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House of Lords
Tuesday 17 November 2020
The House met in a hybrid proceeding.
Noon
Prayers—read by the Lord Bishop of Salisbury.

Introduction: Lord Woodley
12.08 pm
Anthony Jonathan Woodley, having been created Baron
Woodley, of Wallasey in the Metropolitan Borough of
Wirral, was introduced and made the solemn affirmation,
supported by Lord Collins of Highbury and Baroness
Blower, and signed an undertaking to abide by the Code
of Conduct.

Arrangement of Business
Announcement
12.12 pm
The Senior Deputy Speaker (Lord McFall of Alcluith):
My Lords, the Hybrid Sitting of the House will now
begin. Some Members are here in the Chamber, respecting
social distancing, others are participating remotely,
but all Members will be treated equally. If the capacity
of the Chamber is exceeded, I will immediately adjourn
the House.
Oral Questions will now commence. Please can
those asking supplementary questions keep them to
no longer than 30 seconds and confined to two points.
I ask that Ministers’ answers are also brief.

Children in Care: Unregulated
Accommodation
Question
12.12 pm

Children in Care
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Baroness Doocey (LD): My Lords, the commissioner’s
report is a harrowing catalogue of information from
police about providers of unregulated accommodation
who are affiliated with major organised crime
organisations and are using staff members with criminal
records to work with children. What action have the
Government taken to deal with these very serious
issues since they came to light?
Baroness Berridge (Con): My Lords, obviously, if
criminal activity is taking place, that is a matter for the
police. Unfortunately, due to Covid, the response to
the consultation has been delayed, but we see that
there is a need to reform this area. There are circumstances
in which, according to their needs, it is best for a
young person of 16 or 17 to be in this type of semiindependent or independent living accommodation.
However, we recognise that it needs to be regulated,
and I will take back the noble Baroness’s concerns,
looking in particular at where DBS and those kinds
of barring checks will sit with any response to the
consultation on regulation.
Baroness Massey of Darwen (Lab) [V]: My Lords, it
is sad to hear that the situation is getting worse for
vulnerable children placed in homes. Does the Minister
agree that all forms of care should be monitored for
quality standards and that all young people under the
age of 18 should be classified as children under
international agreements without any differentiation
in being guaranteed a placement?
Baroness Berridge (Con): My Lords, the local authority
has the primary statutory duty to safeguard all young
people in their area up until the age of 18, or beyond
under certain initiatives. I pay tribute to the enormous
amount of work that goes on in our children’s homes
and by many foster carers, who work to improve the
outcomes for these young people. We are clear that
those under the age of 16 who need care, not just
accommodation, should not be placed in these kinds
of settings.
Baroness Bertin (Con) [V]: My Lords, only 12% of
care leavers end up going to university compared with
42% of their peers. What are the Government doing to
improve this situation?

Asked by Baroness Doocey
To ask Her Majesty’s Government when they
plan to respond to the report by the Children’s
Commissioner for England Unregulated: children in
care living in semi-independent accommodation,
published on 10 September.
TheParliamentaryUnder-Secretaryof State,Department
for Education and Department for International Trade
(Baroness Berridge) (Con): My Lords, we are clear that
unregulated provision for children in care and care
leavers needs to be reformed. We have consulted on
new measures, including banning the placement of
children under the age of 16 in unregulated accommodation
and introducing national standards to drive up the
quality of provision for older children. We will set out
our plans for reform in the Government’s response to
the consultation in due course.

Baroness Berridge (Con): My Lords, last year we
published the higher education principles for care
leavers. We are delighted that 60 higher education
institutions have signed the care leaver covenant and
published their offer to care leavers. Local authorities
give a £2,000 bursary to care leavers who go on to
university. We are supporting the Fostering Network’s
Tick the Box campaign so that any care leaver who
applies through UCAS will be identified as such and
the support they are entitled to will be signposted by
that service. However, we agree with my noble friend:
we want to see many more care leavers going into higher
education.
Baroness Scott of Needham Market (LD) [V]: My
Lords, the Children’s Commissioner report outlines
cases where young people are being housed in barges,
caravans and even tents. One reported accommodation
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[BARONESS SCOTT OF NEEDHAM MARKET]
had one shower between 14 residents. Does the Minister
think that that is acceptable in this day and age? What
steps will the Government take to work with local
authorities to make sure that this does not happen?

Baroness Berridge (Con): My Lords, the circumstances
that the noble Baroness has outlined are precisely why
we recognise that this sector needs regulation. However,
that does not bypass local authorities’ other duties in
relation to the fitness of housing in their area. We want
to see good-quality accommodation, which is offered
by many providers—it is not a case of one approach
across the entire sector—and we want to regulate the
sector so that these young people can transition into
adult life with the support that they need.
Lord Hayward (Con): Can my noble friend indicate
what discussions her department is having with judges
in relation to cases coming before them where care is
necessary?
Baroness Berridge (Con): My Lords, I am happy to
tell my noble friend that the Minister for Children and
Families meets regularly with the President of the
Family Division. Secure schools, which provide education
for those within the criminal justice system, have recently
been introduced into the criminal justice estate. We have
also just put £40 million of capital investment into
secure children’s homes, where, as well as accommodating
those in the criminal justice system, children are placed
for welfare reasons. Therefore, there is a close working
relationship where institutions serve both education
and the criminal justice system.
Baroness Watkins of Tavistock (CB) [V]: My Lords,
I declare my interests. The report highlights that, in
2018-19, 651 vulnerable children were put in unregulated
placements before they were aged 16. Most were placed
there at 14 or 15 years of age. Can the Minister explain
what urgent changes the Government plan to ensure
that this situation is discontinued immediately?
Baroness Berridge (Con): My Lords, all these
placements are for children looked after by local
authorities, which, when they commission any placement,
also have a duty to look at the safeguarding and at the
provision in general. We have been clear that for
under-16s this is not appropriate, because they need
care and not only support. We will act to ban that
practice so that it will no longer be able to take place.
However, we need to recognise that we have more
older children coming into the care system with complex
needs. For certain children and young people over the
age of 16, that is the appropriate placement to meet
their needs, which should be paramount in any decision
to place them.
Lord Watson of Invergowrie (Lab) [V]: My Lords,
the report by the Children’s Commissioner—a government
appointee, it should be remembered—is a shocking
indictment of the neglect found in the unregulated
sector. Last year, the Office for National Statistics
reported that 88% of 18 year-olds live with their
parents, yet in February the Government issued a
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consultation on reforms to unregulated provision for
children in care and care leavers, which, astonishingly,
proposed that only children aged 15 and under should
be offered placements that provide them with care.
Why do the Government alone assume that 16 to
18 year-olds without parents are better able to look
after themselves than their peers who have parents?
Baroness Berridge (Con): My Lords, the Government
do not make such an assumption, and the placement
of looked-after children is primarily and statutorily
the responsibility of the local authority. The Government
recognise that children should be placed where their
needs are met, and some young people after the age of
18 want to stay with their former foster parents. That
is why we have the Staying Put scheme, with £33 million
available to local authorities, enabling young people
who want to stay with their foster carers to stay until
they are 21 years old. However, there are young people
who wish to transition at age 16—that is the point when
you can choose to become a care leaver. We are trying
to have a system that puts the needs of children first
and has placements that suit them.
Lord Addington (LD): My Lords, would the Minister
tell us what support there actually is for children
choosing what education and training they should do
at about age 16 if they are in this sort of environment?
It is very apparent that parents or carers usually provide
a lot of guidance and support here. How is this being
provided to people in this situation?
Baroness Berridge (Con): My Lords, every child or
young person looked after by the local authority should
have an education plan which outlines their future
education. If they are in 16 to 19 provision, they are a
priority for bursary support, and there is now a £1,000
grant as well for care leavers who take on apprenticeships.
I welcome the noble Lord’s comments; there will be a
care review in relation to children’s social care, and I
would welcome his input into that review, particularly
on children with special educational needs.
Lord Ramsbotham (CB) [V]: My Lords, what do the
Government propose to do about the link between the
number of children in care living in semi-independent
accommodation and the number of children in care
who end up in the hands of the criminal justice system?
Baroness Berridge (Con): My Lords, obviously, avoiding
the criminal justice system is a priority for these young
people. Over the past decade, it is astonishing that the
youth justice population has actually fallen by 73%.
The Government are clear that the criminal justice
system is a last resort. We are going to regulate this
sector precisely to provide the protection for these young
people so that they can go into education or training
and not end up—even though it is welcome we now
have secure schools—in that kind of provision.
The Senior Deputy Speaker (Lord McFall of Alcluith):
My Lords, the time allowed for this Question has
elapsed.

