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One of the great attractions of a career in haematol-
ogy or in any other clinical pathology discipline is
the opportunity to contribute to continuous pro-
gress in understanding the causes of diseases and
thus to improvement in therapy. Over the past 40
years I felt I'd been fortunate to be working in con-
tinuous innovation and this progress was widely
recognised. Or so I thought until the following sur-
real experience.

Lord Saatchi came to the Academy of Medi-
cal Royal Colleges (AoMRC) in mid-March to
explain to the assembled Presidents why his pri-
vate Bill on Medical Innovation was necessary.
He described his experience of the management
of his wife who presented with advanced ovarian
cancer, in particular the manner in which he had
been told that there was no treatment that could
prolong her life. He described also how, follow-
ing her death, he had discussed with senior legal
minds his belief that doctors were afraid to take
risks in trying new treatments. They agreed that,
in these circumstances, we doctors see a red light
in our minds which prevents us from taking
risks which could lead to litigation. This led him
to conclude that there had been no useful pro-
gress in cancer research or treatment for decades
and that all of us needed to be encouraged in law
toinnovate. He did not describe any such conver-
sations with leaders in cancer research and treat-
ment so one could assume he didn’t have them
before this meeting.

Meetings of the AoMRC can be tedious and divi-
sive but this one was remarkable for the colleagues’
unanimous, professional rebuttal of Lord Saatchi’s
assertions. My contribution was to give a brief ex-
planation of progress in the research and treatment
of leukaemia; I'll assume you know the details. One
cannot tell this 50-year-old story without a sense of
optimism for further progress in these diseases and
other tumours, reports of which are increasingly
frequent. Other Presidents were equally clear in
their explanations as to why he was wrong. I won-
dered at the time how our noble friend would react
to these polite and kindly accounts. We were told
a few days later that he felt we were a tough lot,
which presumably meant he might have realised
he had made a mistake, at least in not anticipating
evidence-based disagreement.

None of us at the meeting could recall any
experience or evidence to suggest that the possi-
bility of litigation sometimes deters doctors from
innovation. The medical defence unions agree.

The NHS Litigation Authority says such claims
in litigation are vanishingly rare (0.01% of pay-
ments) and are based on allegations of the sort of
recklessness which this new Bill might encourage.
Lord Saatchi’s PR team have not produced any ex-
amples of inhibition of research and development
for this reason. But “No rational argument will
have arational effect on a man who does not want
to adopt a rational attitude” (Popper), so there has
been no let-up in the propaganda pumped into
the media.

The view of the Saatchi team and its friendly,
leading legal minds seems to be that doctors are
unable to understand the law in relation to neg-
ligence. This may be so and I make no claims for
myself. Whether lawyers understand it any bet-
ter or with any degree of consistency is another
matter. The Bill is quite short so here it is with
explanatory notes, as tabled in the House of Lords
on Thursday 5 June.

Judge for yourselves whether this Bill contains
sufficient safeguards against what one journalist
has called “freelance have-a-go heroes who experi-
ment on their patients”. I remain unconvinced
that it adds anything useful to progress in medical
research, clinical investigation or therapy. It risks
undermining disciplined adherence to evidence-
based and protocol-driven clinical trial work over-
seen by ethical and peer review. Nobody could
deny that serendipity plays a part in medical re-
search but it is of little use without a systematic
structure. Running through all clinical research
are at least three basic principles. The first is an
absolute need to obtain informed consent from
the patient. This is often difficult in the presence
of evidence. The second is an absolute need to be
able to explain to patients what are the potential
risks and benefits of a new therapy. This is often
difficult in the presence of evidence. The third
is an absolute need to account for the outcome
of innovative therapy. This Bill does not require
that doctors are in possession of such evidence
and places no obligation on anyone to determine
whether innovation based on little or no evidence
has been either effective or harmful.

Further surreal discussion with the Secretary
of State and others at the Department of Health
(DH) suggests that no-one around him wants this
Bill to proceed but that no-one can stop it. This is
curious because the Government’s own publica-
tion, Innovation, health and wealth (2012), describes
the six most important barriers to innovation
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The Medical
Innovation Bill

A
TO

Make provision about innovation in medical treatment.

B E IT ENACTED by the Cueen’s most Excellent Majesty, by and with the advice and

consent of the Lords Spiritual and Temporal, and Commaons, in this present
Parliament assembled, and by the authority of the same, as follows: =

1 Responsible innovation

(1) The purpose of this section is to encourage responsible innovation in medical
treatment (and accordingly to deter which is not resp ble).

2) It is not negligent for a doctor to depart from the existing range of accepted
medical treatments for a condition, in the circumstances set oul in subsection
(3), if the decision to do so is taken responsibly.

{3} Those circumstances are where, in the doctor’s opinion—

{a) it is unclear whether the medical treatment that the doctor proposes to
carry out has or would have the support of a responsible body of
medical opinion, or

(b) the proposed treatment does not or would not have such support.

