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The Care Quality Commission is the 
independent regulator of health and adult 
social care in England 
 
 
 

Our purpose: 
We make sure health and social care services provide people with safe, effective, 
compassionate, high quality care and we encourage care services to improve. 
 

Our role: 
We monitor, inspect and regulate services to make sure they meet fundamental 
standards of quality and safety and we publish what we find, including performance 
ratings to help people choose care. 
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Foreword 
 
Our strategy for 2013-16, Raising standards, putting people first, was developed 
after wide consultation and it was welcomed by stakeholders. It included a more 
robust approach to registration; the introduction of chief inspectors; the use of expert 
inspection teams; ratings to help people choose care; a focus on highlighting good 
practice; and a commitment to listen better to the views and experiences of people 
who use services. It also set out the five key questions we will always ask about 
services: are they safe, effective, caring, responsive to people’s needs and well-led? 
 
Within this new approach, we must continue to ensure that providers meet 
government regulations about the quality and safety of care. As part of this, we 
publish guidance for providers to help them meet the requirements of the 
regulations. New regulations setting out fundamental standards of care will come into 
force for all care providers on 1 April 2015. However, two of the new requirements – 
the fit and proper persons requirement for directors and the duty of candour – will 
come into force for NHS bodies (NHS trusts, NHS foundation trusts and special 
health authorities) on 27 November 2014.  
 
The introduction of a statutory duty of candour is an important step towards ensuring 
the open, honest and positive culture that was lacking at Mid Staffordshire NHS 
Foundation Trust. The failures at Winterbourne View Hospital revealed that the 
system wasn’t able to hold to account the large organisation that managed the 
hospital. The fit and proper persons requirement plays a major part in ensuring the 
accountability of directors of NHS bodies (and from April 2015, the directors or their 
equivalents in all registered providers).  
 
This summer, we consulted with the NHS on our proposals on how we will regulate 
against the two regulations. Our consultation centred on our proposed guidance for 
providers, which explained what the new regulations mean and what providers could 
do to meet them. 
 
We have listened to and responded to what people have told us. 
 
• The majority of respondents found that the new guidance was clear overall. 

• However, many emphasised the need to provide more clarity, especially around 
terms and definitions used within the guidance. 

• Some expressed concerns around the collective impact of legislative and 
regulatory changes across the system. 

 
In response we have: 
 
• Retained the elements of the guidance that respondents felt were helpful. 

• Provided definitions that clarify key aspects of the guidance where respondents 
told us this was required. 
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• Noted concerns about the collective impact of legislative and regulatory 
changes. We will work with our system partners to align our efforts and activity 
where we can. CQC will not require any additional information or data from NHS 
bodies. 

 
This report outlines this in more detail. I would like to thank everyone who has taken 
the time and effort to respond to the consultation and to those who participated in 
joint working events and work around the consultation. As a result of your 
contributions, we hope that our guidance will provide a helpful tool for NHS bodies to 
interpret, understand and implement these important new requirements. 
 
 

 
 
David Behan 
Chief Executive 
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Section 1: Our consultation 

Introduction 
From 25 July to 5 September 2014, we consulted on our proposed guidance for NHS 
bodies (NHS trusts, NHS foundation trusts and special health authorities) to help 
them meet the new fit and proper persons requirement for directors (which for this 
document we will abbreviate to FPPR) and duty of candour regulations.1 These 
regulations come into force in November 2014. This report sets out the response to 
our consultation. 
 
The consultation document (the proposed provider guidance) outlined what NHS 
bodies could do to meet the two regulations. CQC’s new approach to regulating 
health and social care services is underpinned by the new fundamental standards of 
quality and safety that all providers must meet.  
 
In the guidance, we explain the intention of each regulation. We then consider each 
element of the regulation in turn, setting out the implications for providers in terms of 
how they could demonstrate compliance. For each regulation, we then signpost to 
key legislation and guidance that providers may want to consider in deciding how 
they will ensure that they meet the regulation.  
 
The guidance outlines what providers could do to make sure they are open and 
honest with people when something goes wrong with their care and treatment (duty 
of candour) and what they could do to make clear that directors are responsible for 
the overall quality and safety of care (FPPR).  
 
Section 2 of this document sets out the changes we are making as a result of the 
learning and feedback from the consultation. Section 3 sets out the themes of the 
consultation, the key points from the feedback and our response.  
 
As well as consulting on these two regulations as they apply to NHS bodies, we 
carried out a second consultation on CQC’s proposed guidance for all health and 
social care services, to help them meet the new fundamental standards of quality 
and safety and also on CQC’s enforcement policy. The second consultation ran from 
25 July to 17 October 2014. We will report back on it in due course.   
 
 

How we engaged and who we heard from 
We organised a series of events across the country to engage with health and social 
care providers, professionals, members of the public and CQC staff and to gather 
feedback on our consultation. Responses to the consultation have come through a 
number of sources: online web forms and community websites; written submissions; 
                                                 
1 These have now been enacted as Regulation 5: Fit and proper persons: directors, and Regulation 
20: Duty of candour, Health and Social Care Act 2008 (Regulated Activities) Regulations 2014  
(http://www.legislation.gov.uk/ukdsi/2014/9780111117613/contents). 

http://www.legislation.gov.uk/ukdsi/2014/9780111117613/contents
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focus groups with harder to reach communities; social media; and meetings. We 
heard from more than 350 people throughout our consultation.  
 
We received 32 written submissions from a range of organisations representing 
substantial numbers of members (see the appendix). There were 73 responses 
using the online web form for the consultation.  
 