Integrated Communities Strategy
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Integrated Communities Strategy
Question
12.23 pm
Asked by Baroness Cox
To ask Her Majesty’s Government what progress
they have made towards their commitment in the
Integrated Communities Strategy Green Paper,
published on 14 March 2018, to “explore the legal
and practical challenges of limited reform relating
to the law on marriage and religious weddings”.
The Advocate-General for Scotland (Lord Stewart of
Dirleton) (Con) [V]: [Inaudible]—difficulties in addressing
this issue that mean we are doing so with the greatest
care. The Law Commission separately is looking at
aspects of the problem and has consulted with a wide
range of groups with an interest. The Government
continue the exploration both of limited reform and
of non-legislative options. Any proposals affecting
how religious groups are permitted to conduct marriages
must be thoroughly assessed for fairness.
Baroness Cox (CB) [V]: My Lords, I remain deeply
concerned, because there is no evidence of any significant
progress since the publication of the Integrated
Communities Strategy Green Paper over two years
ago. Given the strong recommendations of the Casey
review, the sharia law review, the new Civitas report
and the Parliamentary Assembly of the Council of
Europe, and the Private Members’ Bills I have submitted
since 2011, with cross-party support and the support
of Muslim women’s groups, will the Minister give an
assurance at last that government legislation will be
introduced as a matter of urgency? So many Muslim
women in this country are suffering in ways which are
totally unacceptable and, as I always say, would make
our suffragettes turn in their graves.
Lord Stewart of Dirleton (Con) [V]: My Lords, my
noble friend’s concern about this matter is indeed a
matter of record. The Government are aware that the
Law Commission is tasked with investigating the matter
and reporting. Its report is anticipated by the middle
of next year. The Government’s manifesto commitment
was to explore the matters; that exploration will be
based upon the thorough and meticulous research
which is being carried out.
Viscount Bridgeman (Con) [V]: The Government
previously assured the House that there is no need for
a change in the law because all citizens can access their
rights according to law. Yet the chasm between the de
jure situation and the de facto reality is an abyss into
which countless women are falling and suffering as a
result. Is the Minister able to assure the House that
repeated commitments to “continue the exploration”
of reform are not used to kick these issues into the
long grass?
Lord Stewart of Dirleton (Con) [V]: My Lords, the
Government have no intention of kicking the matter
into the long grass. The Law Commission’s report is
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anticipated in the second part of next year. In the meantime, the Government are contemplating also the
introduction of interim measures and continue to explore
the matter themselves, alongside the work being carried
out by the Law Commission.
Lord Singh of Wimbledon (CB) [V]: My Lords, the
Government have a clear responsibility to protect the
legal rights of vulnerable girls entering into that religious
marriage. Simply saying all citizens can access their
legal rights is like saying that all citizens have a right to
dine in the Dorchester. Will the Minister agree that,
while religious ceremonies should be respected, both
marriage partners should be made aware of the law of
the land on gender equality and women’s rights?
Lord Stewart of Dirleton (Con) [V]: My Lords,
I agree with the noble Lord’s point. As my predecessor,
the noble and learned Lord, Lord Keen of Elie, has
remarked in your Lordships’ House in the past, the
matter is a social and educational question as much as
it is a legal one. It is in order to establish the extent of
the problem that the Government are continuing to
await the findings of the Law Commission and to look
in detail at the meticulous research being carried out.
Lord Ponsonby of Shulbrede (Lab) [V]: My Lords,
does the Minister understand that it is relatively common
for couples to come to family courts in England and
Wales saying that they are married under sharia law,
only to be told that the court does not recognise this
status of marriage? The Government plan to support
awareness programmes arising out of Dame Louise
Casey’s review of marriage published in 2015. Can the
Minister tell us what steps have been taken to provide
such educational material in the citizens advice bureaux
and in the family courts across the country?
Lord Stewart of Dirleton (Con) [V]: My Lords,
sharia law is not part of the legal system of England
and Wales, and that has been made clear in the past. In
relation to the provision of material via the citizens
advice bureaux, to which the noble Lord refers, I will
write to him about the availability of that material and
how it is being promulgated through these bodies.
Baroness Hussein-Ece (LD) [V]: Last month, I attended
a nikah ceremony at the impressive Cambridge eco
mosque, and I was impressed by the young imam
there, who made it perfectly clear that he would refuse
to perform a nikah for non-British couples and those
who had not already taken part in a legal marriage in
this country. Are the Government satisfied that this
good practice is happening in all religious ceremonies
across the country?
Lord Stewart of Dirleton (Con) [V]: My Lords, the
point raised by the noble Baroness is important. To
repeat the terms of a previous answer, that matter is
part of the social and educational function, which the
Government are exploring.
Baroness Uddin (Non-Afl): My Lords, for the record,
may I set straight that it is not sharia marriages but
sharia-compliant marriages, or religious ceremonies?
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My generation of women understood implicitly that a
valid marriage is a registered one. This appears not to
be the case for a significant proportion of my daughter’s
generation, because the law has allowed this ambiguous
anomaly to continue. The Government are fully cognisant
that up to 100,000 religious ceremonies do not proceed
to civil register. Will the Minister undertake to address
this at the Government’s earliest convenience, through
a small amendment to the Marriage Act, which has
been called for for some time by leading organisations?
That would not only safeguard women but empower
women with their full rights.

Lord Stewart of Dirleton (Con) [V]: My Lords, I am
obliged to the noble Baroness for her correction. With
regard to a change in the law, it is precisely to avoid the
creation of inconsistency and anomaly that the
Government are waiting for the conclusion of the Law
Commission’s investigations and their own work before
considering whether legislation is appropriate.
Baroness Sanderson of Welton (Con): My Lords,
there seem to be complex reasons behind the number
of marriages that are not legally binding. Does my
noble and learned friend agree that any way forward
must take account of these issues?
Lord Stewart of Dirleton (Con) [V]: Some couples
have a legally binding religious marriage, while others
do not, whether by choice or because they did not know
that they could. We need a much better understanding
of the factors behind this because, without such real
insight into these matters, no solution can change
what is happening or be sensitive to the issues facing
individuals and the differing voices within communities.
That is the Government’s approach.
Baroness Warsi (Con) [V]: My Lords, the honourable
Member for the Medway area recently introduced the
Marriage (Authorised Belief Organisations) Bill in the
other place. It would mean that people who wished to
be wedded at a humanist ceremony would not to have
to attend a registry office afterwards to make the
marriage legally binding. Will the Government support
this Bill? Secondly, nearly a decade after the issue of
unregistered Muslim marriages was first discussed by
a Conservative-led Government, how do the Government
reconcile their stated support for the rights and protection
of women with their failure to act on this issue for over
10 years?
Lord Stewart of Dirleton (Con) [V]: My Lords, the
Government invited the Law Commission to make
recommendations about how marriage by humanist
and other non-religious belief organisations could
be incorporated into a revised or new scheme for all
marriages that is simple, fair and consistent. The
Government will decide on provision on the basis of
those recommendations. The Law Commission published
a consultation paper on 3 September as part of its review,
and welcomes responses from all.
Lord Beith (LD) [V]: My Lords, does the Minister
appreciate that the right to a legally recognised marriage
in their own place of worship was secured after a long
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struggle by non-conformists in England and Wales,
and that nothing should be done to diminish that right
or, indeed, to prevent us extending it to other groups?
But what constitutes a legally valid religious wedding,
and what rights, protections and obligations in law it
confers, also needs to be clear. Nobody should be
tricked, misled or pressured into a form of marriage
that is not valid in law.
Lord Stewart of Dirleton (Con) [V]: My Lords, I
wholeheartedly endorse the noble Lord’s observation
that nobody should be tricked or compelled into a
marriage that is not recognised by law. To continue the
theme of my earlier answers, the Government are very
concerned that, as well as being an opportunity for
legal reform, these matters are socially and educationally
important, and the Government continue to investigate
the social and educational reasons why people enter
into marriages that are not valid.
The Deputy Speaker (Baroness Morris of Bolton)
(Con): My Lords, the time allowed for this Question
has elapsed.

Railways: Fare Structures
Question
12.35 pm
Asked by Lord Bradshaw
To ask Her Majesty’s Government what plans
they have to amend their policies on rail fare structures.
TheParliamentaryUnder-Secretaryof State,Department
for Transport (Baroness Vere of Norbiton) (Con): My
Lords, the Government are considering how we can
modernise our fares and ticketing offer to develop
more convenient and better-value options for everyone.
However, our immediate focus must be on ensuring
that we keep the railway available and safe for those
who rely on it.
Lord Bradshaw (LD) [V]: The rail industry has
made many proposals to the Government on the reform
of fares structures to better reflect current market
conditions. When will the Government make some of
these decisions?
Baroness Vere of Norbiton (Con): The noble Lord is
quite right. Indeed, the Government proactively
approached the train-operating companies for proposals
on how we can make our fares and ticketing system
better for consumers. We have received a number of
proposals over the summer and are considering them.
Lord Snape (Lab): My Lords, it is apparent that the
Treasury will insist on an inflation-plus increase in rail
fares next year. Does the Minister feel that such a
policy will attract passengers back to the rail system
following the pandemic? Is it not more likely that,
given the continuation of the 11-year freeze on fuel
duty, more motorists will take to the roads, causing
even more congestion and pollution in future?
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Baroness Vere of Norbiton (Con): The Government
are considering plans for any increase in regulated rail
fares. The taxpayer has provided huge support to train
services during the pandemic; passengers must also
contribute to maintaining and improving the service,
and any fare rises will fund crucial investment.
Baroness Randerson (LD): My Lords, will the Minister
tell us whether the rumours are true that next year’s
fare increase will not just be RPI, at 1.6%, but RPI
plus 1%, so a 2.6% increase? Is that being considered
by the Government, and does the Minister accept that
rail passengers in Britain already pay fares that are
very much higher than in the rest of Europe and really
should not be expected, at this difficult time, to carry
an extra burden?
Baroness Vere of Norbiton (Con): I am sure that the
noble Baroness will understand that I could not possibly
comment on rumours, but I refer her to the answer
that I just gave to the noble Lord, Lord Snape, about
the Government’s plans for any increase in regulated
rail fares.
Lord Moylan (Con): My Lords, public transport
must provide sufficient capacity to meet demand in
peak periods and so has excess capacity at other times
of the day. If public transport is to maximise its own
fares revenue and avoid dependency on the taxpayer,
does my noble friend the Minister agree that operators
should be allowed to offer a broad and flexible range
of non-regulated fares so as to recognise variations in
demand, and that a move to a rigid and simple fares
regime is likely to force unnecessary increases in many
fares?
Baroness Vere of Norbiton (Con): My Lords, fares
revenue remains a core component of funding for the
railways, and I agree that it is important that train
operators manage their businesses in line with taxpayers’
interests. Any proposals for changes to fare structures
will, of course, be discussed with train-operating
companies to ensure that they deliver for both passengers
and taxpayers.
Lord Loomba (CB) [V]: My Lords, now is the
opportunity to reset the balance and give rail passengers
better value for money. Can the Minister tell us whether
the Government will look into the pricing of unregulated
short journey tickets that increase yearly at a higher
rate than longer journeys, leaving passengers paying
more over time than they should?
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half price, or a significant discount, on our railways
for a period of time, as a means of encouraging people
to travel by train again after the end of the current
lockdown?
Baroness Vere of Norbiton (Con): The noble Lord
must be reading our minds. Of course, there will be
man things that we might want to consider doing once
the course of the pandemic is clear and we have come
out the other side, and once there are no restrictions
on people’s travel. It may be that we introduce certain
incentives, because we all know that the best way to
travel is on public transport.
Lord Greaves (LD) [V]: My Lords, the Minister is
being uncharacteristically coy in her answer to all
these questions and saying nothing at all. She did say
that the railways at the moment must be available and
safe. They are available and are extremely safe, but the
danger is that when the Covid emergency comes to an
end, people will not go back to them. Can she tell us
what the Government’s plans are and what they are
thinking about in order to get people back on trains
once it is possible for everyone to go on them?
Baroness Vere of Norbiton (Con): I am not sure I
have been called “uncharacteristically coy” before.
However, the noble Lord is absolutely right: we are in
a situation at the moment where people’s habits may
change, which means they may form the habit of not
using public transport. This is the same for trains,
light rail and buses, across our public transport system.
Of course, the Government are thinking very clearly
and hard about the sorts of mechanisms that we can
use, whether that be marketing campaigns or incentives,
as I outlined to the noble Lord, Lord Rosser. We will
consider all of these things. However, now is not the
right time for that; now is the time to follow the November
restrictions to make sure that we keep the virus under
control.
Baroness Jones of Moulsecoomb (GP) [V]: This is
an area where I can help the Government. At the moment,
rail fares have been going up, year on year, often above
normal increases, but at the same time, since 2011,
people driving have paid less and less. So the cost of
driving on our roads falls because there is no more fuel
duty, yet the cost of rail travel keeps rising. One way to
make the railways competitive with driving again would
be to reinstate fuel duty at a realistic level.

