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The evolution of quality assurance and
medical regulation in the UK

the medicsl Royal Colleges - 1518 quality and standards

the Genersl Medical Councll 1855 and self reguistion

medical negligencr litigation

cmntracts with employrrs

Contimuous Medical Education (CME), lnrgely with the Roysl Colleges
Health Service Commissboner for complalots 1973

. Griffiths Repart on in the NHS 21 im 1903
audit ss & requiremint from the NHS Review In 1991

. clinical governance and (he NHS Review in 1991

18, Bristol {1999-2001) and Shipman [2001-2085) Inquiries

11. sulcome measores eg death rates in bospital 2001

T T

Healtheare Commission (HCC), previousty C for Health

(CHI). 2001: from 2009 (o be merged inte Care Quality Commission

13. National Patlent Safety (NPSA) and its main orgunisation the Nations!
Clinical Assessmmt Service 2001 - for remedistion {responding to Bristol)

14, Postgrsduste Medieal Education Tralning Reard (PMETE) 2003

15, Council for Healthcare Regulatory Excellence (CHRE) 2003

16. White Paper 2007 Trust, Ausurence and Safery - The Regulation of Health Professionals
mm_’hrpémnf.r P in 2009 "I*' _uu‘{ P i
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Some selected key landmarks in medical
professional regulation in the UK

The General Medical Council (GMC) was founded in 1858
to provide a register of doctors and to discipline severe
professional misconduct (later health and performance).
The Bristol (1999-2001) and Shipman (2mi~5} Inquiries
have greatly ¢l ed the field of medical regulation and
quality assurance in the last few years.

National Patient Safety Agency (NPSA) - formed 1 April
2001 in response to the ggstcﬁy Inquiry — for remediation
Healthcare Commission (HCC), 2001+, inspection and
encouraging the improvement of healthcare in England
White Paper: Trust, Assurance and Safety - The Regulation
oﬁf Health Professionals in the 215t Century, published b
the Government, 2007, in response to the Shipman Inquiry,

Prof. Sir Briss 3

Why the increase in complexity beyond the
earlier functions of the GMC?

.

In addition to the GMC'’s role of ensuring that the
public have professional, competent doctors the
Bristol and Shipman Inquiries have shown that
there also needs to be:

— continuous monitoring of the quality of care and
adverse events

— a facility to inspect and correct where necessary
- continuous revalidation of doctors’ fitness to practice
- aclimate of no-blame and learning from experience.

[Frul. Sir Briae [

Patients want healthcare which is:

-

available — within a time period consistent with clinical
need;

appropriate - the best choice of treatment with the
patient sharing in the decision;

effective — provided correctly and safely, consistent
with current research evidence;

acceptable — as judged by the patient or patient
advocate; and

efficacious - can be shown to benefil the patient.

Frat. Sir Brian ]

Harvard Medical Practice study of
New York state hospitals (NEJM 1991)

* 30,000+ randomly selected patients in New York State
hospitals

* 3.7% had injuries from adverse medical care events

* 13.6% had led to death

* half were preventable

= if US figures apply to English hospitals, implies 28,000
preventable deaths from medical care each year

* 12% of 240,000 UK annual hospital deaths preventable

Fend. Sir Birin L]




Less on blaming individuals and
more on improving the systems

Berwick: “Inspection alone cannot improve quality. ...
Inspection is important for safety, but unless it is linked to
strategies for improvement it produces tremendous waste
and timid aspirations” (Berwick DM BMJ 1997;314:1564).
“So far as | know, all modern, effective systems to assure
and improve safety involve a culture in which the
reporting of error or apparent error is a valued and
positive act, which leads, not to blame, but to curiosity and
study.” (Berwick DM. BMJ 1998:316:1925)

“...in complex systems, safety depends not on exhortation,
but rather on the proper design of eﬂui ment, jobs,
siligrnrt systems, and organisations. (gMJ 1999;319:136-

Prof Sir Brias

Influence of the medical

profession

“Medicine is so central to modern society that doctors
have emerged as perhaps the key profession™
(Maran M, Weed B Stnten, Reguistion wnd the Mrdical Profrssies. Backdaghas: OUF, 1993;

The National Health service (NHS) is “so heavily
influenced by its lead professionals that both policy and
service have to be seen as a product of a power-sharing

agreement between professionals and ministers™

(Depar of the port and (e Reglont, C ug lowues in Fubisc
Pelicy sud Public Service. Landen: HMSO, 1999

The Profession and The Government

* The Bristol and Shipman Inquiries in the UK have
prompted the Government to increase the level of
regulation of the medical profession because of
the perception that self-regulation was not
working effectively.