We organised two question and answer sessions on Twitter as part of the 
consultation – an innovative way for CQC to capture the views of people who wished 
to engage with the process in this way. We received 32 tweets (with 113 re-tweets) 
which we responded to during the consultation, and analysed and incorporated as 
feedback to the consultation. The responses received through Twitter identified 
some interesting themes and suggestions that aligned with responses received 
through different routes.  
 
We also used our regular communications channels to promote the consultation with 
providers, professionals and the public, including: 
 
• The monthly newsletters to all registered healthcare providers and the public. 

• Our online community for providers and professionals (around 7,500 
members) and our online community for the public (around 2,100 members). 

• Our social media accounts. 
 
 

Engagement events with CQC’s online communities 
 
We held a series of engagement events during the consultation period: 
 
Provider community: 
• 3 September: A live Q&A session and presentation on our consultation with 

NHS Employers through the provider online community where we answered 
questions on the FPPR only.  

• 3 September: A teleconference held with chairs of Healthwatch. 

• 18 September: A meeting and presentation on both the FPPR and the duty of 
candour to the Foundation Trust Network Quality Reference Group. 

• 2 October: A roundtable event with NHS chairs and CEOs of NHS trusts and 
foundation trusts at the Confederation Hospitals Steering Group, where we 
heard concerns and answered questions on the FPPR and the duty of 
candour. 

• 13 October: A roundtable event with legal firms on both the FPPR and the 
duty of candour. 

• 14 October: An event for company secretaries with the Foundation Trust 
Network on the FPPR only. 

• 15 October: A roundtable event for governors with the Foundation Trust 
Network. 
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We used the consultation documents at events as well as to consult providers and 
professionals on the online community during the consultation period. 
 
Public community: 
• An online survey posted on 28 July on the FPPR and the duty of candour 

which received 102 public responses. 

• A video posted on 3 September on the duty of candour with James Titcombe, 
CQC’s National Advisor for Patient Safety, and Peter Walsh, Chief Executive 
of Action against Medical Accidents, who answered community questions and 
tweets. The video has had more than 400 views. 

• A teleconference held on 3 September with chairs of Healthwatch on the duty 
of candour.  

 
 
Focus groups 
 
We held six focus groups with a range of people who are harder to reach due to 
their circumstances. The focus groups were organised and facilitated on behalf of 
CQC by a third party organisation, which related to all care sectors. The groups 
involved more than 50 people and included: 
 
• The Asian Disabled Association, a small, grass roots, self-help, community 

group that supports people of South Asian heritage. They also work with 
refugees and asylum seekers of Middle Eastern heritage and from Eastern 
Europe – in particular the Roma community. 

• CARES Sandwell, which offers a free and confidential information and advice 
service for carers and the people they care for within Sandwell. 

• Sakeena Youth Group, a voluntary group that provides activities for young 
people in Birmingham. 

• Derbyshire Gypsy Liaison Group, which provides advice, information and 
support to the Gypsy community in and around Derbyshire. 

• Mashriq Resource Centre, which provides advice, information and emotional 
support to women from minority ethnic communities and cultures across West 
Birmingham. 

• A South Asian networking group in Halifax.  
 
 

How we analysed feedback from the consultation 
We commissioned Quality Health, an external organisation, to support the 
consultation process. Quality Health has reviewed, analysed and reported on all the 
feedback collected from the consultation. We have published their full report on our 
website. This provides analysis of all responses received.   

http://www.avma.org.uk/
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Section 2: Key changes to our 
approach to the fit and proper persons 
requirement for directors and the duty 
of candour 
In response to the consultation feedback received between 25 July and 5 September 
2014, we have made some changes to our approach to inspecting the fit and proper 
persons requirement for directors and the duty of candour. 
 
The changes focus on: 
 
• Clarifying the responsibilities of providers. 

• Our explanation of how we will inspect and judge whether providers meet 
these two regulations. 

• What we will do when we receive information regarding these regulations. 

• How we will report on our findings. 

• CQC’s role in making information of concern accessible to providers.  
 
Fit and proper persons requirement for directors 
 
Our approach to the fit and proper persons requirement (FPPR) is summarised 
below: 
 
• It is the responsibility of NHS bodies to carry out due diligence when 

appointing interim and permanent executive and non-executive directors and 
to satisfy themselves that the individuals are of good character and are, and 
continue to be, fit to undertake the role to which they are appointed. Through 
the inspection programme of NHS bodies, we will assess and judge the 
systems and processes that providers have in place to meet this requirement. 

• A provider must assess, and keep under review, the fitness of directors in 
undertaking their role. During our inspections, we will sample the personnel 
records of directors and determine whether appropriate recruitment and 
performance management processes are in place. 

• We will report on the FPPR under the key question “Is this provider well-led?” 
following our inspection. 

• Within the assessment framework for CQC’s Hospital Directorate, the third 
key line of enquiry within the well-led key question asks, “How does the 
leadership and culture reflect the vision and values, encourage openness and 
transparency and promote good quality care?” It includes two specific prompts 
related to the FPPR:  
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o Do leaders have the skills, knowledge and experience that they need both 
when they are appointed and on an ongoing basis? 

o Do leaders have the capacity, capability and experience to lead 
effectively? 

• Where a concern is raised with us, we will investigate and take appropriate 
action, including a focused inspection where necessary. This approach will 
apply to concerns relating to the FPPR. We do not investigate individual 
cases, but we may receive information that leads us to take action as a result 
of an individual’s concern. 

• We will also check a provider’s processes to ensure that they meet the FPPR 
as part of the registration process for new providers. It should be noted that 
we do not anticipate any new registrations from NHS trusts. 