Baroness Vere of Norbiton (Con): I refer the noble
Lord, Lord Loomba, to my previous response to my
noble friend Lord Moylan. However, the Government
are very clear that we want punctual and reliable train
services, and at a price that is fair to the taxpayer and
to the passenger.

Baroness Vere of Norbiton (Con): I thank the noble
Baroness for her advice; I am sure the Treasury is
listening. As I said to the noble Lord, Lord Snape,
earlier, we are considering plans for rail fares in the
future, but we are working very hard on how to
modernise our ticketing offer such that rail travel is as
affordable as we can possibly make it.

Lord Rosser (Lab) [V]: In August, the Government
provided the money to enable people to have cut-price
meals, to help restaurants and similar establishments
recover from the loss of business as a result of Covid-19
by getting people to eat out again. Do the Government
have any similar plans for enabling people to travel at

Lord Young of Cookham (Con): My Lords, one of
the challenges facing the railways is to spread the
morning peak; reduced fares kick in after about 9 am.
Would my noble friend consider reductions for journeys
that begin before, say, 7 am, to spread the peak earlier
as well as later?
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Baroness Vere of Norbiton (Con): I thank my noble
friend for that suggestion and I will make sure that the
department looks at it. However, one thing that I
discovered in my work with TfL is that the morning
peak is now shockingly early and seems to start at
about 5.30 am.
The Deputy Speaker (Baroness Morris of Bolton)
(Con): Lord Berkeley. No? We will move on to the next
speaker. I call the noble Lord, Lord Lancaster of
Kimbolton.

Canada-UK Trade Deal
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we are, six weeks before the end of the transition, and
the agreement has not yet been fixed. Can the Minister
explain why?
Lord Grimstone of Boscobel (Con): My Lords, I can
explain exactly why. Agreement was almost reached
with Canada in March 2019, but Canada did not like
the temporary tariff reductions that we brought in and
decided to walk away from the negotiating table, returning
only in July this year.

Lord Lancaster of Kimbolton (Con): My Lords,
commuters on the west coast main line have been
jammed in like sardines for years—never an appealing
prospect, and even less so in the time of Covid. As well
as flexibility on pricing, do we not also need to look at
increasing capacity on our railways if we are to tempt
people back to rail use?

Baroness Noakes (Con): My Lords, the UK is Canada’s
fifth-largest trading partner, but Canada ranks only
18th in terms of importance for the UK. Will the
Minister agree that, while rolling over the Canada free
trade agreement is highly desirable for both countries’
interests, the Government were absolutely right to
prioritise the excellent agreement with Japan, which is
much more important to us in trade terms?

Baroness Vere of Norbiton (Con): The noble Lord is
of course completely right. That is why the Government
are investing £48 billion over control period 6, not
only to maintain our railways but to enhance them
and to increase capacity.

Lord Grimstone of Boscobel (Con): I thank the
noble Baroness for her comments on the Japan agreement,
but I am pleased to be able to assure her that the
Department of Trade has the capacity and bandwidth
to do a number of these agreements simultaneously.

The Deputy Speaker (Baroness Morris of Bolton)
(Con): We have a few minutes, so we will try the noble
Lord, Lord Berkeley, again. No, he is not there. In that
case, the time allowed for this Question has elapsed.
We now come to the fourth Oral Question.

Canada-UK Trade Deal
Question
12.46 pm

Lord Bilimoria (CB) [V]: Securing continuity of the
CETA deal before 1 January is absolutely crucial; in
fact, UK exports to Canada increased by 14% in the
first year of implementation. Will the Minister agree
that, assuming we secure this and roll it over, we can
then have a brand new, bespoke, super-duper new
trade deal to strengthen both economies, in their best
interests and best of class, including issues such as
climate change? Would he also agree that we can see
the CPTPP as a future opportunity for the UK’s trading
future and to broaden investment ties between the UK
and Canada?

Asked by Lord Wallace of Saltaire
To ask Her Majesty’s Government what assessment
they have made of the comments by the Prime
Minister of Canada on 11 November about the
United Kingdom’s prospects of a trade deal with
Canada.
The Minister of State, Department for Business, Energy
and Industrial Strategy and Department for International
Trade (Lord Grimstone of Boscobel) (Con): My Lords,
both the UK and Canada remain committed to a
seamless transition of our trading relationship at the
end of the transition period, so that British and Canadian
businesses and consumers can continue to benefit.
Officials have been in regular contact to discuss this
and the Government are hopeful of securing agreement
by the end of this year.
Lord Wallace of Saltaire (LD) [V]: My Lords, in
August 2018, the Canadian Prime Minister said that
the Canadians would be ready to start negotiations on
what he thought would be a very easy roll-on agreement
the day that Britain left the European Union—which
was last January. He also offered to second Canadian
officials to help us if that would improve matters. Here

Lord Grimstone of Boscobel (Con): The noble Lord
is completely right. The focus of our present discussions
with Canada has been on continuity of trade and I am
very confident that an agreement will be continued.
The next priority will be to use that as a launchpad from
which we can then deepen and strengthen our very
important relationship with Canada in the future.
Lord Triesman (Lab) [V]: My Lords, it is helpful
that Prime Minister Trudeau is enthusiastic about
starting and sharing a trade deal with us. However, it
is deeply worrying that he doubts our capacity and
expertise. It is hard to see why Liz Truss feels such
grounds for optimism. Given the capacity issues, will
the Minister set out the Government’s strategy in respect
of the Regional Comprehensive Economic Partnership,
concluded last weekend between China and 14 of its
neighbours? This agreement covers 30% of global
economic output. It makes no mention of the United
Kingdom, despite the Government’s assertion that
this region affords the greatest global opportunities
for free trade deals and future growth.
Lord Grimstone of Boscobel (Con): I encourage the
noble Lord to distinguish between comments of substance
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and those that are made purely as a negotiating tactic.
We have closely observed the recent agreement in
Asia. Our priority is negotiating to join the Trans-Pacific
Partnership next year, which is a much deeper and
richer agreement.
Lord Purvis of Tweed (LD): My Lords, it could be
suggested that “walking away” from negotiations could
be a government tactic, given that it was the no-deal
temporary tariff published by the UK that prompted
the Canadians to further consider our intentions. The
UK has now published its permanent tariff regime. If
we are hopeful of a deal, we may have to scrutinise this
in short order. How many of these tariffs is Canada
currently disputing?
Lord Grimstone of Boscobel (Con): It would not be
appropriate for me to go into the detail of ongoing
negotiations. But I assure noble Lords that talks are at
an advanced stage and I am confident that they will be
concluded satisfactorily.
Lord Stevenson of Balmacara (Lab) [V]: My Lords,
the Government promised that 40 rollover agreements
would be in place by the end of the transition period.
Only 20 have been considered so far under the CRaG
procedure. We have fewer than 21 sitting days before
31 December, so it is not physically possible to ratify
the remaining trade agreements under normal procedures.
What advice can the Minister offer the country’s importers
and exporters about what they should be doing if their
trade engages with, for example, Canada, Singapore,
Mexico or Vietnam?
Lord Grimstone of Boscobel (Con): My Lords, first,
I must correct the noble Lord: 23 agreements have
now been signed. This is a moving target. I encourage
British businesses to watch this space. I assure the
House that all agreements will be put through the
CRaG process. Some may need to be provisionally
applied, but they will all be ratified by our standard
agreements in due course.
Lord McLoughlin (Con): My Lords, does my noble friend
agree that the new trade agreement signed with Japan
and the continuity agreements reached with a number
of other countries show that the department is well
aware of the pressures and the desire of industry for
these agreements, and is working flat out to ensure that
they are brought to a conclusion as quickly as possible?
Lord Grimstone of Boscobel (Con): I thank my
noble friend for his comments and for what he said
about my department. My officials have worked
extraordinarily hard in difficult circumstances during
Covid. They are doing a marvellous job. I am sure we
will see this progress continue.
The Lord Bishop of Salisbury: My Lords, early this
morning, I had breakfast on Zoom, hosted by my
colleague the Bishop of Sherborne, along with people
from the Dorset churches and community. A farmer
and local businessman said that his greatest fear for
the future was uncertainty. How will this uncertainty
be ended so that he will not be left just watching this
space but will know what opportunities there are?
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How will the House assess these both in relation to the
economy and to the environment?
Lord Grimstone of Boscobel (Con): The right reverend
Prelate makes a good point. I assure him that these
matters are at the front of our mind. Uncertainty is
being progressively eliminated. I am looking forward
to the time when there is no uncertainty whatever.
Lord McNicol of West Kilbride (Lab): Following
my noble friend Lord Stevenson’s question, why, if the
Minister says we have no bandwidth issues, will all
future continuity agreements fall outside the full, proper
CRaG procedure and be dealt with through a partial
cover? This will eliminate a lot of the parliamentary
scrutiny we talked about in the Trade Bill.
Lord Grimstone of Boscobel (Con): My Lords, I can
confirm that every single agreement will go through
the comprehensive CRaG procedure. There may be
issues of timing because these negotiations often go to
the wire. But I assure the House that, even if they need
to be provisionally implemented, every single agreement
will be subject to appropriate parliamentary scrutiny.
Baroness Ludford (LD) [V]: My Lords, about an
hour and a half ago, the International Trade Secretary,
Liz Truss, tweeted that later today, at a conference of
the trade body, TheCityUK, she would
“set out how the UK can become a global hub for services and
tech trade … Services sits at the heart of my vision for values-driven
and value-generating trade policy.”

