on the day after receipt of any 
such request, a summary of complaints made under 
your complaints system, responses to complaints 
and any other relevant information in relation to such 
complaints as the CQC may request.

The sanction
Failure to provide the CQC when requested to do so a 
summary of complaints, responses and any other relevant 
information they seek is a criminal offence, directly 
prosecutable under the Regulations, maximum fine £2,500.

Achieving compliance
It is vital all providers have a well organised and 
appropriately resourced complaints department that is 
fit for purpose. In a large provider organisation, such as 
an NHS Trust, this should be a dedicated team responsible 
for the management of complaints. We recommend that 
service providers ensure that they:

1.  Have clear processes in place for the investigation 
of complaints, and an investigatory process that is 
sufficiently robust such that it will get to the bottom of 
issues raised by complaints within a reasonable time 
frame.

2.  Record information about complaints, including 
responses and follow up correspondence, in a system 
which is readily accessible in case it is required by the 
CQC.

3.  Take necessary and proportionate action in response 
to identified failures and are able to provide evidence to 
the CQC that such action has been taken. 

4.  Have systems and processes that monitor that actions 
have been taken and followed through. In a large 
organisation this may generally be beyond the remit 
of the complaints team and specific individuals need 
to be assigned this responsibility to ensure actions 
are followed through within the relevant department / 
specialty. In a smaller service the registered provider 
and manager need to take the lead in ensuring 
changes occur where necessary in response to 
lessons learned. The action taken needs to be logged 
and recorded. Where there is a lack of evidence, the 
CQC will be concerned that the organisation does not 
properly learn from complaints to minimise the risk of 
repeated failures occurring, now part of the regulatory 
requirement in relation to complaints and which should 
in any event be an important component of its overall 
clinical governance strategy.
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Good governance (Regulation 17)
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The requirement 
Service providers must have in place systems and/
or processes that are operated effectively to ensure 
compliance with the fundamental standards: in 
particular, they need to be able to assess, monitor and 
improve the quality and safety of services provided, 
and be able to demonstrate they assess, monitor and 
mitigate the risks relating to the health, safety and 
welfare of patients and others who may be exposed to 
risk. 

Service providers must maintain securely, accurate, 
complete and contemporaneous medical and care 
records, and personnel and management records: 
they must seek and act on feedback received to 
demonstrate a commitment to on-going continual 
evaluation and improvement of services. They must 
be in a position to provide the CQC with a written 
report explaining how they are achieving good clinical 
governance, in particular how they assess, monitor and 
improve the quality and safety of services, and how 
they assess, monitor and mitigate the risks relating to 
the health, safety and welfare of any persons who may 
be at risk arising out of services they provide.

The sanction
It is a criminal offence to fail to provide the CQC with a 
written report within 28 days of their request of such a 
report – punishable by a fine of £2,500.

Achieving compliance
We recommend that:

1.  When dealing with claims, complaints and serious 
incidents, good record keeping should be a high 
priority. 

2.  Organisations should train staff and make clear their 
expectations as to record keeping on a regular basis. 
Employees’ record keeping skills should form part of 
appraisal and performance assessment.

3.  Boards must be completely satisfied that clinical 
governance operates effectively in assessing, 
monitoring and improving the quality and safety of 
services, and that feedback is continually sought 
from external sources to include service users, 
commissioners and others. 

4.  Boards must be able to demonstrate that such 
information is acted on having been analysed and 
responded to. Most if not all organisations will have 
such procedures in place, but these existing systems 
will need to be reviewed for compliance with the 
specific requirements of this Regulation.

5.   We recommend that Boards should proactively 
prepare, approve and routinely update a report in the 
terms required by the standard so that it is ready or 
near ready in the event of a CQC request.
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Safe care and treatment 
(Regulation 12)
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The requirement 
Care and treatment must be provided in a safe way 
for patients: there must be robust risk assessment 
procedures: persons providing treatment must have 
the qualifications, competence, skills and experience 
to do so safely: premises are safe, equipment is safe: 
management of medicines is safe: infection control 
procedures are in place and effective and appropriate 
arrangements are in place to ensure safe handover 
where care is shared or passed to another.

The sanction
A criminal offence punishable by a maximum fine of 
£50,000 where someone has come to harm or been 
exposed to the risk of harm as a result of breach. 
Alternatively the CQC may issue a fixed penalty notice 
and fine a service provider £4,000 and registered manager 
£2,000. 