• CQC will make information available to NHS trusts about those providers 
whose registration with CQC has been cancelled, suspended or whom we 
have prosecuted.  

• CQC will expect providers to be aware of the wide range of guidance and 
information available across the sector about value-based recruitment 
practices, performance management and discipline and dismissal procedures, 
and to have implemented approaches in line with this best practice. This 
includes: 
o The seven principles of public life (the Nolan Principles). 
o The joint guidance from CQC, Monitor and the NHS Trust Development 

Authority on recruitment, performance, management and disciplinary 
arrangements for CEOs and directors, which is due to be published in late 
November.  

 
 
Duty of candour 
 
Our inspection approach to the duty of candour is summarised below: 
 
• A requirement to be candid already features within the NHS standard 

contract. It is the responsibility of NHS trusts to meet the requirements of the 
duty of candour.  

• Key lines of enquiry followed during inspection under the ‘safe’ key question 
include, “Are lessons learned and improvements made when things go 
wrong?” One prompt relates specifically to the duty of candour, “Are people 
who use services told when something goes wrong, given an apology and 
informed of any actions taken as a result?” 

• During our inspections we will sample the records of a number of notifiable 
safety incidents and determine whether: 
o The notification was given by a representative of the provider. 
o The relevant person received (to the best of the provider’s knowledge) a 

true account of the incident to date. 

https://www.gov.uk/government/publications/the-7-principles-of-public-life
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o The provider explained what further enquiries were being made. 
o The provider included an apology (defined as an expression of sorrow or 

regret in respect of the incident). 
o The action taken was recorded in writing and kept securely. 

• Key lines of enquiry followed during inspection under the well-led key question 
include, “How does the leadership and culture reflect the vision and values, 
encourage openness and transparency and promote good quality care?” 
Prompts for inspectors include, “Does the culture encourage candour, 
openness and honesty?” 

• We will report on the duty of candour within our overall quality reports for NHS 
trusts following inspection.  

• Where a concern is raised with us about quality of care in registered 
providers, we will investigate and take appropriate action, including a focused 
inspection where necessary. This approach will apply to duty of candour 
concerns. We do not intend to routinely investigate individual cases, but we 
may receive information that leads us to take action as a result of an 
individual’s concern. For more information, see CQC’s guidance for providers 
on whistleblowing on our website. 

• When there is a ‘notifiable safety incident’, the person using the service must 
be notified and supported when that notification is given. The provider must 
ensure that appropriate systems, processes and assurance are in place to 
make sure that this happens.  

• CQC will expect providers to be aware of the wide range of guidance and 
information available across the sector on duty of candour. We will report on 
identified good practice around duty of candour. 

 
  

http://www.cqc.org.uk/sites/default/files/documents/20131107_100495_v5_00_whistleblowing_guidance_for_providers_registered_with_cqc.pdf
http://www.cqc.org.uk/sites/default/files/documents/20131107_100495_v5_00_whistleblowing_guidance_for_providers_registered_with_cqc.pdf
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Section 3: What you told us and our 
response 

 
Clarity of what NHS providers should do to meet the 
fit and proper persons requirement for directors 
 

What we said in our consultation 
The fit and proper persons requirement for directors (FPPR) makes it clear that 
directors and people in ‘equivalent' positions of authority are personally responsible 
for the overall quality and safety of care.  
 
When a service is meeting the FPPR you should expect: 
 
• A named individual who will be held accountable if standards of care do not 

meet legal requirements. 

• That named individual: 
o to be of good character 
o to have the necessary qualifications, skills and experience 
o to be able to perform the work that they are employed for 
o to supply information, such as certain checks and a full employment history. 

• The individual to not have been responsible for, or involved in, any serious 
misconduct or mismanagement relating to any office or employment with a 
service provider. 

 
The new FPPR will have a wider impact than the previous requirement in both the 
scope of its application and the nature of the requirement. It makes it clear that 
individuals who have authority in organisations that deliver care are responsible for 
the overall quality and safety of that care and, as such, can be held accountable if 
standards of care do not meet legal requirements. 
 
 

Consultation question 
 

• Is it clear what NHS providers should do to meet the fit and 
proper persons requirement for directors? If not, how could it be 
made clearer? 
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What you said 

 
 

Providers and healthcare professionals 
• The majority (73%) of providers and healthcare professionals who answered 

our consultation web form thought it was clear or very clear what NHS 
providers should do to meet the FPPR. 

• The majority (83%) of NHS trusts that responded to our consultation web form 
thought it was clear or very clear what NHS providers should do to meet the 
FPPR.  

• There were requests for the wording of the guidance documents to be made 
clearer and for greater clarity on the requirement, including definitions for the 
following terms and phrases: 
o Fit and proper person 
o Good character 
o A caring and compassionate nature 
o Serious misconduct and mismanagement 
o Physically and mentally fit 
o Reasonable and what one deems reasonable 
o Director 
o How values-based recruitment can help meet the requirement. 

• Many respondents felt that there needed to be clearer guidance on the 
actions CQC could take against organisations if they do not meet the FPPR. 
Respondents also had concerns about how a provider could challenge these 
decisions – if at all.  
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• There were requests for qualitative examples and evidence-based measures 
for assessing and checking an individual’s fitness for the role, including in 
relation to recruitment and assessing individuals in post. 

• Duplication between existing regulatory systems was highlighted, as was the 
need to align the guidance with other regulatory tests and governance 
requirements across the sector. 