We have heard hardly a squeak from the Brexit talks
about services, which represent 80% of our economy,
or about the quest for a data adequacy decision, which
is essential to the tech trade. We are six weeks out from
the end of the transition period. Can the Minister tell
us where we are on services and data?
Lord Grimstone of Boscobel (Con): I congratulate
the noble Baroness on monitoring the International
Trade Secretary’s Twitter feed so carefully. I agree about
the importance of services. I hope the noble Baroness
will understand that it would not be appropriate for
me to comment on ongoing negotiations.
The Deputy Speaker (Baroness Morris of Bolton)
(Con): My Lords, the time allowed for this Question
has elapsed.
12.56 pm
Sitting suspended.

Department of Health and Social Care:
Unpaid Advisers
Private Notice Question
1.01 pm
Asked by Baroness Thornton
To ask Her Majesty’s Government what recruitment
policy is used by the Department of Health and
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Social Care in the appointment of unpaid advisers
to Ministers; and whether each such appointee is
required to sign a confidentiality agreement.

TheParliamentaryUnder-Secretaryof State,Department
of Health and Social Care (Lord Bethell) (Con): My
Lords, I welcome the challenge. Perhaps I may reassure
the noble Baroness that all ministerial appointments
were required to declare conflicts of interest and abide
bywell-establishedcodesof practice,andthatallprocurement
went through proper departmental governance. Perhaps
I may also be clear that those who stepped forward to
help this country at its time of need should be praised.
We should all recognise the considerable contribution
of those who brought skills, energy and networks
when we needed them.
Baroness Thornton (Lab): My Lords, I do not see
this Question as a challenge at all. It would appear
that George Pascoe-Watson, the chair of the lobbying
company, Portland Communications, was until recently
an adviser to the Minister and used the words,
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scarce resources. I personally did not make three supplier
calls; rather, I made 300. I put out literally hundreds of
calls on behalf of the Government to try to find the
medicines, supplies, diagnostics, PPE and all manner
of medical requirements needed for this country. I could
have done that only with the help of the networks,
energy, skills and support of those who stepped forward
to help us at our time of need. I repeat, I am extremely
grateful for that support. It does not warrant a place
on the front page of the Sunday Times but the lack of
follow-up from that newspaper article speaks for itself.
Baroness Jolly (LD) [V]: My Lords, we all wish to
live in a time of transparent government. On 6 April, I
understand that a Minister in the department had a
phone call with a former Conservative Party chairman
and an adviser who had not been publicly declared, as
well with as a businessman who had donated a significant
five-figure sum to the party and who was later awarded
PPE contracts of more than £150 million. Does the
Minister know if the contract was open to tender? Given
the donation and the nature of future PPE contracts, why
was that not considered to be an inappropriate call?

“the decision makers have told me personally”,

with regard to the Government’s intended Covid
restrictions, in an email to his clients before the proposed
restrictions have been publicly announced. In some
places, this kind of thing could be regarded as insider
trading—profiting from private information for one’s
own or a company’s gain. Does the Minister believe
that the rules of confidentiality have been broken?
Will he be pursuing the matter? It clearly should be
investigated. What form will the investigation take?
Will it be departmental, or is it a matter for the Cabinet
Office or the head of the Civil Service?
Lord Bethell (Con): My Lords, I am extremely grateful
to the noble Baroness for giving me the opportunity to
set the record straight. It is worth sharing with the
House that the emails to which she referred were sent
after George Pascoe-Watson left his role as an adviser
to the department. With the greatest respect to Portland
and its chairman, the emails contained nothing more
than the kind of speculation that one might find in
any national newspaper. Therefore, at this stage, I
thank those who have served as advisers to me and the
department.
Lord Rooker (Lab) [V]: My Lords, given the disclosures
in the Sunday Times about the Minister’s three telephone
calls with suppliers and lobbyists at the same time, I
am surprised that he has not recused himself. Has he
complainedaboutthenewspaperplacinghim—theMinister
—at the centre of the web of the Covid chumocracy?
Does he agree with the chair of the Committee on
Standards in Public Life, the noble Lord, Lord Evans,
that too many in public life are disregarding the norms,
ethicsandproprietythathaveledtoPortlandCommunications
being secretly involved in government and then going
off to make money?
Lord Bethell (Con): I am grateful to the noble Lord
for highlighting three calls to suppliers. I should like to
reassure him that those were absolutely exceptional
times, when our supply chains had broken down and
we were competing with other Governments for extremely

Lord Bethell (Con): I take this opportunity to thank
the very large number of Members of this House who
contacted me during that period. My inbox was filled
with thousands of emails every day, including emails
from Lib Dem, Labour, Cross-Bench and Tory Peers,
all of them seeking to help us during our time of need.
I sought to reply to as many as I could, but I fear that
I did not reply to enough and I did not mean any
discourtesy. I spoke to a large number of those people,
as my transparency register makes very clear. The
telephone call on 6 April to which the noble Baroness
has referred was not in any way inappropriate. I am
extremely grateful to all those who stepped forward to
help us when we needed it.
Lord Robathan (Con): My Lords, this is a huge
crisis in unprecedented times. My noble friend the
Minister has already thanked those who are trying to
help the country at a very difficult time. Does he find it
regrettable, as I do, that some are sniping at those who,
for good reasons of public service, are giving their
time, energy and expertise pro bono in service to this
country and everyone in this Chamber?
Lord Bethell (Con): My Lords, scrutiny of appointments,
a commitment to transparency and declaration of
interests are absolute values that we should all subscribe
to. However, sneering at those who step forward to
help, denigrating the intentions of volunteers who try
to play their role and smearing the good name of
people who have done the right thing does not have
any role in this House.
Lord Snape (Lab): My Lords, many years ago, the
then political editor of the Sun, Mr Chris Potter, told
me that the main qualification for his role was the ability
to translate the musings of Ministers at the Dispatch
Box for the benefit of his readers without using any
words longer than “wheelbarrow”. Now that one of
his successors, Mr George Pascoe-Watson, attends
confidential departmental meetings, can the Minister
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tell the House whether the criteria for such a role has
been enhanced or dumbed down these days?
Lord Bethell (Con): I thank the noble Lord for his
description of the role. I do not endorse it but am
entertained by it. Let me be clear: the people who
stepped forward and took ministerial appointments
brought a wide range of skills, some of them quite soft
in terms of networking, energy, the ability to negotiate
and understanding the important skills of communication.
Those are the kinds of skills that we value. They were
provided for free in the instance to which the noble
Lord has referred, and were limited in their timescale,
scope and interactions with the department.
The Deputy Speaker (Baroness Morris of Bolton)
(Con): The noble Lord, Lord Scriven, has withdrawn.
Baroness Jones of Moulsecoomb (GP): My Lords, I
deeply regret that some noble Lords are dragging this
debate down to the issue of unpaid advisers. This is
most inappropriate. No one could object to unpaid
advisers; I have used them. I have even taken advice
from people on the Benches opposite; that is how low I
am prepared to sink. It is not about them being unpaid
or giving advice; it is about the lack of transparency
and accountability. Will the Minister agree that
announcements should be made about unpaid advisers
so we can know it is happening and guarantee there
are no leaks—which there appear to have been so far.
Lord Bethell (Con): The noble Baroness makes her
points extremely well. She rightly points out that we
take advice from a wide variety of people. The only
reason that we are talking about this today is because
a transparency register is made of my appointments,
which is published on GOV.UK and I would be glad to
share the website link with anyone who would like to
look at it more closely. The appointments of unpaid
advisers follow the guidance on direct appointments
from the Cabinet Office. We are scrupulous in our
adherence to that guidance, and we will continue to be
so in any future appointments we make.
Lord Cormack (Con): My Lords, in view of what
has been said by the Minister, I am extremely sympathetic
to him. Could he publish a full list of all those who
have given of their time, talents and money at a time
of great crisis? Could he place a copy of that in the
Library of your Lordships’ House?
Lord Bethell (Con): My Lords, I am not sure if I can
make the commitment that my noble friend asks. It is
a reasonable commitment and I take it in the spirit
with which it is meant, but there have been literally
hundreds of people—not all of them formal, not all of
them documented—who have stepped forward in the
spirit that the noble Baroness, Lady Jones, has spoken
of to try and contribute to our thinking, our connections
and our ability to respond to this pandemic. That is a
long roll of honour, of which I am extremely proud. I
will give some thought to the way in which we do it,
but doing it in a formal fashion in the way my noble
friend describes may not be feasible or approachable.
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Lord Hunt of Kings Heath (Lab) [V]: My Lords,
yesterday former Conservative Attorney-General Dominic
Grieve described the Johnson Government as presiding
over
“the disappearance of any standards of conduct at the heart of
government”,

and said that the cronyism of administrative decisions
had communicated to young people in particular a
sense of government as corrupt. Given that, can the
Minister be surprised that there was concern over the
conduct of Mr Pascoe-Watson after he had ceased to
be an adviser?
Lord Bethell (Con): I always take the words and advice
of former Attorney-General Dominic Grieve extremely
seriously, and I value his opinion greatly.
Baroness Wheatcroft (Non-Afl) [V]: My Lords, I
understand why the Government need as much help as
possible in securing PPE in a time of emergency, but I
struggle to understand why there still seems to be such
a demand for public relations help. We recently learned
that Kate Bingham, who is in charge of the vaccine
programme, spent £690,000 on external PR help. Is it
not the case that the Department of Health and Social
Care has extensive PR expertise on its team? Is the
problem that this Government is still too involved in
fighting an election campaign rather than fighting Covid?
Lord Bethell (Con): It is a reasonable question and
let me be clear. This year, we are seeing a massive
change in the behaviours of our entire population—from
the big macro challenges such as the rule of six, social
distancing and adherence to infection control procedures,
through to different uses of NHS and medtech. This
morning, I spent my time looking at the marketing for
“111 First”—the important new way of using 111 that
will give people guidance on using the service before
they get to A&E. This has been possible only because
of the change in the use of medtech and the changing
attitude to telephones and the internet brought about
by the pandemic. The noble Baroness is right that
there is a big focus on communications right now, but
that is because things are changing so quickly and we
need to get the message across to the population in
clear, persuasive terms, to provide the guidance they
need to protect and save themselves.
The Deputy Speaker (Baroness Morris of Bolton)
(Con): My Lords, all supplementary questions have
been asked.