“... worldwide there is a sense that doctors have
less and less control over their own destiny.”
(Richard Smith, Editorial, BMJ No 7094 Volume
314 Saturday 31 May 1997)

The British Medical Association
(BMA)

Formed in 1832 “to promote the medical and allied sciences and 1o
maintain the honour and i of the medical profession - aims
which remain the same today™.

The objects for which the Association is established modified in 2004:

L."Top the medical and allied sci
and interests of the medical profession and

1o maintain the honour

Has 70+% of UK doctors as members
As a trade union part of its 1ole is fo rep doctors in
fations with the G

« The BMA does not register or discipline doctors

About the BMA

Al ™ Grman Mesicat 18 T dociony 3
LR o ook afer Tha profentiondl 3nd pereanal nesas of oo members. The Bl
3 rwprasenis docksrs in ol b anches of medcing 38 over the UK.

e 2w 3 VORNNAry B350CHIDON W Cve tes-Mirgs of practaing UK docters i mambanihe #d an
racs uri g IaNAUS! members and The colleciive intereaia of

dockns

e are the voica for doctors mnd medical student - in constant ¥
depatments members of the U, Scoliish, Weish and Norham islind sominisiratang and manmy
omar infusnlisl bodkea Ve are in touch with B ]
CoBCHS WS B4 Dolicies 302 19 baing @t e lorelont of heamincan desiopmant.

& promcts the medical and Aibed SOEN0EE, $44K 10 MANLHN T RONOUF AN Intsrests of e
and promate he of high quakly AN pehOey com

pubBC eatih bsues, medical sthics. science. B skale of e NHE medical sducalon and Jodiois

contract
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The BMA’s main objects

hutp:/fwww bma.org.uk/ap.nsi/Content/Charitable Donations
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Memorandum of understanding b the H Ci ission and
the Britigh Medical Association (BMA)
Introduction
1. The objective of this dum of und ding dum) is 1o
outfine the k that the Health G ission and the BMA have

agreed for cooperation between the two organisations. The statutory
functions of the Healthcare Commission and the objectives of the BMA are
scl oul m Annex A.
1. Genenally, the Healtheare Commission is charged with encouraging the
improvement of healthcare in England,
3. The BMA is a voluntary associstion of doctors, which represents and
promaies doctors” professional interests and high quality healthcare. Both
the Healthcare Commission and the BMA consider that there will be

where their respective funclions and objectives would benefil
from joint working and the sharing of information

Prod Sir Biriaa 13

BMA % membership by type of practising doctor
total 130,000 (plus 30,000 students, retired and overseas doctors)

Jjuniar hospital doctors %
general practitioners . === 1
consultants (specialists)
stall & amocinted specialists |
academics
public besith medicine
community medicine
armed forces
ovecupational health
civil service |

0% 5% 10% 15% W% 25% Jo% 5%
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History of medical regulation
Royal College of Physicians

1518 Charter

“...uphold standards ... both for their own
honour and for public benefit”

Websit

“...overall aim of upholding and improving
standards of medical practice”

Notepaper

‘RCP - Setting standards in medical practice’

Frot. Sic Teian (L]

Royal College of Physicians

Key Objectives:

Championing the values of the medical profession

Improving Standards in Clinical Practice

Supporting physicians in their practice of medicine

through education and training

Promoting patient-centered care

Engaging the Government, the public and the

Krofesion and providing leadership on health and
calthcare issues

Developing the College as a global organisation

Enhancing College governance and improving its

performance as an organisation

p WAk

it
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Royal Colleges - limitations

* may be difficult to take action which is
unpopular with members if they do not have
statutory powers

» the different Royal Colleges do not co-ordinate
their accreditation functions

* have fewer resources than other regulatory
bodies (and also fewer than pharmaceutical
companies, which can be influential)

The General Medical Council
(GMC) - functions

* since 1858 kept a register of doctors and taken disciplinary
action for serious professional misconduct

+ since 1980 taken action on serious health problems

» since 1995 seriously deficient performance (effective 1997)

* standards for undergraduate education

+ 1995 first published ‘Duties of a doctor: Good Medical
Practice’ which set out what a doctor should do

* It ensures (for the public) professional, competent doctors

Prod. Sin Briss i




Roles of the GMC defined by Sir Donald Irvine at
the Bristol Royal Infirmary Inquiry (day 48)

The principal functions are

10 keep a register of doctors who are competent (o practise in this
country,
lo exercise some oversight of the basic medical education of dociors
making students into doctors through the function of inspecting final
guﬂifyin; examinations and our medical schools and our rather more
iffuse function of co-ordinating all stages of medical education,
1o give advice 1o the profession on matters of standards and medical
¢ihics from time 1o time, and as required,
1o operate the fitness to practise procedures by which, on complaint,
we enquire into a docior's practice where a doctor's relginmlcn may
be called into question. As you know, there are three limbs 1o that pan
of the framework dealing with the conduct of doctors, with the doctors
who may be impaired by ill-health and those now who may be
imvlir«{ by performance.