• Concerns were raised around the collective impact of a number of both recent 
and forthcoming legislative and regulatory changes across the system. There 
were also concerns that the timetable is unrealistic and will not be achieved. 

 

Public 
• A little over half (55%) of the members of the public who responded through 

the consultation web form thought it was clear or very clear what NHS 
providers should do to meet the FPPR. 

• Many of the comments emphasised the need for clearer language and 
explanations in the guidance. There were comments that the document could 
be simplified and shortened, while also being more specific on certain points.  

• People in focus groups stressed the need to assess the temperament, 
character and empathy of people to do the job and they were most interested 
in how CQC would be able to monitor this. Some Twitter responses focused 
on the importance of checking for honesty and transparency. 

 

Our response 
 
• We acknowledge that the language used within the regulation and in the draft 

provider guidance may not be clear enough. Based on the feedback received, 
we have provided the following descriptions of the terms used: 

 

Terms used Definition / explanation 

Fit and proper 
person 

The purpose of the fit and proper persons requirement for 
directors is to ensure that NHS trusts are not managed or 
controlled by individuals who present an unacceptable risk 
either to the organisation or to people receiving a service. 
The regulation is about ensuring that directors are fit and 
proper to assume responsibility for the overall quality and 
safety of care delivered. 
CQC does not offer a clearance service for NHS trusts to 
confirm that particular individuals are fit and proper persons. 
CQC will look at the extent to which a provider meets the 
regulation by checking that it has made every reasonable 
effort to assure itself of the suitability of its directors and that 
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consequently those directors are fit and proper persons.  
A fit and proper person ‘test’ has been in use across other 
bodies and sectors for some years, such as HMRC in the 
management of charities and the aviation sector. It has the 
same purpose, which is to prevent people from being 
appointed or remaining in a position of authority or control 
when they are not fit to do so. 

Good character Character determines the response to any given situation 
and good character will ensure that the response is the 
correct one, regardless of the circumstances and within 
agreed processes and systems. It is not possible to outline 
every character trait that an individual should have. 
However, among them we would expect to see that the 
diligence processes take account of honesty, trust and 
respect. 
Individuals should not have been complicit with significant 
care failures and none of the definitions of unfitness should 
apply to that individual. These include the individual 
appearing on barred lists of the Safeguarding Vulnerable 
Groups Act 2006, and/or any decisions made by any 
professional regulatory bodies that have resulted in removal 
from their registers. CQC will have regard to information on 
when convictions, bankruptcies or similar matters are to be 
considered ‘spent’. 

A caring and 
compassionate 
nature 

Caring is one of CQC’s key questions against which we rate 
and we expect this attribute to be at the core of those 
delivering health care. During inspections we explore 
whether staff are caring towards people receiving services 
and whether they are treated with compassion. One way of 
doing this is by asking people how they feel when they are 
being treated or when staff in that service speak to them, 
and asking staff how senior leaders set the tone and culture 
of the organisation in this respect.  

Serious misconduct 
and 
mismanagement 

This is determined by the provider through checks at the 
appointment stage or afterwards, and CQC is not involved in 
this process. In response to comments received in the 
consultation, we have provided more information on what 
serious misconduct might include. We suggest this could 
include assault, fraud, theft, breaches of health and safety 
regulations, intoxication while on duty, any breach of 
confidentiality, disobedience of lawful and reasonable 
instruction, and disrespect in the workplace. This is not an 
exhaustive list. 
Mismanagement would indicate, for example, that a director 
has dealt with responsibilities badly or carelessly, by 
mismanaging funds and/or not adhering to recognised 
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practice, or not following guidance, internal or external 
processes within which he or she is meant to work.  
As stated in the guidance, a director must not have been 
responsible for, been privy to, contributed to or facilitated 
any serious misconduct or mismanagement in carrying on a 
regulated activity. Individuals should not have been complicit 
with significant care failures. 

Physically and 
mentally fit 

People in a position of control within NHS trusts must be 
physically and mentally fit. This does not mean that people 
who have a long-term condition, a disability or mental illness 
cannot be in such a position. 
This aspect of the regulation relates to the ability to sustain 
the management function. 

Reasonable and 
what one deems 
reasonable 

Each person will define reasonable according to their own 
particular circumstances. In essence it means ‘fair’ and with 
‘sound judgement’, and CQC would take into consideration 
all aspects surrounding decision-making to determine 
reasonableness. 

Director  This includes executive directors, non-executive directors 
and associate directors who are members of the board, 
irrespective of their voting rights. Directors may be interim or 
permanent. Most executive directors of NHS trusts hold a 
position on the board of the NHS organisation, so as well as 
being in control of a department or directorate, they may 
also have decision-making responsibility within the 
organisation. 
Non-executive directors sit on an NHS organisation’s board 
but do not directly manage either a financial function or a 
department or directorate. 

How values-based 
recruitment can 
help meet the 
requirement 

An organisation should determine its values and recruit 
against them. Values embedded within all aspects of 
recruitment could, for example, make it more difficult for 
people to be untruthful on their application form as the 
systems in place would carry out all necessary checks. This 
could help an organisation to recruit ‘honest’ staff who share 
the values of the organisation. 

 
• We will be clearer within the provider guidance about regulatory action with 

regard to these regulations. We will use our regulatory powers as outlined in 
our Judgement Framework and Enforcement Policy both to protect patients 
and to hold providers and, in some cases, individuals to account. Where a 
breach is identified, CQC will use all existing enforcement powers available. 
When considering new NHS applications for registration, and variation 
applications made by existing NHS bodies, we will take account of the duty of 
candour and the FPPR. The process by which NHS bodies can challenge any 

http://www.cqc.org.uk/sites/default/files/documents/20120321_final_judgement_framework_for_publication.pdf
http://www.cqc.org.uk/sites/default/files/documents/enforcement_policy_june_2013.pdf
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action we take regarding the FPPR or duty of candour regulations will be the 
same as the current process for existing regulations and is set out in the 
guidance. We will publish a compendium of cases to share learning and 
support further improvement in the process. 

