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Final Report and Draft Bill 

o Regulation of Health Care Professionals 

o Regulation of Social Care Professionals in England 

o Law Commissions’ Final Report and Draft Bill 

o April 2014 



The Future of Healthcare 

Regulation? 
o Single legal framework for all the regulators of health and social 

care professionals  

o 9 bodies regulating 32 professions in the UK with 1.44 million 

professionals 

o Include the: GMC, GDC, GCC, GOC, HCPC, GOsC, GPhC, NMC 

o Aim of creating a clear, modern and effective legal framework for 

regulation 

o Greater consistency across the regulators  

o Regulators’ existing governing legislation (Medical Act 1983, 

Dentists’ Act 1984 etc) to be repealed and replaced with a single 

Act of Parliament 

 



General Objectives (Part 3) 

o Single set of overarching objectives for all of the regulators and 

the Professional Standards Authority (PSA) 

o To encourage a consistent approach to decision-making and 

provide a clear statement of the purpose of ‘professionals 

regulation’ 

o Main objective: to protect, promote and maintain the health, 

safety and well-being of the public 

Following general objectives:- 

o to promote and maintain public confidence in the profession; 

o to promote and maintain proper professional standards and 

conduct for individual registrants  

 



Miscellaneous Provisions 

o Governance 

o Registers and Registration 

o Education, Conduct and Practice 

 



 

Fitness to Practise – Impairment 

(Part 7) 

 o Amendment of existing statutory grounds of impairment so that they now 

are:- 

– Deficient professional performance 

– “Disgraceful” misconduct 

– Inclusion of the person on a barred list 

– A determination by another regulator to the effect that fitness to practice 

(FTP) is impaired 

– Adverse physical or mental health 

– Insufficient proficiency in the knowledge and use of the English 

language 

– Convictions or cautions 

– Certain other court disposals 

 



Fitness to Practise – Investigation 

o All cases referred for preliminary consideration where an ‘allegation is made that a 

professional’s fitness to practise is impaired’ or the regulator otherwise has reason to 

believe that their FTP is impaired 

o Certain cases cannot go beyond preliminary consideration (including 5 year rule) 

o Presumption of removal in the most serious criminal convictions 

o Regulators given flexibility in investigations – case examiners, formal panel hearings 

etc 

o Test for all referrals:  Realistic Prospect Test 

o Such cases must be referred except where not in public interest 

o Expanded range of disposals at investigation stage: advice, warnings, undertakings, 

voluntary removal 

o Each regulator can initiate a review of certain investigation decisions where case not 

referred to FTP panel 

 



Fitness to Practise – Adjudication 

o Compliance with Article 6, ECHR 

o Conducted by at least 3 members, including one lay panellist 

o Powers to decide some cases without formal panel hearings 

o Broad powers to establish rules for pre-hearing case management 

o Civil rules of evidence and civil standard of proof in hearings 

o Most hearings in public – except interim orders and health 

o Consistent procedural safeguards 

o All FTPs to have same powers re sanctions: advice, warnings, conditions, suspension and 

removal 

o Powers re undertakings, voluntary removal and Interim Orders pending the outcome of an 

appeal 

o System for imposing and reviewing Interim Orders 

o Government to have regulation-making powers to introduce a new adjudication system for 

any of the regulators based on the MPTS 

 



Overlap Issues (Part 10) and the 

PSA (Part 12) 
o Joint exercise of regulatory functions (2 or more regulators) 

o PSA to promote cooperation 

o Powers of each regulator to delegate functions to another regulator or another 

person 

o Two concurrent duties to cooperate 

 

o PSA’s powers and functions to be extended to include promoting economic 

efficiency and cost effectiveness by the regulators 

o Power to give directions to the regulators 

o Government to have power to make regulations enabling the PSA to investigate 

complaints made to it about how a regulator has exercised any of its functions 

o Retention of power to refer FTP cases to the higher courts 

 



Reaction and the Way Forward 

 



Introduction 

o Why? 

o What is it? 

o Who does it apply to? 

o When will the duty apply? 

o What do you need to do? 

o What happens if you don’t? 

o What do you need to do now? 

 



Why? 
o One of the essential aims: 

– Ensure openness, transparency 

and candour throughout the 

system about matters of concern. 

o Openness: 

– Enabling concerns to be raised 

o Transparency: 

– True information about 

performance and outcomes to be 

shared 

o Candour: 

– Patients harmed … are informed 

and remedy offered 

 



Why? 

o Recommendation 173: 
– Every organisation and everyone working for them must be honest, 

open and truthful in all their dealings with patients and the public and 
personal interests must never be allowed to outweigh the duty to be 
honest open and truthful. 

o Recommendation 174: 

– Where death or serious harm has been or may have been caused to 
a patient by an act or omission … should be informed of the incident 
... given disclosure … and support.  



Who does it apply to? 

o Every provider of regulated activity  

– i.e. all organisations registered with the Care Quality 

Commission. 

o Only NHS bodies from October 2014. 

o Independent sector from April 2015 

o Will be enforced by the CQC. 



When will the duty apply? 

o 20(1) A health service body must act in an open and 

transparent way with relevant persons in relation to care 

and treatment provided to service users in carrying on a 

regulated activity.  

o 20(2) As soon as reasonably practicable after becoming 

aware that a notifiable safety incident has occurred a health 

service body must — (a) notify the relevant person that the 

incident has occurred in accordance with paragraph (3),  

 So, that’s easy then… 

 



‘Notifiable safety incident’ 

o any ‘unintended or unexpected incident that occurred in 

respect of a service user during the provision of regulated 

activity that, in the reasonable opinion of a healthcare 

professional, could result in, or  appears to have resulted 

in’: 

– Death; 

– Severe harm; 

– Moderate harm; or  

– Prolonged psychological harm  



Severe harm 

o “severe harm” means a permanent lessening of bodily, 

sensory, motor, physiologic or intellectual functions, 

including removal of the wrong limb or organ or brain 

damage, that is related directly to the incident and not 

related to the natural course of the service user’s illness or 

underlying condition. 