Prevention of Trade Diversion (Key
Medicines) (EU Exit) Regulations 2020
Common Rules for Exports (EU Exit)
Regulations 2020
Motions to Approve
1.15 pm
Moved by Lord Grimstone of Boscobel
That the draft Regulations laid before the House
on 2 and 21 September be approved.
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[LORD GRIMSTONE OF BOSCOBEL]
Relevant documents: 26th and 29th Reports from
the Secondary Legislation Scrutiny Committee (special
attention drawn to the second instrument). Considered
in Grand Committee on 10 November.

Motions agreed.
1.15 pm
Sitting suspended.

Arrangement of Business
Announcement
1.30 pm
The Deputy Speaker (Baroness Morris of Bolton)
(Con): My Lords, hybrid proceedings will now resume.
Some Members are here in the Chamber, respecting
social distancing, others are participating remotely,
but all Members will be treated equally. If the capacity
of the Chamber is exceeded, I will immediately adjourn
the House.

Social Security (Up-rating of Benefits) Bill
Report (and remaining stages)
1.30 pm
Relevant document: 25th Report from the Delegated
Powers Committee
Report received. Standing Order 46 having been dispensed
with, the Bill was read a third time.
Motion
Moved by Baroness Stedman-Scott
That the Bill do now pass.
TheParliamentaryUnder-Secretaryof State,Department
for Work and Pensions (Baroness Stedman-Scott) (Con):
My Lords, in moving this Motion, I would like to
confirm how pleased I am to have introduced the
Social Security (Up-rating of Benefits) Bill into this
House. I thank all noble Lords for their positive engagement
and the feedback that they have provided thus far. I
thank in particular the noble Lords, Lord Addington,
Lord Randall and Lord Shipley̧ and the noble Baronesses,
Lady Sherlock and Lady Janke, for their constructive
contributions. I also thank the officials on the Bill
team for their tireless work in helping all of us see
the Bill proceed in a proper manner and to have the
information needed.
The Bill reflects the Government’s commitment to
maintaining the income of pensioners in these difficult
times. It allows for the uprating of the safety net in
pension credit and of widows’ and widowers’ benefits
in industrial death benefit. I am grateful, too, to noble
Lords for ensuring that the Bill will be passed in time
to receive Royal Assent before the Work and Pensions
Secretary must conclude her uprating review of benefits
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and pensions. In doing so, the state pension and
pension credit standard minimum guarantee can and
will be uprated next year. I beg to move.
Baroness Sherlock (Lab) [V]: My Lords, I thank the
Minister for her remarks. As I made clear at the outset,
we support the Bill, while deeply regretting the economic
circumstances that have made it necessary. During its
brief passage, some important issues have been raised.
I hope the Government have taken note of those
issues and will apply themselves to them in the near
future. During our consideration of the Bill many
noble Lords raised the question of support for those
of working age. I keep hoping that we will hear some
good news on that—especially on universal credit and
other working-age benefits—soon.
We have had some really interesting discussions
about the difficult and growing issue of pensioner
poverty. We now have 1.9 million pensioners living in
relative poverty and the Government need to develop
and implement a strategy for tackling pensioner poverty.
That will require a proactive plan to boost take-up of
pension credit. I regret that I was unable to attend the
rearranged meeting with the Pensions Minister on this
matter but I look forward to hearing what went on
there. At the moment, four out of 10 eligible pensioners
do not claim it, so they are missing out on that and on
other benefits, including, increasingly, free TV licences
for the over-75s.
Then there is the fact that the triple lock does not
apply to pension credit. The Minister said in her
opening remarks that there will be an uprating to the
standard minimum guarantee in pension credit but
I did not catch whether she said by how much. In
Committee she told my noble friend Lady Drake that
she would write to her to tell her whether the Government
intend to pass through the triple-lock payment to
pensioners on pension credit—which is of course crucial,
because if they do not, the richest pensioners will get
the full benefit of the triple lock but the poorest will
not because it will be clawed back from pension credit.
Can she clarify the position on that? If she has written
to my noble friend Lady Drake, I apologise; I have
missed the letter.
I am very glad that we were able to get the Bill
through the House in good time. It was a pleasure to
welcome two maiden speakers in Committee: the noble
Lord, Lord Field of Birkenhead, and the noble Baroness,
Lady Stuart of Edgbaston. I would like to express my
thanks to the Minister and her officials who have met
us and answered questions; it is a very co-operative
department and I am very grateful. I thank colleagues
across the House for their thoughtful contributions;
Dan Stevens of our staff team for his support with the
Bill; and the House officials and the broadcast team.
Pensioners deserve to spend their retirement in
financial security. This Bill will enable the Government
to fulfil their manifesto commitment to apply the
triple lock to the state pension and we have been pleased
to support it.
Baroness Janke (LD) [V]: My Lords, I, too, thank
noble Lords for their contributions to our deliberations
on the Bill, and I thank the Minister and her team for
providing us with advice and information to help us
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understand the issues raised by the Bill. We very much
welcome the Government’s commitment to the triple
lock and hope that it will not be abandoned as a
short-term political fix in the face of the economic
difficulties that are no doubt ahead of us. I am sure
that the Government have listened to the issues raised
in the debate, and I hope they will look again at the
position of overseas pensioners whose pensions are
worth so little despite how much they have contributed
over the years. It seems that the Government have
committed to consider the numbers of pensioners
living in poverty. I draw attention particularly to the
plight of many women who have received very unfair
treatment and unfair settlements on their pensions.
I welcome the work that is being started on pension
credit and I believe that the Government are committed
to ensuring that those who need it most are, in fact,
able and willing to claim it. I thank the Minister again
for the meeting yesterday, which I thought was extremely
positive, and I look forward to working with her on
that project. I also thank my colleagues for supporting
the Bill and Sarah Pughe in the Liberal Democrats
office, who supported us so ably. So saying, I give my
support to the Bill.

Baroness Meacher (CB): My Lords, it is a privilege
to have been asked to make the Cross-Bench concluding
contribution at the end of our consideration of the
Social Security (Up-rating of Benefits) Bill.
In Committee a number of noble Lords raised concerns
about the level of pensioner poverty, most notably the
noble Baroness, Lady Sherlock, and I very much support
their comments; but others of us wanted some reassurance
that while working people are experiencing job losses
on a massive scale and abject poverty—often facing
homelessness—many pensioners, including me I suppose,
are in a much more secure position and should not be
given disproportionate support. Those sentiments certainly
do not apply at all to people on pension credit. I was
delighted to hear—the Minister might be able to give
us some figures—about the increase in the take-up of
pension credit. That is at least a start. Like the noble
Baroness, Lady Sherlock, I would certainly like to
hear an assurance that pension credit will in fact be
protected by the triple lock. I think that these pensioners
and other subgroups mentioned by the Minister are in
a very particular position and that any support that
can be given should be given.
The other issue referred to by a number of noble
Lords is the number of pensioners living in what I
shall call unprotected countries abroad who have had
their pensions frozen, often for many years, and find
themselves in 2020 still living off something like £5 a
week—serious, abject poverty. I hope the Government
will give attention to that issue and also the other
issues that noble Lords raised in Committee.
The noble Baroness, Lady Sherlock, as always, made
a number of very powerful points. Importantly, she sought
reports on current levels of pensioner poverty. I hope
we will perhaps have a report on pensioner poverty
shortly. She was also looking for an impact assessment
of the Government’s policy options. I am not sure
whether we have had a commitment on that or not.
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In conclusion, there was general acceptance of the
thrust of this Bill, and no amendments were pressed to
a vote. I want to thank the noble Baroness, Lady
Stedman-Scott, for her cheerful and always courteous
responses to our pleas and questions, which she always
gives with a smile, which is quite disarming at times.
Also, a big thank you to the Bill team, which, as
always, makes sure our deliberations and debates are
meaningful.
Baroness Stedman-Scott (Con): First, I thank all
noble Lords for their contributions, which were valid
and important. On the working-age benefits, as raised
by all contributors, as soon as the Secretary of State
has completed the review, Parliament will be advised
of the outcome. I am glad the noble Baroness, Lady Janke,
was with us yesterday for our pension credit meeting
and our robust and creative discussion about increasing
take-up. It was probably one of the best meetings I
have been in since becoming a Minister. I am sorry the
noble Baroness, Lady Sherlock, could not be with us,
but my office did advise me prior to coming to the
Chamber that it is finalising the read-out; I think she
will be pleased with the actions we have agreed.
In respect of the letter to the noble Baroness,
Lady Drake, I was sure that had been sent, but let me
go back to my department, double-check and confirm
that to the noble Baroness.
Regarding the potential for uprating the standard
minimum guarantee, it is right that we protect the
incomes of the poorest pensioner households in receipt
of it. A decision on how to uprate it next April will be
made in the review the Secretary of State is carrying
out. It will be announced this month, and we will wait
to see what the outcome is and report it to Parliament,
as I have already said.
The Government are committed to action to alleviate
levels of pensioner poverty. For current pensioners,
this includes the contributions of the triple lock, the
new state pension and pension credit.
As I have already said, the Bill reflects the Government’s
commitment to maintaining the income of pensioners
in these difficult times. I am grateful to noble Lords
for ensuring that it will be passed in time to receive
Royal Assent before the Work and Pensions Secretary
must conclude her uprating review of benefits and
pensions. In doing so, the state pension and pension
credit standard minimum guarantee can and will be
uprated next year.
I commend the Bill to the House.
Bill passed.
1.43 pm
Sitting suspended.