Achieving compliance
We recommend that service providers take account of the 
following points:

1.  The requirement to provide safe care and treatment is 
extremely broad, and encompasses a large number 
of aspects of service delivery. The Regulation requires 
that care and treatment are provided in a safe way; to 
do this providers must assess the risks of delivering 
care, and must do all that is reasonably practicable to 
mitigate such risks. Where an accident occurs, and 
this Regulation is engaged, any defence would have 
to demonstrate reasonably practicable steps had been 
taken to prevent the accident happening. This will 
require documentary evidence.

2.  There are specific requirements concerning premises, 
equipment and medication: all must be safe, and there 
is no qualification about taking reasonable precautions: 
hence if something goes wrong, it will often create a 
strict liability offence because if someone has come to 
harm, it will usually prove the equipment or medicine 
has not been used in a safe way and guilt will be 
established as a result. Hospitals also need to ensure 
that they comply with other relevant legislation, for 
example, the Medicines Act 1968 and the Human 
Medicines Regulations 2012 concerning medication 
management: and Health and Safety At Work etc. 
Act 1974 and associated Regulations concerning the 
health and safety of people on the premises. In relation 
to infection control, service providers must assess 
and document the risk, and then prevent, detect and 
control their spread.

3.  In relation to all these areas, are the service providers’ 
systems and operating procedures supportive of 
staff in seeking to achieve safe care at all times? For 
example, do systems and policies in place concerning 
safe medicines management effectively mitigate the 
risk that human error will result in unsafe treatment 
such as an incorrect dose? The Board might want 
to commission a review of its processes in some of 
these key areas, especially if there is any evidence of 
recurring issues through internal Incident reporting: 
look for any themes and act on them, now and in the 
future.

4.  The fact that the regulations create a strict liability 
does not mean that there is not much to be gained 
by minimising risk. Evidence that all reasonable steps 
have been taken will be useful both in persuading the 
CQC not to prosecute and the courts to impose a 
lower penalty.

 

 



Safeguarding service users from 
abuse and improper treatment 
(Regulation 13)
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The requirement 
Patients must be protected from abuse and improper 
treatment: there must be systems and processes in 
place which operate effectively to prevent such abuse: 
and where allegations or evidence of such abuse 
arise, there must be effective systems to investigate 
immediately: patients must not be treated in a 
discriminatory fashion, any restraint must be strictly 
proportionate and patients must not be deprived 
of their liberty for the purpose of receiving care or 
treatment without lawful authority.

The sanction
It is a criminal offence to fail to comply with most aspects 
of this Regulation, punishable by a maximum fine of 
£50,000 where someone has been harmed or exposed 
to the risk of harm: it is not a criminal offence, directly 
prosecutable on the face of the Regulations, to deprive 
someone of their liberty without lawful authority (but such 
would give rise to a claim for unlawful detention on the 
part of the individual so deprived). Alternatively the CQC 
may issue a fixed penalty notice and fine a service provider 
£4,000 and registered manager £2,000.

Achieving compliance
We recommend that:

1.  Service providers have robust safeguarding policies 
and processes – most will, but they must be fully 
understood by staff, and followed and implemented 
where indicated.

2.  All staff should be trained in how they share patient 
information. Whilst there are some services where 
staff need to be particularly alert to the risk of abuse 
occurring, the requirement to have proper procedures 
in place to prevent, and if it does arise deal with 
abuse, applies to all staff. If something goes wrong, 
and a patient is subject to abuse but safeguarding 
procedures were not initiated, it will be difficult to argue 
compliance with the Regulation – as if such a scenario 
arises, it suggests that the systems and processes 
were not being operated effectively – which is what this 
Regulation demands.

3.  Good working relationships with Local Authority 
colleagues are essential – are there well established 
links so that you can work with the LA effectively where 
there are concerns about possible abuse?

4.  Staff who care for patients on a regular basis who lack 
capacity need to be alert to circumstances which could 
give rise to a deprivation of liberty, and know where to 
go for advice and support to ensure any deprivation of 
liberty is lawful.



Meeting nutritional and  
hydration needs (Regulation 14)
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The requirement 
Nutritional and hydration needs of patients must be 
met. This requires all patients to be provided with 
nutritious food and hydration which is adequate to 
sustain life and good health: the requirement extends 
to patients in receipt of parenteral nutrition and dietary 
supplements prescribed by a healthcare professional. 
If required, patients must be provided with support to 
assist them in eating and/or drinking.

The sanction
It is a criminal offence to fail to comply, punishable by a 
maximum fine of £50,000, where harm or risk of harm 
occurring arises as a result of breach. Alternatively the 
CQC may issue a fixed penalty notice and fine a service 
provider £4,000 and registered manager £2,000.