• CQC does not determine the processes that an NHS body should use to 
check an individual’s fitness for their role. It is the responsibility of the 
employer to assess fitness and suitability through a recruitment process in 
relation to, for example, a job specification by interviewing and checking 
references. 

• We acknowledge that the guidance on the FPPR and duty of candour needs 
to be aligned with other CQC guidance. We will ensure it aligns with other 
CQC guidance about our new regulations, as they come into effect from April 
2015 (subject to Parliament).   

• The timescale for the introduction of the FPPR and the duty of candour is set 
by parliamentary processes, to which CQC must respond and act accordingly. 

• We will improve the language in the guidance so that it is easier to read and 
understand to ensure that we fulfil our public role and to make it easier for the 
public to engage with the regulations as they are implemented.  
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Clarity of what NHS providers must do to fulfil the 
duty of candour  
 

What we said in our consultation 
 
The aim of the regulation is to ensure that providers are open and honest with 
people who use services when things go wrong with their care and treatment. 
 
This is an important step towards ensuring that services have the open, honest and 
positive culture that Sir Robert Francis found was lacking in his inquiry into care at 
Mid Staffordshire NHS Foundation Trust. 
 
To meet the requirements of the duty of candour, a provider has to: 
 
• Make sure it acts in an open and transparent way with ‘relevant people’ in 

relation to the care and treatment it provides. 

• Tell the relevant person, in person, as soon as reasonably practicable after 
becoming aware of a notifiable safety incident, and give them support in 
relation to the incident, including when telling them it has happened. 

• Provide an account of the incident which, to the best of the health service 
body’s knowledge, is true of all the facts when they notify the person.  

• Advise the relevant person what further enquiries the provider believes they 
need to make. 

• Offer an apology. 

• Follow this up with the same information in writing, and provide an update on 
the enquiries they are making. 

• Keep a written record of all communication with the relevant person. 
 
The regulations define the ‘relevant person’ as the patient and, in certain situations, 
people acting lawfully on the patient’s behalf – for example for a person under 16 
who is not competent to make decisions about their care and treatment, or to a 
person aged 16 and over who lacks the mental capacity to make decisions about 
their care and treatment. 
 
If the provider fails to do any of these things, CQC can take immediate legal action 
against that provider. 
 
We have worked with providers, people who use services and other partners in the 
system to develop the processes that our inspectors will use to inspect and enforce 
the duty of candour. This covers the requirements of the regulation and will ensure 
that our approach is proportionate. 
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What you said 
 

Providers and healthcare professionals 

 
 
• The majority (68%) of the providers and healthcare professionals who 

answered our consultation through the web form thought it was clear or very 
clear what NHS providers should do to fulfil the duty of candour.  

• The majority (74%) of NHS trusts who answered using our consultation web 
form thought it was clear or very clear what NHS providers should do to fulfil 
the duty of candour.  

• There were comments that the wording in the guidance documents was not clear 
and calls for definitions and interpretation for the following terms and phrases: 
o Harm and moderate harm  
o Psychological harm 
o Cancelling treatment 
o Prolonged  
o Reasonable amount of time 
o Appropriate written records 
o Notifiable safety incident 
o Act in an open and transparent way. 
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Consultation question 
• Is it clear what NHS providers should do to fulfil the duty of 

candour? If not, how could it be made clearer? 
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• There were requests for more guidance on the relationship between the harm 
caused and the notifiable incident. 

• Some of the categories of notifiable safety incident set out in the consultation 
are not currently triggers for incident reporting and would require new systems 
to be set up. This needs to be clarified.  

• There were concerns that the regulation will drive a significant increase in 
workload operationally, especially the requirement to provide a written 
apology when moderate harm has occurred.  

• Respondents commented that there is a need for consideration at all levels as 
to how providers and others will be assured that clinicians are fulfilling the 
new requirement.  

• There were comments that the guidance should be clear that the duty of 
candour applies to an organisation, not an individual, and that it should 
provide an explanation of how the duty of candour will operate alongside the 
professional and ethical duties of candour.  

• There were comments that the guidance should give further detail of how the 
duty of candour applies to different providers in different sectors and whether 
thresholds vary.  

• Respondents commented that there is a need for further consideration of how 
the guidance would be applied in different care settings such as single-
handed GP practices and mental health care. Comments suggested that as 
services become increasingly integrated, there is a risk that different 
definitions of harm for health and social care will become increasingly 
confusing. 

• More detail was requested about when CQC may move to prosecution and 
whether this would be against individuals or organisations. 

• Respondents highlighted the need when considering enforcement action to 
ensure a proportionate response that reflects the nature of the failure to 
comply. While we are able to act without warning, responses stated that this 
may not necessarily be the intervention that leads to the desired outcome.  

 
 

Public 
• Half of the members of the public who answered our consultation web form 

said it was clear or very clear what NHS providers should do to fulfil the duty 
of candour.  

• Comments were mainly about the clarity and accessibility of the guidance. 
There were also calls for a more concise document.  

• There were comments that the consultation document did not mention that 
candour requires that we should investigate and report on whether providers 
had effective risk management systems which could and should have reduced 
the risk of something going wrong. 
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• The consultation document did not explain how the duty of candour covers 
and protects whistleblowers. 