{4) A responsible decision for the purposes of subsection (2) is one which is based
on—
{a) the doctor’s opinion that there are plausible reasons why the proposed
treatment might be effective, and
(b)  consideration by the doctor of —
(i) all the matters listed in subsection (3), and
(i) any other matter that appears to the doctor to be appropriate to
take into account in order to reach a clinical judgement.

{3) The matters mentioned in subsection {4)(b){i) are—
{a) the relative risks that are, or can reasonably be expected to be,
associated with the proposed treatment and other treatments,
(b) the likely success rates, in the doctor's reasonable judgement, of the
proposed treatment and other treatments,

{c) the likely consequences, in the doctor’s reasonable judgement, of
carrying out, or failing to carry out, the proposed treatment and other
treatments,

(d)  opinions or requests expressed by or in relation to the patient, and

() opinions expressed by colleagues whose opinions appear to the doctor
to be appropriate to take into account.

(6) A responsible decision for the purposes of subsection (2) is one made in
accordance with a process which is accountable, transparent and allows full
consideration by the doctor of all relevant matters,

(7) The factors that may be taken into account in determining whether a process
satisfies the requirements of subsection (6) include, in particular—

(a) whether the doctor has discussed the proposed treatment with the
patient and given the patient the explanation that the doctor would in
the circumstances be expected to give of the doctor’s reasons for
carrying out the treatment,
whether the decision has been made within a multi-disciplinary team,
and
whether the doctor has given notification in advance to the doctor’s
responsible officer (if any).

b

5

It

Naothing in this section permits a doctor —
(a) toprovide treatment without consent that is otherwise required by law,
or
(k) to carry out treatment for the purposes of research or for any purpose
other than the patient’s best interests.

H

Interpretation

(1) In this Act—

(2) “doctor” means a registered medical practitioner;

b a reference to treatment of a condition includes a reference to ils
management (and a reference to treatment includes a reference to
inaction),

(2) The reference in section 1(7){c) to a doctor’s responsible officer is to the
responsible officer (or one of the responsible officers) nominated or appointed
under section 43A of the Medical Act 1983 for a designated body with which
the doctor has a prescribed connection for the purpeses of section 454 of that
Act.

3 Extent, commencement and short title

(1) This Act extends to England and Wales only.

(2) Sections 1 and 2 come into force on such day or days as the Secretary of State
may by order made by statutory instrument appoint.

(3 Anorder under subsection (2) may —
{a) appoint different days for different purposes;
(b}  make transitional or saving provision.

(4) This section comes into force on the day on which this Act is passed.

(5

This Act may be cited as the Medical Innovation Act 2014,

on page 10. Fear of litigation is not one of them.
This publication identifies many more barriers
to research and development to which one can
add another example of bad law, the Human
Tissue Act. Reform of that seems to be taking an
inordinate time despite the recommendations of
the McCracken report to which this College con-
tributed and which were accepted by Ministers in
their entirety. This College and the Human Tissue
Authority are not aware of any progress within
the DH in making the requisite reforms to this
Act, none of which has any associated risk and
all of which would be of great benefit to training,
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research and development on which innovative
therapy is dependent.

The last discussion at the DH also suggested
a degree of confusion as to whether this Bill is
intended to encourage innovation or intended to
reduce litigation costs, or both. This raises ques-
tions about three other related aspects of the
Bill. The first is the lawyers’ difficulties with the
‘Bolam test’ in dealing with cases of alleged neg-
ligence. The question of professional negligence
is problematic, the arguments are often complex
and the law has always struggled to strike a bal-
ance between the interests of the doctor and the
patient. This Bill does not seem likely to help
when an innovator cannot find either an evidence
base or a responsible body of opinion to support
what he or she wishes to do. Lord Scarman’s view
was that the Bolam principle does not absolve the
doctor from the need to obtain informed consent
having described the “inherent and material risk”
of the treatment proposed.

The second is the DH’s touching belief that the
multidisciplinary team meeting (MDTM) or the
Responsible Officer can and will always reliably
act as a responsible body of medical opinion. Sev-
eral of the professional representatives at the DH
meetings pointed out that there is a degree of vari-
ation in the performance of MDTMs that might
reduce their utility (see http://qualitysafety.bmj.
com/cgi/content/full/bmjqs-2014-0028187%ijkey=y
jzuB1WbUUdQvCk&keytype=ref). There is some
controversy about where MDTM-directed care is
reliably helpful. The other and equally important
issue with MDTMs is not whether they are fit to
manage the desired level of innovation but that
this Bill might undo much of the good work that
they have done. This work is not sufficiently ap-
preciated and celebrated. Examination of whether
they are working as we intended is evidence of
progressive innovation of their processes, not of
a need to encourage colleagues to bypass them
which this Bill might.

The third is the potential legal trap set be-
tween this Bill encouraging risky innovation
without an evidence base and the proposed new
offence of ill treatment or wilful neglect. Pro-
gress with this second law is slower than with
Lord Saatchi’s Bill so it’s not known yet how it
will be phrased. Perhaps the distinction between
reckless innovation and deliberate harm will be
clearer once a few cases have been through the
hands of the lawyers in court.