Achieving compliance
We recommend that service providers should ensure that:

1.  They seek assurance from a dietetic service that 
food provided to patients is nutritious, served at an 
appropriate temperature and provided in a manner that 
can be easily consumed.

2.  Specific dietary requirements are met – whether 
through health needs e.g. a diabetic diet, or through 
cultural requirements of a particular individual.

3.  Appropriate support is provided to those that need 
assistance to eat or drink and this is properly care 
planned.

4.  They audit compliance with this standard: ask patients 
and carers if food and drink is plentiful, nutritious, is 
being consumed, arrives hot, and that there is ready 
assistance to those that need it to eat and drink. Failure 
in any of these areas is a crime.

In relation to parenteral nutrition, an NCEPOD report 
entitled A Mixed Bag in 2010 found an alarming lack of 
good practice amongst the NHS. Parenteral nutrition is 
hazardous but necessary for some of the sickest patients 
in hospital. A good starting point for managers in seeking 
to reassure themselves as to their provision of parenteral 
nutrition would be to review the recommendations 
made as a result of the NCEPOD report and assess their 
services by reference to them1. Other NCEPOD reports 
have criticised nutrition given to other groups of patients 
and this is likely to be an area of vulnerability for many 
providers. 

1: http://www.ncepod.org.uk/2010report1/downloads/PN_report.pdf



Staffing (Regulations 18) and fit 
and proper persons employed 
(Regulation 19)
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The requirement 
There must be sufficient numbers of suitably qualified, 
competent, skilled and experienced persons to meet 
the requirements set out in the fundamental standards: 
they must be properly trained and supervised: and 
persons employed must be fit and proper namely 
of good character, have the requisite qualifications, 
be able by reason of their health after reasonable 
adjustments to carry out tasks intrinsic to their work 
and recruitment procedures must demonstrate a 
robust approach to ensuring staff are fit and proper for 
the work they are to be employed to undertake. 

The sanction
These requirements are not directly prosecutable in their 
own right, but a lack of staff, or a lack of suitably qualified 
or competent staff is likely to lead to breach of other 
Regulations which are directly prosecutable, for example 
the requirement to provide safe care and treatment. 
Conditions could be placed upon a Trust’s registration 
by the CQC in relation to staffing and a failure to comply 
could ultimately result in a criminal prosecution. 

Achieving compliance
We recommend that service providers should:

1.  Demonstrate a systematic approach to determining 
the number of staff and range of skills required in each 
department/ward/location. The CQC will not tell you 
how many staff you should have in any given service 
area, but will identify a lack of staff where they perceive 
that it is leading to poor care.

2.  Ensure there are good contingency plans in place to 
deal with unexpected staff absences.

3.  Ensure full induction takes place so that new members 
of staff or locum or temporary members of staff are 
fully conversant with practice and procedure, and know 
where to look for and/or who to go to for guidance.

4.  Ensure staff are supported to gain further qualifications 
and are in receipt of regular appraisal.

5.  Ensure the HR Department monitor compliance with 
the requirements of good recruitment and retaining 
evidence on all files of this – in particular that written 
references are obtained from previous employer(s), 
and retained, and that DBS and CRB checks are 
undertaken and retained on file

Whilst there are no directly prosecutable crimes arising 
out of this standard, it creates significant obligations for 
employers which will no doubt be seized upon by trade 
unions and employment lawyers, especially when things 
go wrong.



Person centred care (Regulation 9) 
and dignity and respect 
(Regulation 10)
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The requirement 
All patients must receive care and treatment that is 
appropriate to meet their needs and reflects their 
preferences: they must be supported to make choices 
having received information as to the risks and 
benefits involved in particular courses of treatment: 
and patients must be treated with dignity and respect 
such that it ensures their privacy, and supports their 
autonomy and independence.

The sanction
These requirements are not directly prosecutable under 
the terms of the Regulations, but care that is not person 
centred or that lacks respect for privacy and dignity risks 
breaching other Regulations that are directly prosecutable 
for example, the need for consent, or the need to provide 
safe care, or the need to prevent abuse.

Achieving compliance
We recommend that:

1.  Care and treatment must be appropriate, reflect 
individual preferences and meet the needs of patients. 
There is also a statutory duty to ensure the privacy 
of patients. It is not qualified by the word reasonable, 
nor is there any reference to using best endeavours to 
ensure privacy which is not always easy in the setting 
of a busy acute ward and there is little guidance to 
assist in this regard. 