Arrangement of Business
Announcement
1.45 pm
The Deputy Speaker (Baroness Morris of Bolton)
(Con): My Lords, hybrid proceedings will now resume.
Some Members are here in the Chamber, respecting
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[LORDS]

[BARONESS MORRIS OF BOLTON]
social distancing, others are participating remotely,
but all Members will be treated equally. If the capacity
of the Chamber is exceeded, I will immediately adjourn
the House.
I will call Members to speak in the order listed in
the annexe to today’s list. Interventions during speeches
or “before the noble Lord sits down” are not permitted,
and uncalled speakers will not be heard. Other than
the mover of an amendment or the Minister, Members
may speak only once on each group. Short questions
of elucidation after the Minister’s response are permitted
but discouraged; a Member wishing to ask such a
question, including Members in the Chamber, must
email the clerk.
The groupings are binding and it will not be possible
to degroup an amendment for separate debate. A
Member intending to press an amendment already
debated to a Division should have given notice in the
debate. Leave should be given to withdraw amendments.
When putting the Question, I will collect voices in the
Chamber only. If a Member taking part remotely intends
to trigger a Division, they should make this clear when
speaking on the group.

Fire Safety Bill
Report
1.47 pm
Clause 1: Premises to which the Fire Safety Order
applies
Amendment 1
Moved by Lord Bourne of Aberystwyth
1: Clause 1, page 1, line 5, after “paragraph (1A)” insert “or
paragraph (1C)”

Lord Bourne of Aberystwyth (Con) [V]: My Lords,
the Fire Safety Bill is important legislation that I
strongly support, as I do the building safety Bill, which
is in draft form and which I believe your Lordships’
House will receive early in the new year. The motivation
behind the amendments I am proposing is that there
should be a safer home environment—a motivation
shared, I believe, by the whole House. Specifically, the
amendments refer to high-rise blocks; that is the spur.
I thank my noble friend Lord Randall and the noble
Lords, Lord Tope and Lord Whitty, who are also
signatories to the amendment and have given strong
support. I also thank many others for their strong
support and particularly the noble Lord, Lord Best,
who, unfortunately, is unable to speak today. I thank
the Minister for making time to discuss these issues;
I know he is sincere in his desire to do something
constructive to move matters forward on checks in
tower blocks. I also thank Electrical Safety First, an
excellent charity dedicated to reducing deaths from
fires caused by electrical accidents. It has been magnificent,
and I would like to thank Rob Jervis-Gibbons in
particular but also Lesley Rudd, Ron Bailey and Martyn
Allen for their help.
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We need to translate the good intentions of the
whole House into action, and there are some important
facts to bear in mind. Approximately 7,000 domestic
fires per annum are caused by faulty electrical goods;
that is 53% of domestic fires. Many of these are in
high-rise blocks and, in those circumstances, they are
particularly treacherous. We can all recall Lakanal
House in 2009, Shepherds Court in 2016 and, of course,
tragically, Grenfell Tower in 2017—all confirmed to
be caused by electrical ignition.
My amendments essentially focus on two proposals,
as they did in Committee. First, mandatory five-year
electrical system checks in high-rise blocks—just high-rise
blocks. The model for this is what is being done currently
in the private rented sector, just introduced by the
Government this year: I endorse that move. It applies,
of course, to all the private rented sector, essentially,
not just high-rise blocks. My amendments would apply
just to high-rise buildings—those over 11 metres high—but
would apply to social tenants and owner-occupiers as
well as private tenants. I ask myself why social tenants
should be excluded: I am a strong believer in the
levelling-up agenda, which the Government also are
strongly behind. It should apply to owner-occupiers
too, of course.
Social tenants are a large part of the residents of
high-rise blocks. In Grenfell, they constituted the vast
majority of residents, for example. I should say, and I
congratulate the Government, that I am pleased to
see, in the social housing White Paper issued today,
moves not just in relation to smoke and carbon monoxide
alarms—I see that consultation is opening on extending
that into social housing, quite rightly—but also consulting
separately on ways to ensure that social housing tenants
are protected from harm caused by poor electrical
safety. That is certainly welcome. The wording confirms
the direction of travel. What is at issue, of course, is
the pace, the speed: that is what we need to pick up.
This is something that should be done expeditiously.
The most sensible course of action in high-rise blocks
would surely be to mirror the checks in the private
rented sector for all residents of tower blocks, to provide
for the safety of everybody in those tower blocks.
I should say in passing that I certainly endorse
other actions that have been taken to help protect and
guard against fire. The Home Office “Fire Kills”campaign
is very welcome and is supported by the charitable
sector. The building safety Bill that is coming down the
tracks provides, in Clause 86 currently, that responsibility
should be placed on residents for electrical goods and
their safety. I welcome that but, of course, it is not
sufficient in itself and will not protect, in the way that
this would protect, against the fires that we are all too
familiar with.
The second of the two main proposals in my
amendment would require that a person responsible
for fire safety, who is of course being designated in this
legislation, should be responsible for a register of
electrical goods. The majority of fires are caused by
faulty electrical goods, and many of these are goods
that have been subject to recall by the manufacturer.
The fire at Shepherds Court, for example, was caused
by a faulty tumble dryer that was subject to a recall.
The purpose of the register would therefore be to
identify these goods and ensure that they were recalled
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and either refitted or replaced. The person responsible
for fire safety would be able to distribute information
to residents, and there is a precedent for such a register
in student accommodation throughout England.
I know that we all recall graphically the Grenfell
Tower tragedy: it is forged on our individual memories,
just as it is seared on the nation’s conscience. I look to
my noble friend the Minister, who I know is sympathetic,
to provide some clear way forward, indicating the
seriousness of the Government’s intentions and the
intention to move decisively on this agenda in the building
safety Bill, possibly with a working party to move the
agenda forward quickly. I beg to move.
Lord Randall of Uxbridge (Con) [V]: My Lords, I
am pleased to support my noble friend Lord Bourne
of Aberystwyth and I was delighted to put my name
to his amendments, together with the noble Lords,
Lord Tope and Lord Whitty. My noble friend has
expressed very clearly and eloquently what his amendments
are about. I also welcome the very constructive discussions
we had with the Minister. As my noble friend Lord Bourne
said, I believe that he understands fully what we are
trying to achieve.
It seems strange to me and, I am sure, to many
others, that the rules for private tenants are stronger
than they are for social tenants. This inequality of
responsibility should be addressed. That applies also
to owner-occupiers, of course. As my noble friend said,
in high-rise buildings the majority of tenants are, indeed,
social tenants, and I think they need as much help as
they can get in ensuring the safety of their premises
and, of course, the safety of their neighbours.
On the issue of a register, again, I think this is
extremely important. We have heard that this is already
in place for student accommodation. I feel that there is
a real problem: perhaps we should consider, with both
of these proposals, that there is a huge number of,
presumably, second-hand electrical appliances in existence.
People will be buying them not necessarily from retail
outlets; they may be buying them on eBay or elsewhere,
and they will not necessarily be having them tested
appropriately. This is something that I think we have
to look at. Having somebody responsible for maintaining
that these items are safe is, I think, of paramount
importance.
I welcome the social housing White Paper that was
published today, particularly the provisions around these
matters. Even if we cannot get exactly what we want
today—and I understand that the Bill may not be the
ideal vehicle for these amendments—I look forward,
when the building safety Bill comes before your Lordships,
to being in a position to implement these excellent
ideas and proposals from my noble friend.
Lord Tope (LD): My Lords, I begin, as always, by
declaring my interests as a vice-president of the Local
Government Association and co-president of London
Councils, the body that represents all the London
boroughs and the City of London. Particularly in
respect of these amendments, I should declare my interest
as patron of the charity Electrical Safety First.
I apologise that I was not able to be present in
Committee when the noble Lord, Lord Bourne, moved
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and debated these amendments. We debated this issue
fairly fully at Second Reading; we certainly covered
amendments very similar to these in Committee—which
I have read, even though I was unable to participate—and
I have been very pleased to add my name to them
again. I do not think I need to repeat today all the
things that were said very ably by the noble Lord,
Lord Bourne. The key points have been made; I think
that they are understood and I believe that they are
generally accepted.
We have made reference a number of times, and
again today, to the fires that happened not only at
Grenfell Tower but at Lakanal House and at Shepherds
Court. In all those buildings, a significant number of
residents living there were owner-occupiers. They were
not tenants in the private sector or the social sector;
they were owner-occupiers.
In a way, this is key to these amendments. In a
high-rise block—these amendments apply only to high-rise
blocks—there is what has been described as a tenure
lottery. There is a mixture of tenure, yet, by the nature
of a tower block, every resident in it—regardless of their
tenure—is equally at risk from these dangers. We owe
it to all of them, not to any particular sector, to provide
as best we can not only to deal with the risks after they
have happened but, even more importantly, to prevent
them happening in the first place. That is the object of
all these amendments.
2 pm
I again thank the Minister for meeting me and my
Liberal Democrat colleagues to discuss this issue, among
others that we will come to later. I am certain he
understood exactly what we were trying to achieve.
The issue before us is how and when.
Before I go on to that, I will deal with the other
aspect of these amendments: the provision for a register
of electrical appliances to be kept by the responsible
person. The Local Government Association—I have
declared my interest—is at least doubtful about that,
suggesting it shifts the responsibility from the
manufacturers. I do not agree at all. The responsibility
to deal with recalls for their faulty goods rests fair and
square, and will continue to rest, with manufacturers. I
see this as a measure that helps the manufacturers do
this more effectively than at present. It is very much a
positive aid in that. I hope the Minister will be equally
keen on accepting some form of mandatory register of
all electrical appliances to be kept in high-rise buildings,
not because the responsibility has shifted, other than
to keep the register, but because it enables the residents
in the block to be alerted to any recall and encouraged
to take it up.
I will not divert into a discussion on the shortcomings
of the present recall situation, but I think we all accept
that it is by no means perfect and that most if not all
manufacturers wish to see it improved. This is a significant
way of being able to do that; it may not be perfect, but,
as has been said, similar registers are voluntarily kept
in student accommodation. It is a very long time since
I have had any experience of student accommodation,
but I suspect it is a lot harder to keep such a register
there than it would be in any permanently residential
high-rise block.
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We come now to what exactly we will do, how we
will do it and when. We will hear shortly that the
Minister is sympathetic and certainly understands the
issues. I would like to hear a clear commitment from
him today on the action to be taken, whether through
this Bill—perhaps not—the building safety Bill or any
other course; what that action will be and, in particular,
when it will be taken and subsequently implemented.
The noble Lord, Lord Bourne, mentioned the
possibility of a working party. I think there was a
similar working party before the introduction of the
private rented sector provisions. It would be extremely
helpful to all concerned, particularly the Minister, to
have such a working party, comprised of Government
and other interested parties in the sector, to make sure
that such provisions can take effect as soon as they are
put into practice. I would be interested to know what
the Minister thinks about the possibility of that.
I support these amendments wholeheartedly. I look
forward very much to hearing the Minister’s response
and commitment.