Pool. Sie Thiisa

The GMC - patients and colleagues

* Before 1987 the Blue Book stated: doctors should not
disparage colleagues but should be under a duty to
report only serious professional misconduct
In 1987 the need to report doctors “seriously
impaired by reason of a physical or mental
condition” was added
In 1998 ‘Good Medical Practice’ stated “You must
protect patients when you believe that a doctor’s or

other colleague’s health, conduct or performance is a
threat to them”

Legal basis of the GMC

The General Medical Council (GMC) was
established under the Medical Act of 1858.

The law gives the GMC four main functions under
the Medical Act 1983:

keeping up-to-date registers of qualified doctors
fostering good medical practice

promoting high standards of medical education
dealing firmly and fairly with doctors whose
fitness to practise is in doubt.

Frol Sir Brisa

GMC Committees

* Paliey commidtees
i VA ——

[y—
- Sessderds & Eibies Comaminies
Rrrpomibin o prumetmg Righ ubndis i of mediesd pradi
Fatmssn b Procties Commitier”
Rrnpomnshle fon Camres o1 pracime pudicy sl sveriaght f mevsispmies wnd sdgudsiies Fomssss

L3 Ly 77 Mt

GMC independence

Independent, accountable regulation must:

* Put patient safety first

*+ Support good medical practice

* Promote fairness and equality and value
diversity

= Respect the principles of good regulation:

proportionality, accountability, consistency,
transparency and targeting

Frof Sk Briss

The GMC - numbers registered
(1 January 1999, at Bristol Inquiry time)

189,567 fully registered (after pre-reg year)

5,912 provisionally regisiered (afier qualifying)
34,279 completed specialist training

limited registration (overseas medical schools)
graduates of European Economic Area and 22 other
recognised medical schools outside EEA can apply
for full registration

cost borne by its registered doctors - £390 per
year from April 2008




The GMC - limitations

* only deals with seriously deficient conduct, health or
performance problems

* proposals to lower the threshold of poor performance

‘ were defeated initially but are to be introduced later in 2008

~ ie the introduction of the use of the civi f,
based on the ilities’ and not the criminal
standard of proof based on ‘beyond reasonable doubt’ in the
Fitness to Practise Panel hearings

* does not regulate and the day to day performance of
doctors or proactively monitor standards throughout
medicine

Prot Sie Briss n

Criticisms of the GMC at the
Shipman inquiry
. anl ina lgnurvpuifalis_hcvd in the h;:.k'h magazine Pulse today, llllg GMC
and practices.

*  The lelter from the inquiry's solicitor, Henry Palin, 10 the GMC's awn
lawyers accuses the council of being self-servi i in fawv
Li ting through

+ i blames the GMC for its “faily

aimed objective of prote
Marthrw Taybor, The Guardian, Satwrday February 38, 20
The GMC ... spokeswoman said,

* “The GMC has acknowledged deficiencies in our past procedures and
afier successfully lobbying for necessary changes in the law, we are

fical reguiation.”

Frol Sir Briaa b

The Shipman Inquiry regarding the
GMC Fitness to Practise panel

* “The FTP [Fitness to Practise] procedures are an
integral part of the monitoring of all doctors.

* The GMC is the only body which can erase or
suspend a doctor’s right to practise medicine in the
UK; it can also impose conditions on a doctor’s
right to practise.

* The o rocedu i e
‘teeth’ behind all the other monitoring and
disciplinary systems.”

FPeol. Sir Brisa n

GMC Fitness to Practise panel —
possible censures

The panel may decide to:
1. Issue a warning to the doctor
2. Put conditions on the doctor’s registration
3. Suspend the doctor’s name from the medical
register
4. Erase the doctor’s name from the medical
register [the doctor will be ‘struck off’]

Frol. Sis Byiss m

The Shipman Inquiry regarding the
GMC’s role [recommendation 94]

's pri 1

i ients. If a doctor who is
subject to conditions or voluntary undertakings undergoes an
assessment in the circumstances described above, and the
assessment reveals that s/he does not meet the required
standard, consideration should be given to taking the steps
necessary to remove the doctor from practice. He or she
should not be permitted to ‘limp on" with repeated periods of
conditional registration and no real hope of meeting the
standard for unrestricted practice.

ol it Brien »

The Shipman Inquiry regarding the
GMC'’s constitution frecommendation 106]

The GMC's constitution should be reconsidered, with a view
to changing its balance, so that i

jority. Medical and lay members
who are to be appointed (by the Privy Council) should be
selected for nomination to the 64 Privy Council by the Public
Appointments Commission following open competition.
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The medical Royal Colleges and
Continuous Medical Education