2.  All care planning must ensure it reflects a patient’s 
preferences and requirements, or that it complies 
with the terms of the MCA 2005 in relation to those 
that lack capacity, particularly in relation to assessing 
best interests. There must be evidence within the 
documentation that individual preferences and choices 
are specifically reviewed, considered and discussed 
with patients so it is possible to demonstrate a 
personal approach to care and treatment.

3.  Patients must be helped to make choices by provision 
of all necessary information in a manner and form they 
can understand – whether or not they lack capacity in 
the legal sense.

4.  Ensure accommodation is suitably private; for example, 
segregated accommodation for men and women 
is particularly important to some patients. Can you 
provide this? Do staff always ensure that sensitive 
discussions with patients and families take place 
in private? If patients are being managed in a bed 
surrounded only by a curtain, are some conversations 
so sensitive that the patient should be moved for the 
purpose? 

5.  Where a patient makes a specific request as to how 
their care is delivered, are reasonable efforts made to 
comply, for example, a request that staff of a specified 
gender deliver personal care? Such requests cannot 
simply be dismissed as impractical without any due 
consideration and all staff must realise they have to 
carefully consider any requests of this nature, and 
seek senior input from line managers if necessary, 
otherwise they risk breaching the requirements of the 
fundamental standards expected in relation to these 
issues.



Premises and equipment 
(Regulation 15)
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The requirement 
Premises and equipment accessed and used 
by patients must be clean, secure, and suitable 
for purpose, properly used and maintained and 
appropriately located.

The sanction
Breach gives rise to a Fixed Penalty of £1,250. 

Achieving compliance
We recommend that service providers have audited 
systems to demonstrate:

1. Cleaning schedules are appropriate and followed.

2.  Where there are reports or complaints of a lack 
of cleanliness, they are acted on promptly and 
appropriately. 

3.  Requirements are followed for relevant legislation in 
relation to premises and equipment including health & 
safety, fire, electrical, building maintenance, portable 
appliance testing, infection control, environmental 
health, hazardous waste and medical devices 
regulations.

4.  Systems are in place to assess and monitor such 
matters, and where issues arise, there are plans in 
place to address and deal with them. Are concerns 
in relation to medical devices and equipment 
appropriately reported and investigated with the 
assistance of the Medicines and Healthcare Products 
Regulatory Agency and manufacturers where 
necessary? Health & Safety and Estates teams can 
usefully assist in benchmarking compliance in this area.
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Fit and proper persons test  
for directors (Regulation 5)

Creating a fit and proper persons test for health 
and social care leaders was one of the key 
recommendations of the Francis Report. The test  
has applied to all health service bodies i.e. NHS trust, 
NHS foundation trusts and Special Health Authorities 
from 27 November 2014 and will apply to all health  
and social care providers registered with CQC from  
1 April 2015.

The purpose is to require providers to take proper steps 
to ensure their Directors (and equivalent) are fit and proper 
for the role. Providers will have separate responsibilities to 
ensure that the staff whom they employ are fit and proper.

The fit and proper persons test will apply to Directors 
(both executive Directors and non-executive Directors) 
and individuals “performing the functions of, or functions 
equivalent or similar to the functions of a Director”. 

CQC Guidance sets out that, for NHS providers, this will 
include executive and non-executive, permanent, interim 
and associate positions, irrespective of their voting rights.
For other providers it will include trustees of charities and 
members of unincorporated associations.

The Regulations provide that service providers must not 
appoint or have in place an individual as a Director or 
equivalent unless:

a. The individual is of good character;

b.  The individual has the qualifications, competence, skills 
and experience which are necessary for the relevant 
office or position or work for which they are employed;

c.  The individual is able by reason of their health, 
after reasonable adjustments are made, of properly 
performing tasks which are intrinsic to the office or 
position for which they are appointed or to the work for 
which they are employed;

d.  The individual has not been responsible for, been privy 
to, contributed to or facilitated any serious misconduct 

or mismanagement (whether unlawful or not) in the 
course of carrying on a regulated activity or providing a 
service elsewhere which, if provided in England, would 
be a regulated activity; and

e.  None of the grounds of unfitness specified in Part 1 of 
Schedule 4 applied to the individual: bankruptcy; on a 
barred list, legal impediment.

So what is new?
Regulation 5 states that a provider must not appoint or 
have in place an individual:
(a) as a director of the service provider, or 
(b)  performing the functions of, or functions equivalent or 

similar to the functions of, such a Director who:
 • is not of good character
 •  does not have the necessary qualifications, 

competence, skills and experience
 •  is not physically and mentally fit (after adjustments) 

to perform their duties. 