Moderate harm 

“moderate harm” means— 

 

 (a) harm that requires a moderate increase in treatment, 

and 

 (b) significant, but not permanent, harm; 



Moderate increase in treatment 

 “moderate increase in treatment” means an unplanned 

return to surgery, an unplanned re- admission, a prolonged 

episode of care, extra time in hospital or as an outpatient, 

cancelling of treatment, or transfer to another treatment 

area (such as intensive care); 

 



Prolonged psychological harm 

 “prolonged psychological harm” means psychological harm 

which a service user has experienced, or is likely to 

experience, for a continuous period of at least 28 days; 



What do you need to do? 

o As soon as reasonably practicable you must: 

– Notify the relevant person that the incident has occurred; 

– Provide reasonable support;  

o The notification must: 

– Be given in person by a representative of the health service body; 

– Provide a true account of all the facts known at that time 

– Advise what further enquiries are appropriate; 

– Include an apology; 

– Be recorded in writing;  

– Be followed by written notification. 



What happens if you don’t? 

o Breach of 20(2)(a) and 20(3) is an offence. 

o CQC will have ‘full range of enforcement powers’ but no 

powers of redress to service user. 

o Contractual fine remains. 

o No individual offence. 

– Or is there? Section 91 Health and Social Care Act 2008: 

 “Offence committed by or with the consent or connivance 

of, or attributable to any neglect on the part of any Director, 

Manager or Secretary … is guilty of offence.” 



CQC Guidance 

 “We expect to mainly use the new regulations on candour to 

confirm or encourage good practice through the ratings we 

give, rather than to enforce them directly.” 

 “Criminal sanctions have a role to play …but by themselves 

they are unlikely to be the strongest driver for promoting a 

culture of openness in providers.” 

 “We will not shy away from using the full weight of our 

powers, but we anticipate that this will be in cases where 

we have evidence of deliberate withholding or manipulation 

of information.”  



Defence 

o Regulation 22(4) 

– But it is a defence for a registered person, or (in the case 

of regulation 20(2)(a) and (3)) a health service body, to 

prove that they took all reasonable steps and exercised 

all due diligence to prevent the breach of any of those 

regulations that has occurred.  

o Note - the burden of proof is on the defendant.  



Candour – The journey 

o 1997 – Guidance from NHSLA – offer sympathy, apologies, and 

explanations 

o 1998 – GMC guidance asserting patients are entitled to a prompt 

and appropriate response to complaints 

o 2009 – NHS Constitution – “you will receive an appropriate 

explanation and apology..” 

o 2010 – Francis inquiry part 1 – “lack of candour a significant element 

in the dysfunctional organisational culture at the Trust” 

o 2013 – Francis final recommendations – urges openness, 

transparency and candour throughout the NHS 



Contractual matters to consider 

o NHS Standard Contract 2014/15 

o Technical Contract Guidance – March 2014 

 

– More explicit wording for all parties (including any subcontractors), to abide by 

NHS Constitution 

– New – providers to have effective procedures for staff to raise concerns about 

quality 

– New – prevent use of staff gagging clauses 

– New – providers to comply with NHS England Serious Incident Framework 

(SC33 and para 29 of Guidance) 

– Broader requirement for providers to demonstrate “lessons learned” from 

complaints, incidents, Never Events, surveys and other forms of service user 

and staff involvement (SC3 and Guidance para 27.5) 

– More detailed reporting requirements on complaints 



NHS Standard Contract -Technical 

Contract Guidance 
 

o Contract used on all NHS funded health services 

except some primary care provision – separate 

contract 

 

o Cannot override the contract 

 



NHS Standard Contract -Technical 

Contract Guidance 
 

o Paragraph 27.6 – guidance around “suspension events” – 

Commissioners having reasonable and material concern as to the 

continuity, quality, or outcomes of any service, or for the health and 

safety of any service user 

 

o Paragraph 27.7 – evaluation of individual staff service provision and: 

– Linking that evaluation to patient experiences and outcomes 

– Detailed staff reviews every 6 months 

– Reporting the outcomes of those reviews and demonstrating lessons 

learned 

 



NHS Standard Contract -Technical 

Contract Guidance 
 

Paragraph 29 - Serious incidents and patient safety 

incidents  

o Reporting 

o Investigation and reports to Commissioner 

o Systems to record data and implement learning 

o Not an automatic trigger for sanctions  



NHS Standard Contract -Technical 

Contract Guidance 
 

o Appendix 5 – Guidance on implementing contractual 

requirements relating to the Duty of Candour 

 

o NB – Non reporting (that comes to light) – to be treated 

by the Commissioners as “extremely serious” with 

possible referral to CQC 



Insurance Contracts 

 

o Standard reporting of claims (for compensation) and 

circumstances that may give rise to claims 

o Obligations not to admit liability without insurers 

agreement 

o Need to align incident reporting and investigations with 

all contractual obligations, including to your insurers 



Conclusion 

 

o Training to staff 

o Systems for oversight 

o Policy guidance 

o Greater contractual rigour – “tiger country” 

o Awareness of contract provisions and guidance 

o Alignment of interests across the organisation to foster 

culture of openness 