* aim to ensuring high standards of care on a day fo day
basis

* approve posts for training (by accrediting both hospitals

and posts)

approve job descriptions for consultants and non-

consultant career grade doctors

* representatives on advisory appointment committees

* involved in medical training and CME/CPD

Frof Sir Brias n

Postgraduate Medical Education Training
Board (PMETB)

Established by The General and Specialist Medical
Practice (Education, Training and Qualifications) Order
2003

Took over the responsibilities of the Specialist Training
Authority of the medical Royal Colleges and the Joint
Committee on Postgraduate General Practice Training and
sets generic standards for training and standards for
curricula and assessment systems (2008)

Policies implemented by regional deaneries (2008)

Accountable to Parliament
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The Griffiths Report
(NHS Management Inquiry, 1983, p 10)

"Rarely are precise management objectives set;
there is little measurement of health output;
clinical evaluation of particular practices is by
no means common and economic evaluation of
those practices extremely rare. Nor can the
NHS display a ready assessment of the
effectiveness with which it is meeting the needs
and expectations of the people it serves”
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Contracts with employers

few doctors are dismissed by their employers
employers find it difficult to act on doubts about
a doctor’s competence

a continuum of formal and informal disciplinary
procedures was recommended by BMA & DHSS
‘Good Medical Practice’ sets out what can be
expected of a doctor in a positive way

registration with the GMC, revalidation and
employment need to be linked
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Audit

* medical audit became clinical audit in 1993

= £50m allocated, 1993: hope of ‘focus on outcomes’

* has been seen as more of a research activity than audit

= Macara, as BMA President in a letter to the SOS, 1998:
“clinical and medical audit has ... largely failed”

= Scally & Donaldson (now CMO), in BMJ, 1998:  “..the
implementation of clinical audit in the NHS is not a
complete success”
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Audit - Scally and Donaldson

(BMJ 1998; 317: 61-65)

failure of audit processes to detect and moderate
significant clinical failures;

incomplete participation;

+ lack of connection and flow of information to those

responsible for managing services;

+ substantial declines in the amount of regional audit;
+ the value for money for what amounts to a significant

annual investment




Audit - Beresford and Evans

(Legal safeguards for the audit process. BMJ
1999:319:654-55)

* “in Britain audit activities are protected neither by
statute nor by case law”

* there can be confidentiality problems because clinical
audit is multidisciplinary

* there can be problems with disclosure, because all
documentation must be disclosed, if requested, to
patients considering medical negligence litigation

* they suggest providing legal protection for audit
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Clinical guidelines (Hurwitz 1999)

* clinical guidelines cannot offer doctors thought proof
mechanisms for improving medical care

« however well linked to evidence, clinical guidelines need to
be interpreted sensibly and applied with discretion

* under UK common law, minimum acceptable standards of
clinical care derive from responsible customary practice. not
: s

* if clinicians implement faulty guidelines it is they, rather than
the authors of such guidelines, who are likely to increase
their liability in negligence

* NHS executive - clinical guidelines cannot be used to
mandate, authorise, or ouflyw reatment options.

Clinical governance and The New NHS
(A first class service: quality in the new NHS)

+ evidence-based National Service Frameworks: consistent access to
services and quality of care across the country;

* a National Institute for Clinical Excellence (NICE) - national
standards and guidelines for services and treatments;

. :llﬂnl.l‘lﬂfmlﬂﬂc hospital trusts have a smulc? duty for quality
and hospital doctors have to participate in external clinical audit and
compare results with national averages;

+ a Commission for Health Improvement (currently the Healthcare
Commission) to address shoricomings;

»  From April 2009, the new Care Quality Commission will take over

the fuuclions of the Healthcare C the Ci i for
Care Inspection (CSCI) and the Mental Health Act
Commission (MH.AC)
Prol Su Briss »

The Health Service
Commissioner

wholly independent health ombudsman created in 1973
+ clinical judgement, GPs and FHSAs included from 1996
* about 50% of investigations are clinical

* HSC’s recommendations are not enforceable, has no
statutory powers, and cannot initinte investigations

* in theory HSC could be given more powers, clinical
complaints could increase and HSC could become
something like an independent NHS inspectorate
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NHS complaints procedures

* Increases, eg three times increase from 1985 to 1996 but
in 1996 system was changed, numbers decreased 12%,
now aim to be more user-friendly and to enable learning

* people in the organisation being complained about are
responsible for [nvcstignting the mmpllinl

Prof Sie Brkas 4

Medical negligence litigation

* there is detailed investigation of individual cases from
which the practitioners involved may learn

* results not used collectively to improve practice generally

* need to separate ‘fault’ from compensation

+ no-fault system vsed in Sweden

* Harvard Medical Practice Study showed that medical
negligence litigation rarely identifies substandard care

* Bristol Inquiry recommended that medical negligence
litigation should be abandoned.
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