Lord Whitty (Lab) [V]: My Lords, I fully support
all the amendments put down by the noble Lord,
Lord Bourne. Many of the points have been made by
my cosignatories already.
On the last point made by the noble Lord, Lord Tope,
clearly this does nothing to undermine the essential
responsibility of the manufacturer—and to some extent
the retailer—in the safety of appliances. Indeed, some
of the liability rests with the user or householder if
they use them irresponsibly or unsafely or do not
return them when a recall has been issued. However, it
is also the case that the owner or manager of the
building is responsible for all the tenants, leaseholders
and owner-occupiers who occupy that building. If
there is a fire, differential tenure is hardly relevant; the
rules should be the same for all forms of tenure. An
electrical fault could arise anywhere and could affect
any neighbour in the block, as we have tragically seen
all too often. It is important that a high-rise block is
covered, with responsibilities to the owner or manager,
regular clear inspections and a list of equipment.
Electrical systems are presently dealt with differently
from gas; there is a requirement for gas inspections for
everybody. We need to require the owner to take
account of the potential damage to others within his
or her building.
Obviously, we hope the Government will take this
up as rapidly as possible. There are issues around who
bears the cost and whether this is the appropriate Bill
for these clauses. The latter seems odd to argue; this is
the Fire Safety Bill. We are arguing that it should
include provisions about the single most frequent cause
of fire and measures that have already been identified
in the Grenfell inquiry. These are most relevant here. I
understand the Minister might prefer to see them in
the forthcoming building safety Bill, but they are not
there; the fact that the provisions in these amendments
are not in the pre-legislative version of the Bill at the
moment, although some aspects of electrical safety
are, makes us doubt the speed with which these clauses
would be brought into operation. It would be much
better if they were in this Bill.
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On cost, I am indebted to the noble Lord, Lord Best,
who wanted to speak in this debate but was somehow
precluded. He calculated that, even if inspection costs
for carrying out the regular inspection were £100, that
would be £20 a year over five years, or 20p a week per
premise, which would go on the service charge to
leaseholders and tenants in one way or another. That
is a minimal cost for a major contribution towards
everybody’s safety. It would not be logical for the
requirement on the owner for inspection to be postponed
until the building safety Bill comes through, but it
would be better than nothing. If we can be given an
absolute assurance, I will accept it as second best, but
it really should be in this Bill to prevent fires starting
now. I support all these amendments.
The Earl of Lytton (CB) [V]: My Lords, I first
declare an interest as a vice-president of the Local
Government Association and a chartered surveyor
with some 45 years of experience in dealing with the
management, maintenance and condition survey of
properties, as well as matters of tenure. I apologise to
the House for not having been able to participate
directly on previous stages of the Bill. Many noble
Lords will know that I have been following this extremely
closely and have written to many of them, including
the Minister.
Turning to the thrust of these amendments, I entirely
agree with the purpose of the amendment on electrical
systems: to make regular periodic tests and inspections
of fixed electrical installations most desirable. However,
with leases in long-leasehold tenure, the leaseholder
is typically responsible for what is in the flat and is
identifiably unit-specific to that bit of accommodation.
Typically, that also applies to other conducting media
and conduits such as drains, extraction ducts and
water supplies. Some items are centrally operated,
such as fire alarms and detection equipment, which
may be within the flat and may be differently treated,
but such provision does not always pertain to rack-rented
letting. Straightaway, the legal obligations between
different types of tenure, which are established in the
case of long leasehold in their long leases, and therefore
in their title, are not consistent across what I might call
the flatted sector.
I also have concerns about the scrutiny and enforcement
of the regulation, which in the past has sometimes
been patchy. The issue is one of resources. The capacity,
competence and finance are often insufficient or
inadequate in the areas where the responsibility lies,
or, in some circumstances, the responsibilities may be
split. The Government must address these in the context
of the Bill, because the subject matter is vital in terms
of human safety, and too important to be left to chance,
but I wonder how secondary legislation will deal with
overriding established practices set out in the legal
arrangements for tenure and occupation.
I appreciate that the noble Lord, Lord Bourne, is
very enthusiastic about electrical appliances. I am a
little less enthusiastic, not about the objective of greater
safety, but about the practicality. There should be a
clearer cut-off between what is “system” and what is
“appliance”. For instance, a hardwired electrical hot
towel rail is regarded as appliance, not system. There
should be a clearer definition, so that anything with a
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square pin plug on the end of its lead falls under
“appliance”. Again, there are issues to do with things
such as cookers, which are also hardwired.
I note and largely agree with the views of the LGA
regarding the enforceability in real life, and the shifting
of responsibility, in my definition, from the primary
leaseholder or occupier of the unit, who is in charge of
the items in the building, unless they have been supplied
by the lessor or manager from inception. There is an
assumption that there will be some degree of occupier
co-operation. Logging the appliances on a register
may capture the inventory at a moment in time, but
that does not procure accuracy without continuous
updating, so there are issues there as to how much
time and energy are to be taken up with doing this.
Some modern service lettings include white goods,
and possibly many other smaller items, and, to give the
example of holiday accommodation, typically the owner
of the accommodation provides all the white goods
and appliances, but even that does not stop someone
coming along with their own appliance, which may not
be tested. The same thing applies for normal rentals.
Therefore, accuracy is an issue. Retrofitting the sort
of standard that might apply in circumstances where
all the white goods and appliances are pre-provided by
the lessor would be extremely difficult. If the intention
is to include everything that might be caught under a
normal PAT test, that will be extremely detailed, with
a high turnover of items within any five-year period. If
occupiers of flats are not obliged to declare all relevant
items whenever exchanged for another, or whenever a
new item is brought in, this could create an impossible
task for managers. Therefore, if the Minister agrees to
this amendment, in detail or in principle, some of these
issues must be addressed.
I suggest a phased approach, to allow for the most
at risk and the most dangerous situations to be dealt
with as a matter of urgency. Here, I am with the noble
Lord, Lord Bourne, but for the rest, one must ensure
that the arrangements are put in place in a workmanlike
manner, that they are practical and, particularly, that
manufacturers and retailers be locked into the chain
of compliance. Also, there has to be a cultural change,
so that every occupier of a high-rise block realises that
they have a responsibility and an input, and that they
are pivotal in procuring safety and ensuring that they
do not misuse—or fail to maintain and clean—their
appliances or operate them in unsuitable locations. I
recognise, approve and agree with the thrust of these
amendments, but I remain concerned about some of
the detail.
2.15 pm
Lord Mann (Non-Afl): My Lords, I declare an
interest, having lived for nearly 20 years as a private
tenant in—under the definition in this amendment—a
high-rise block in London. I am trying to work through
how a register would apply, because I have never solely
rented. It has always been part of a multiple-occupancy
residency within a council-owned block where a private
owner has bought a property and then leased it out to
the likes of me.
The amendment seems to be approaching this the
wrong way around. The poorer one is, the more one
will be buying second-hand goods and not buying

Fire Safety Bill

1350

direct from manufacturers, particularly with white
goods. Systems of registration can never easily apply
with that. The Government should be looking at the
opportunity—although it cannot be fitted into this
Bill at this moment—whereby there is an incentive at
local authority level for there to be certificates of
competence in relation to properties that are being let
out, in relation to electrics and gas, so that one can see
that the standard has been met. Such a system would
quickly isolate those who were not prepared to have
the relevant certificates in place, who would then
become the primary targets for enforcement investigation.
It seems that the market could assist in a significant
part of the solution if it was required to parade its
worthiness in an effective public way in terms of the
safety of a property.
Under this definition, this building would be a
high-rise building. In planning terms this is one building,
with at least two occupied residences; there may be
more that I am unaware of. That is not necessarily an
argument against this amendment, and might even be
one in favour of it, to fast-forward some of the building
changes that are needed in here. However, rightly, the
focus has been the Government’s focus. I make no
criticism whatever of this or of contributors in this debate,
in terms of traditional high-rise. However, while I am
in favour of the Government’s approach in wanting
more office-style or above-shop conversions over the
last 20 years, often these buildings were not designed
as accommodation, and, having seen first-hand some
of those which have been done over the last 20 years, if
theyarebadlydesigned,thefireriskseemdisproportionately
high. That aspect of “above-shop”, which could be
two, three, four or storeys in some cases, in terms of
accommodation,needsmoreattentionfromtheGovernment,
and potentially, more powers for local authorities.
Finally, in the context of Clause 1—I hope that the
building safety Bill is the appropriate place for this—the
fire risk in fixed Traveller sites and park home sites is a
different kind of problem. The problem could be
immediately outside the property. Park home sites in
particular may be constrained by a perimeter wall,
and the fire risk comes from the lack of space therein.
I have direct experience of challenging that, and it has
been fiendishly difficult to do anything about it in law.
I hope, as the Government move the building safety
Bill forward, that the question of properties on fixed
Traveller sites and park home sites will be looked at,
including in the context of fire safety. More can and
should be done there.