• Some comments called for an emphasis on the need to focus on openness 
and transparency and ensuring that patients are not the last to know.  

 

Our response 
 
• CQC agrees that some of the definitions in the guidance need further clarity. 

Some of the terms mentioned, including “harm”, “moderate harm”, “prolonged 
psychological harm” and “notifiable safety incident” are defined in the 
legislation. Based on the feedback to the consultation, we have provided 
descriptions of terms below:  

 

Cancelling treatment Where planned treatment is not carried out as a direct 
result of the notifiable safety incident. 

Reasonable 
amount of time 

A reasonable amount of time is not defined in the 
regulation. However, the NHS Standard Contract 
requires that the notification must be within at most 10 
working days of the incident being reported to local 
systems, and sooner where possible. 

Appropriate written 
records 

Records are complete, legible, accurate and up to 
date. Every effort must be made to ensure records are 
updated without any delays. 

Act in an open and 
transparent way 

Clear, honest and effective communication with 
patients, their families and carers throughout their care 
and treatment, including when things go wrong, in line 
with the definitions below. 

 

• We will use the following definitions of openness, transparency and candour 
used by Robert Francis in his report: 2 

Openness Enabling concerns and complaints to be raised freely 
without fear and questions asked to be answered. 

Transparency Allowing information about the truth about performance 
and outcomes to be shared with staff, patients, the 
public and regulators. 

                                                 
2 Report of the Mid-Staffordshire NHS Foundation Trust Public Inquiry, chaired by Robert Francis QC, 
http://www.midstaffspublicinquiry.com/sites/default/files/report/Executive%20summary.pdf 

http://www.midstaffspublicinquiry.com/sites/default/files/report/Executive%20summary.pdf
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Candour Any patient harmed by the provision of a healthcare 
service is informed of the fact and an appropriate 
remedy offered, regardless of whether a complaint has 
been made or a question asked about it. 

 

• It is clear that the relationship between the harm caused and the notifiable 
safety incident needs to be explicit. Regulation 20 provides guidance on what 
constitutes a “notifiable safety incident”. It includes incidents that have 
resulted in, or could result in, the death of the patient, or severe harm, 
moderate harm, or prolonged psychological harm (see definition of terms). 
Where the degree of harm is not yet clear but may fall into the above 
categories, the relevant person must be informed of the suspected safety 
incident. The NHS body is not required by the regulation to inform a person 
when a ‘near miss’ has occurred, and the incident has resulted in no harm to 
the patient. 

• The threshold for notifiable incidents is the same for all CQC registered 
providers as defined in the regulation. NHS trusts have been encouraged for 
some time to voluntarily report moderate incidents. Regulation 20 does not 
change the reporting requirements for registered providers.  

• As we inspect against the duty of candour, we will have an opportunity to 
identify whether there is a particular burden being placed on NHS trusts to 
report notifiable safety incidents. The need for a written apology is a 
requirement within the regulation. 

• NHS trusts are responsible for ensuring that clinicians and all their staff are 
adhering to any policies, procedures and systems that provide assurance 
about the duty of candour. It is for those NHS trusts to assure themselves that 
they have an open and transparent organisation. We inspect this when asking 
the key question “is the service well-led?” 

• The statutory duty of candour regulation applies to providers, not individuals. 
In terms of the professional and ethical duties of candour, it is the 
responsibility of the provider to have a system in place to identify and deal 
with possible breaches of these by staff who are professionally registered.  

• Guidance for other regulated providers will be developed by April 2015. The 
same definition of harm applies, but the guidance will recognise sector 
differences where appropriate. This will be implemented for all other providers 
(other than NHS bodies) in April 2015. We will be clearer within the provider 
guidance about regulatory action with regard to these regulations. When we 
identify a breach of Regulation 20, we will assess the impact on people and 
decide whether or not to take regulatory action, and what action to take, in 
accordance with our Judgement Framework and Enforcement Policy. 

• Any enforcement action would be proportionate to the circumstances and 
seriousness of the breach of duty of candour found on inspection. Until April 
2015, we will consider potential breaches of the regulation on a case-by-case 
basis to determine the appropriate regulatory response. We will use learning 
from the judgements to inform our future approach, and will make case 
studies available to providers. 
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• We will improve the language in the guidance to be clearer and more 
accessible to fulfil our public role. 

• We will publish our full provider guidance on meeting the fundamental 
standards across all sectors before April 2015. This will include guidance on 
the other regulations, such as safe care and treatment, which are relevant to 
the wider safety and risk management context around the duty of candour.  

• Duty of candour is primarily a means to ensure that patients are told when 
something goes wrong. We specifically consider the protection of 
whistleblowers in our inspections and this is made clear in the revised 
guidance. There is more information in our guidance for providers on 
whistleblowing available on our website. 

• Our focus is on building a culture of openness and transparency within the 
NHS, to ensure that patients are the first to know. 

 
  

http://www.cqc.org.uk/sites/default/files/documents/20131107_100495_v5_00_whistleblowing_guidance_for_providers_registered_with_cqc.pdf
http://www.cqc.org.uk/sites/default/files/documents/20131107_100495_v5_00_whistleblowing_guidance_for_providers_registered_with_cqc.pdf


Response to our consultation on the fit and proper persons requirement for directors  
and the duty of candour: NHS bodies        24 

Clarity and format of our guidance documents 
 

What we said in our consultation 
In the guidance, we explain the intention of each regulation. We then consider each 
element of the regulation in turn, setting out the implications for providers in terms of 
how they could demonstrate compliance. For each regulation, we then provide 
hyperlinks to key legislation and guidance that providers may want to consider in 
deciding how they will ensure that they meet the regulation.  
 