The Secretary of State has asked Sir Bruce
Keogh to draw up proposals for an “innovation
body” which would overcome, in real time and at
alocal level, all obstacles to innovation. This body
would require considerable expertise and pow-
ers to overrule and nullify immediate and sub-
sequent obstruction or complaint from existing
bodies such as Trusts’ R&D committees, to name
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The Medical
Innovation Bill
explanatory notes

These Notes refer to the Medical innovation Bill {HL]
as introdduced in the House of Lovds on Sth June 2014 (HE Bill 4

MEDICAL INNOVATION BILL [HL]
EXPLANATORY NOTES
INTRODUCTION
1. These Explanatory Notes relate to the Medical Innovation Bill [HL] as introduced in the House
of Lords on $th June 2014, They have been prepared by Lord Saatchi in order to assist the

reader of the Bill and to help inform debate on it. They do not form part of the Bill and have
not been endorsed by Pasliament

. The Notes should be read in conjunction with the Bill. They are not, and are not meant to be,
a comprehensive description of the Bill.

BACKGROUND AND SUMMARY
3, The Bill is designed to codify existing best practice in relation o decisions by medical

practitioners to depart from standard practice and to administer mnovative reatment. It allows
the test of whether innovation is negligent o be applied at the time when the doctor is deciding

whether to innovate. ‘The existing commeon-law test of the support of a responsible body of

medical opinion is expressly preserved. The Bill states that it is not negligent for a doctor 1
depart from standard practice where he or she does so by applying an accountable and
transparent procedure that allows full consideration of all relevant matters.
COMMENTARY ON CLAUSES
Clause 1 - Responsible Innovation

4, Subsection (1) 515 out the purpose of the Act: 1o encourage responsible innovation and 1o deter
iresponsible mnovation.

wn

. Subsection (2) declares that it is not in itself negligent for a doctor to depart from standard
practice where the decision to innovate is taken in accordance with a process which is
accountable, and allows full ¢ of all relevant matters.

-

. Subsection (3) requires the process to inclide consultation with appropriately qualified
1l incleding a multi-disciplinary team if there is one. It also requires the doctor’s
responsible officer to be notified. The process must mvolve considering the patient’s wishes
and obtaining the informed consent required by law: it must also include substantive
consideration of all relevant factors, including a risk-assessment

. Subsection (4)(a) clarifies that nothing in the clause allows a doctor to administer treatment 10
a patient for any purpose. including rescarch, other than the best interests of that patient.

8. Subsection (4)(b) preserves the existing common law test in accordance with which the

question whether a decision to innovate was negligent will be tested by the courts by reference
o whether the decision would have been supported by a responsible body of medical opinion.
The effect of the clause is therefore not 1o replace the common law test, but to provide an
altemative statutory route that in effect applies the responsible-body test ar the time when the
doctor decides whether to innovate,

Clause 2 - Technical Provision

9. Clause 2 makes provision 1o commence the Bill immediately upon Roval Assent and 1o apply

the Bill's provisions 1o England and Wales only.

but one of many. MDTMs could not do this. The
new body’s constitution and function would be
dependent on an understanding of the powers of
the other regulatory mechanisms it was designed
to counter, another reason for a systematic review
of these regulations in preference to yet more un-
necessary and potentially damaging new laws. If
this mechanism or body is to be created to manage
the practical application of this law, then surely
part of the machine must be to have the Medical
Examiners (ME) all in place so that there is some
way of determining if this sort of innovation has
led to “avoidable death”. Despite all our efforts to
push the relevant politicians and the civil service
there is little evidence of progress in the establish-
ment of the ME network.

So here’s the surreal interim conclusion. Deal-
ing with this Bill has seemed at times like being
a minor character in a novel by Evelyn Waugh.
Only the names have been changed in a four-cor-
nered argument between doctors, lawyers, politi-
cians and a media giant on a personal mission,
all of whom see evidence very differently. I fear
we’ll lose. The medium is the message (McLuhan;
Understanding Media: The Extensions of Man, 1964,
Mentor, New York; reissued 1994, MIT Press, Cam-
bridge, Massachusetts).

Dr Archie Prentice
President

Speak up: give your view on College consultations

All members should get involved in College’s consultations on the guidance and
documents that are relevant to their specialty.

Your opinion is vital in helping us
ensure that all the documents we
produce are reliable and workable in
practice —and what you say, counts.
You can also claim up to 2 CPD credits
for this work. All College documents
are put for consultation on the web-
site, you just need to login and visit
www.rcpath.org/fellows

Here you will find all the

documents open for consultation
and information on the status of

documents in the process of being revised before final publication. When a new

document is posted, we send out an email to the relevant members advising them of
the open consultation. If you've forgotten your login details for the website, please
contact webmaster@rcpath.org
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