Other than the introduction of an element of retrospection 
Other than the introduction of an element of retrospection 
by imposing these requirements upon present as well as 
future incumbents many would say so far so good. 
 
Matters however become more challenging because the 
new regulation 5(3)(d) decrees that Directors or those 
exercising equivalent or similar functions cannot have:
been responsible for, been privy to, contributed to or 
facilitated any serious misconduct or mismanagement 
(whether unlawful or not) in the course of carrying on 
a regulated activity or providing a service elsewhere 
which, if provided in England, would be a regulated 
activity.

This will enable the CQC to decide that someone is not 
fit to be a director on the basis of previous misconduct 
in a previous role. Going forward, it means that blame 
will be often not be confined to the primary players. In an 
egregious case this provision may be deployed to clear out 
the whole Board, in practice it is likely to be construed far 
more narrowly. 



‘been privy to’ 
This could catch anyone who knew things were wrong. 
However the guidance tells us that there is a second 
trigger – that of failing to take the appropriate action to 
ensure it was addressed. 

Directors regularly receive papers describing problems. If 
they are assured that things are being satisfactorily dealt 
with the first time they fail to intervene they could hardly be 
criticised but at what point should a fellow Director seek to 
intervene – and how?

It is presumably intended to lead to greater challenge and 
demand for action. 

‘contributed to or facilitated’ 
Contributed to is easy to recognise – but facilitated is 
a much more difficult to define. Does a Chair or other 
director facilitate mismanagement by not holding the 
executive properly to account? It would seem possible 
depending on the facts. In the criminal law offence of 
aiding and abetting, the criminal had to do something to 
advance the crime. Where a Board is seen as a watchdog 
that failed to bark, something much more passive may 
qualify.

‘any serious misconduct or mismanagement’ 
‘whether unlawful or not’ 
This is very wide. A basic tenet of the law is that the citizen 
should know what conduct puts them at risk of a penalty, 
and those found not to be a fit and proper people to serve 
as a Director will pay a heavy penalty in loss of their role as 
a Director and eligibility for other appointments. 

Where is the evidence of breach to come from? 
This will be straightforward in the case of acts or omissions 
after the person joined the service provider. Much more 
problematic are events arising before the person joined the 
organisation. Chairs are required to confirm that fitness of 
all directors has been assessed in line with the regulations. 
The CQC themselves will cross check individuals against 
other information they hold and may require providers to 
remove a director. 

Whilst the most reliable guide is what the CQC do in 
practice, Boards should consider the regulations and CQC 
guidance themselves. 

What action must the service provider take? 
Regulation 5 (6) says where a person is no longer a fit and 
proper person the service provider must:
 (a)  take such action as is necessary and proportionate to 

ensure that the office or position in question is held by 
an individual who meets such requirements, and 

(b)  if the individual is a health care professional, social 
worker or other professional registered with a health 
care or social care regulator, inform the regulator in 
question. 

The requirement to dismiss or demote points up a need for 
employers to amend employment contracts to give effect 
to this expectation. Health and social bodies are well-used 
to reporting staff to their professional regulators. 
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Why choose Hempsons?

Hempsons are a leading National Health and Social Care  
law firm. We have a strong NHS client base which includes  
Foundation Trusts, NHS Trusts, the Department of Health,  
Special Health Authorities, Clinical Commissioning Groups  
and Private and Third Sector providers of healthcare. We have  
over 150 lawyers working from our offices in London, Harrogate, 
Manchester and Newcastle.

Hempsons are in a strong position to work alongside you in  
partnership to help ensure that your Organisation is fit for  
purpose and can demonstrate compliance with the new  
regulatory requirements.

“I can honestly say that the support  
provided by Hempsons has been  
first class, delivered with clarity in a  
cost-effective, timely and concise  
fashion that is mercifully free from the  
legal jargon that sometimes afflicts  
their profession.”
North Lincolnshire and Goole Hospitals  
NHS Foundation Trust

“The team is knowledgeable on specialist matters 
and provides excellent overall advice.”
Chambers 2014
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“
“We have worked with Hempsons since our trust was 

established in 2010. Their knowledge of the NHS is second 
to none and they provide us with frank, effective and practical 
advice from a team who have taken the time to get to know 
us, our values and our needs as an organisation. 
Bridgewater Community Healthcare NHS Foundation Trust