The hyperlinks to legislation and guidance relate specifically to each regulation. They 
are not meant to be exhaustive. We expect providers to meet the requirements of all 
relevant legislation, even if not hyperlinked in the guidance. 
 
We also expect providers to take account of other relevant guidance that might be 
specific to the services they deliver.  
 
We want our guidance to be as helpful as possible to providers. We said the 
guidance would be clear, helpful and complete. However, it is the provider’s 
responsibility to meet the regulations and they must be empowered to make 
decisions about how to ensure they meet the regulations. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

What you said 
Providers and healthcare professionals 
• The vast majority (84%) of the providers and healthcare professionals who 

answered our consultation web form thought it was easy or very easy to follow 
and understand the format and layout of the guidance, and 90% also thought 
the links were helpful or very helpful. 

• Almost all (96%) of NHS trusts who answered our consultation web form 
thought it was easy or very easy to understand and follow the format and 
layout of the guidance and the same proportion thought that the links were 
helpful or very helpful. 

Consultation questions 
• Is the format and layout of the guidance easy to follow and 

understand? 
• Are the links to key legislation and guidance helpful? How could 

we promote these links better? 
• Is there anything missing from the guidance? 
• Is there anything that should be taken out of the guidance? 
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• There were comments that the guidance would be improved by having 
consistent cross-referencing to the regulation. 

• Some of the responses said that in places the language is rather vague and 
more details and better definitions are required. 

• Respondents also said that the statutory instruments are not always written 
clearly and some guidance on interpretation and application should be 
provided. It was suggested to include links to professional regulators’ 
guidance, codes of practice and regulations, and that it would help if the 
hyperlinks to the relevant legislation were within the text of the document. 
Respondents also said that we need to clearly say that the list of links is not 
exhaustive. 

• In terms of our references to any guidance, respondents stated it would help if 
these were dated, even links to websites, and that providing a brief summary 
of the scope of the listed legislation and guidance as well as headings would 
be helpful. 

• There was a request that CQC identifies whether medical students fall within 
the duty of candour, and also what the role of the commissioner is in 
supporting the duty of candour.  

• CQC will need to adapt and learn as the system evolves and is more widely 
understood and we should share our learning with the wider health 
community. 

• Several responses said we need to remove the requirement to provide a 
written acknowledgement and a written report on any investigation or action 
taken for moderate harm, because this will be a large administrative burden 
on organisations and may be unhelpful in some cases. 

 

Public 
• The majority (80%) of the members of the public who answered our 

consultation web form said that it was easy or very easy to follow and 
understand the format and layout of the guidance. 

• The vast majority (90%) of members of the public who answered our 
consultation web form thought the links were helpful or very helpful. 

• Some comments stated the document should be more concise and readable, 
with clearer language.  

• Respondents pointed out that we did not include details, or contacts, of who to 
complain to. A list of possible penalties if the guidelines are not followed 
would be helpful. 

 

Our response 
• We will consider all points made in relation to the formatting of the guidance 

and the hyperlinks between the regulation and guidance. We agree this 
should make reading of the guidance more straightforward. 
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• We have incorporated comments on language and definitions under questions 
1 and 2 on the regulations themselves to improve the clarity of the guidance.  

• Hyperlinks are helpful and where we are able to link to other websites and 
guidance materials, we will. We will also make sure that we list professional 
regulators’ websites.  

• All staff working within an NHS trust will have responsibility to adhere to that 
organisation’s policies and procedures around duty of candour. This would 
include medical students. With regard to local commissioners, it is their role to 
performance manage organisations’ contractual obligations under the NHS 
Standard Contract, which includes a duty of candour. 

• CQC will report on good practice within our inspection reports and these will 
be publically available. CQC aims to publish an interim report following 
implementation of the fit and proper persons requirement for directors and 
duty of candour regulations to share learning with other NHS trusts not yet 
inspected and to inform our work across the health and social care sectors.  

• The regulation requires a provider to keep written records of how it notified the 
relevant person when a notifiable safety incident has occurred, including 
where there has been moderate harm.  

• As stated, we will work to ensure the guidance is concise, readable and 
accessible and incorporates summarised content where possible. 

• There is information on CQC’s website about how to make a complaint about 
a health service provider. 

  

http://www.cqc.org.uk/content/complain-about-service-or-provider
http://www.cqc.org.uk/content/complain-about-service-or-provider
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Appendix: Organisations that 
submitted responses 

National charities 
Action Against Medical Accidents 
Parkinson’s UK 
Patients Association 
Public Concern at Work 
Sue Ryder Care 
 
 
Professional representatives 
British Medical Association - NHS Acute 
Hospitals 
Foundation Trust Network 
Medical Defence Union 
Medical Protection Society 
Professional Standards Authority 
Royal College of Anaesthetists 
Royal College of Physicians 
Royal College of Radiologists 
Royal College of Surgeons 
 
 

Health and social care providers 
and bodies 
Alpha Hospitals 
Green Kite Healthcare 
NHS Blood and Transplant 
NHS Litigation Authority 
Norfolk Community Health and Care 
North West Ambulance Service 
Peterborough and Stamford Hospitals 
NHS Foundation Trust  
Rotherham NHS Foundation Trust 
South Tyneside NHS Trust 
St Michael’s Hospice 
 

Strategic partners 
Department of Health  
General Medical Council 
Monitor 
 
 
Trade associations 
Managers in Partnership 
NHS Confederation and NHS Employers 
UK Homecare Association 
 
 
Other groups 
Equality Voices – CQC internal group 
London Fire and Emergency Planning 
Authority 
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	Providers and healthcare professionals


	 The majority (68%) of the providers and healthcare professionals who answered our consultation through the web form thought it was clear or very clear what NHS providers should do to fulfil the duty of candour.
	 The majority (74%) of NHS trusts who answered using our consultation web form thought it was clear or very clear what NHS providers should do to fulfil the duty of candour.
	 There were comments that the wording in the guidance documents was not clear and calls for definitions and interpretation for the following terms and phrases:
	 There were requests for more guidance on the relationship between the harm caused and the notifiable incident.
	 Some of the categories of notifiable safety incident set out in the consultation are not currently triggers for incident reporting and would require new systems to be set up. This needs to be clarified.
	 There were concerns that the regulation will drive a significant increase in workload operationally, especially the requirement to provide a written apology when moderate harm has occurred.
	 Respondents commented that there is a need for consideration at all levels as to how providers and others will be assured that clinicians are fulfilling the new requirement.
	 There were comments that the guidance should be clear that the duty of candour applies to an organisation, not an individual, and that it should provide an explanation of how the duty of candour will operate alongside the professional and ethical du...
	 There were comments that the guidance should give further detail of how the duty of candour applies to different providers in different sectors and whether thresholds vary.
	 Respondents commented that there is a need for further consideration of how the guidance would be applied in different care settings such as single-handed GP practices and mental health care. Comments suggested that as services become increasingly i...
	 More detail was requested about when CQC may move to prosecution and whether this would be against individuals or organisations.
	 Respondents highlighted the need when considering enforcement action to ensure a proportionate response that reflects the nature of the failure to comply. While we are able to act without warning, responses stated that this may not necessarily be th...
	 Half of the members of the public who answered our consultation web form said it was clear or very clear what NHS providers should do to fulfil the duty of candour.
	 Comments were mainly about the clarity and accessibility of the guidance. There were also calls for a more concise document.
	 There were comments that the consultation document did not mention that candour requires that we should investigate and report on whether providers had effective risk management systems which could and should have reduced the risk of something going...
	 The consultation document did not explain how the duty of candour covers and protects whistleblowers.
	 Some comments called for an emphasis on the need to focus on openness and transparency and ensuring that patients are not the last to know.
	Our response

	 CQC agrees that some of the definitions in the guidance need further clarity. Some of the terms mentioned, including “harm”, “moderate harm”, “prolonged psychological harm” and “notifiable safety incident” are defined in the legislation. Based on th...
	 We will use the following definitions of openness, transparency and candour used by Robert Francis in his report: 1F
	 It is clear that the relationship between the harm caused and the notifiable safety incident needs to be explicit. Regulation 20 provides guidance on what constitutes a “notifiable safety incident”. It includes incidents that have resulted in, or co...
	 The threshold for notifiable incidents is the same for all CQC registered providers as defined in the regulation. NHS trusts have been encouraged for some time to voluntarily report moderate incidents. Regulation 20 does not change the reporting req...
	 As we inspect against the duty of candour, we will have an opportunity to identify whether there is a particular burden being placed on NHS trusts to report notifiable safety incidents. The need for a written apology is a requirement within the regu...
	 NHS trusts are responsible for ensuring that clinicians and all their staff are adhering to any policies, procedures and systems that provide assurance about the duty of candour. It is for those NHS trusts to assure themselves that they have an open...
	 The statutory duty of candour regulation applies to providers, not individuals. In terms of the professional and ethical duties of candour, it is the responsibility of the provider to have a system in place to identify and deal with possible breache...
	 Guidance for other regulated providers will be developed by April 2015. The same definition of harm applies, but the guidance will recognise sector differences where appropriate. This will be implemented for all other providers (other than NHS bodie...
	 Any enforcement action would be proportionate to the circumstances and seriousness of the breach of duty of candour found on inspection. Until April 2015, we will consider potential breaches of the regulation on a case-by-case basis to determine the...
	 We will improve the language in the guidance to be clearer and more accessible to fulfil our public role.
	 We will publish our full provider guidance on meeting the fundamental standards across all sectors before April 2015. This will include guidance on the other regulations, such as safe care and treatment, which are relevant to the wider safety and ri...
	 Duty of candour is primarily a means to ensure that patients are told when something goes wrong. We specifically consider the protection of whistleblowers in our inspections and this is made clear in the revised guidance. There is more information i...
	 Our focus is on building a culture of openness and transparency within the NHS, to ensure that patients are the first to know.
	Clarity and format of our guidance documents
	What we said in our consultation
	What you said
	Providers and healthcare professionals


	 The vast majority (84%) of the providers and healthcare professionals who answered our consultation web form thought it was easy or very easy to follow and understand the format and layout of the guidance, and 90% also thought the links were helpful...
	 Almost all (96%) of NHS trusts who answered our consultation web form thought it was easy or very easy to understand and follow the format and layout of the guidance and the same proportion thought that the links were helpful or very helpful.
	 There were comments that the guidance would be improved by having consistent cross-referencing to the regulation.
	 Some of the responses said that in places the language is rather vague and more details and better definitions are required.
	 Respondents also said that the statutory instruments are not always written clearly and some guidance on interpretation and application should be provided. It was suggested to include links to professional regulators’ guidance, codes of practice and...
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	 We will consider all points made in relation to the formatting of the guidance and the hyperlinks between the regulation and guidance. We agree this should make reading of the guidance more straightforward.
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