Lord Shipley (LD) [V]: My Lords, I remind the
House that I am a vice-president of the Local Government
Association. I strongly support this group of amendments,
and it is good to see cross-party support for them.
At previous stages of the Bill, I spoke on the
importance of increased electrical safety checks. In
view of what we are now hearing from the Grenfell
inquiry, such checks of electrical systems and appliances
in high-rise blocks are vital. As the noble Lord, Lord
Bourne, said, there should be a safer home environment
and we should be translating good intention to action.
I strongly agree. He reminded us that almost half of
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domestic fires relate to an electrical fault, and also of
the precedent of a register of electrical equipment in
student housing blocks.
The noble Lord, Lord Randall, made a number of
points on second-hand electrical equipment, which I
hope the Minister will note. The noble Lord, Lord Whitty,
explained that the cost is minimal. This derives, in
part, from the speech of the noble Lord, Lord Best, in
Committee, where he identified how the cost could be
much lower than people had thought. My noble friend
Lord Tope called for a clear commitment from the
Minister on what action the Government are proposing
and when they are proposing to implement it.
It has been said that the legislation will be complicated
to enforce. The noble Earl, Lord Lytton, made a
number of detailed points about the responsibilities of
leaseholders and those with other kinds of tenure.
I hope the Minister responds to those points, particularly
in view of the distinction that may have to be drawn
between systems and appliances. The points made by
the noble Earl, Lord Lytton, will be very helpful in
drafting regulations. He said that we need a cultural
change; that has to be right.
The noble Lord, Lord Mann, has personal knowledge
of living in a residential block as a private tenant. That
experience will clearly be helpful to the proceedings of
the House. He raised a number of important issues on
design, which I hope the Minister will note.
It is important to understand the issue properly. It
is surely the right of tenants and leaseholders of
high-rise blocks to feel more secure. This is a public
safety issue. I cannot understand why checks are required
in the private rented sector but not for high-rise blocks,
except where the property in that block is privately
rented. I hope that we hear something helpful on this
from the Minister in a moment.
Finally, there is going to be a responsible person. I
am fully in support of that, but such a person needs
responsibilities to undertake. This group of amendments
presents some responsibilities that seem central and
core to the duties and obligations of a responsible
person. For that reason, I fully support this group of
amendments.

Lord Kennedy of Southwark (Lab Co-op): My Lords,
as this is the first time I am speaking on Report today,
I refer the House to my relevant registered interests—
namely, as a vice-president of the Local Government
Association, chair of the Heart of Medway housing
association and a non-executive director of MHS
Homes Ltd. I support the Fire Safety Bill. My main
concern across the whole Bill is the speed with which
we are moving forward. That is the main issue for me
with this and other amendments.
I fully support the amendments before us today in
the names of the noble Lord, Lord Bourne of
Aberystwyth, and other noble Lords. I tried to sign up
to these amendments, but I was too late; all the spaces
had already gone when I contacted the Public Bill
Office. I have made it clear to the noble Lord, Lord
Bourne, that he has my full support, and I pay tribute
to him for raising these issues, as he did on 29 October
during the consideration of the Bill in Committee. I
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also put on record my admiration for the charity
Electrical Safety First, and Robert Jervis-Gibbons and
his colleagues, for all the work they do to highlight the
danger of electrical fires to both property and people.
Through their campaigning work, we have managed
to make progress in recent years in the area of fires
started by electrical ignition.
In speaking in this debate, noble Lords mentioned
the fires at Lakanal House in Southwark, Shepherds
Court in Shepherd’s Bush and Grenfell Tower—all
examples of the tragedies that electrical fires can cause.
We need to ensure that action is taken. As has been
clearly set out to the House, these amendments are
intended to build on the Electrical Safety Standards in
the Private Rented Sector (England) Regulations 2020,
which provide for mandatory checks in the private sector
every five years. Those regulations were good news, and
the noble Lord, Lord Bourne of Aberystwyth, deserves
credit for all his work in bringing them into force.
What now needs to be addressed is the tenure
lottery that has been created, as private tenants in a
building will be covered by the regulations but social
tenants and owner-occupiers will not. There are three
types of tenure, but only one would be required to
have electrical safety checks. You can see the problem:
if you have a block of flats but only some of the
properties are tested, covered and confirmed as safe,
or have remedial work that is needed and undertaken,
but others are not checked, the building is then not
safe. How can some properties be required by law to
be checked, when others are not? That has to change. I
suggest that, to be certain the building is safe for all
dwellings, it would need to be checked by a competent
person. If it is for only some of the dwelling, you
cannot deem the building to be safe.
The amendments before us also provide for a
responsible person, which is a new role that I fully
support, to be brought into being to compile a register
of every white good in a building. This would ensure
that, when a recall of a product occurs, we can quickly
identify all the affected appliances and the safety issue
can quickly be resolved. This does not take away
responsibility from the people who sell the appliance
or the manufacturers, but it is another important
safety measure.
The Government may take the view that they cannot
commit to this, at this stage. The noble Lord, Lord Bourne,
has not indicated that he wishes to test the opinion of
the House, but I hope to have a considered opinion
from the noble Lord, Lord Greenhalgh, on these
important amendments. I also hope that the noble
Lord and his team will look at what goes on in other
parts of the world—certainly in Australia—where there
are much stricter regimes about electrical white goods
than elsewhere. They need to be looked at because,
clearly, if this can work in other parts of the world, it
can work here. All these amendments are about keeping
people safe, and I fully support them.
2.30 pm
The Minister of State, Home Office and Ministry of
Housing, Communities and Local Government (Lord
Greenhalgh) (Con): My Lords, I refer to my relevant
commercial and residential property interests as set
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out in the register. I thank my noble friend Lord
Bourne of Aberystwyth for his amendment, which
shines a light on the important issue of electrical
safety. Indeed, I thank the noble Lord, Lord Tope, for
his clear focus and mission to prevent fires happening
in the first place as a result of electrical faults as
absolutely the key. I also thank my noble friend for the
constructive meeting that we had on this issue last
week, involving my noble friend Lord Randall of
Uxbridge. I recognise the covering fire received from
the noble Lords, Lord Tope and Lord Whitty, for this
amendment, and in particular, as the noble Lord,
Lord Kennedy of Southwark, mentioned, the work of
the Electrical Safety First organisation. I commend
the latter for the work that it is doing to raise awareness
of the risks of electrical fires. I also thank the noble
Lord, Lord Mann, for pointing out the issues around
second-hand electrical goods; this is a particularly
difficult area to regulate and something that we need
to look into.
I will not reiterate all the points that I raised in
Committee, but I will mention two concerns that I have
in relation to this amendment. First, I note that the
wording has changed to focus on high-rise buildings,
but I am still concerned that it would not have the effect
that my noble friend seeks to achieve. In particular, it is
doubtful that the amendment would result in electrical
appliances in private dwellings being brought within
the scope of the fire safety order. This in turn will
thwarttheamendment’sunderlyingobjectivesforsystematic
checks on electrical appliances and for the responsible
person to keep a register of appliances, as required by
the additional schedule proposed in this amendment.
My other concern is that the amendment risks delaying
the implementation of necessary reforms to fire safety
regulation. A number of concerns have been raised in
both your Lordships’ House and the other place about
the pace of reform to fire and building safety legislation.
We now have a package of reforms: this Bill, the upcoming
fire safety order regulations, and the building safety
Bill. The amendment would impact on the delivery of
this package of legislation, and in particular on the
fire safety order regulations.
A lot of the detail of this amendment is left to be
implemented through regulations, and the work that
this would require would lead to significant delays in
our being able to deliver other key recommendations
from the Grenfell inquiry. The answer to addressing
the concern about electrical safety lies in the work that
is being undertaken across government, which includes
a number of strands. I will not repeat all of the work
that I referenced in Committee but will pick out some
key aspects.
A regulatory regime is in place on product safety,
underpinned by legislation and overseen by a national
regulator, the Office for Product Safety and Standards,
which was created in 2018. This regime places responsibility
for the safety of products on those actors best placed
to ensure this before products are placed on the market.
The draft building safety Bill reflects the role that all
parties have to play in ensuring the safety of high-rise
dwellings, from the developer to the accountable person
to the residents themselves, and electrical safety is an
important part of this. As mentioned by a number of
noble Lords, there are standards for electrical checks
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in private rented accommodation, which require that
electrical equipment is checked at least every five years.
This is already in place for new tenancies and will
apply to existing tenancies from 1 April 2021.
I recognise the concerns expressed by a number of
noble Lords with respect to there being no mandatory
checks on social housing. The inequality between social
and private housing was raised by my noble friend
Lord Randall and the noble Lords, Lord Shipley and
Lord Kennedy. I am pleased to say that today we have
published a social housing White Paper, which sets out
our charter for social housing residents. It includes a
commitment to undertake a consultation on keeping
social housing residents safe from electrical harm.
Among a range of issues, this will consider extending
the safety measures already in the private rented sector
to social housing.
I assure my noble friend that the Government take
the issues raised in his amendment very seriously
indeed. In that regard I am happy to give him a firm
commitment that, outside the Bill process, my officials
will engage Electrical Safety First and other key
stakeholders in an official-led working group to inform
the content of our consultation. Given the assurances
that I have provided, I ask my noble friend to agree to
withdraw his amendment.
Lord Bourne of Aberystwyth (Con) [V]: My Lords, I
first thank everybody who has participated in the
debate on the amendments in this group. It has been a
very worthwhile discussion, and every noble Lord who
participated added something valuable. It is clear that
there is broad support within the House for action,
and a recognition of the inequality that exists between
private tenants on the one hand and social tenants—and
indeed owner-occupiers—on the other hand.
I note what my noble friend the Minister said in
relation to some of the detailed points in the consideration
of the amendments that may cause concern; clearly
they are matters that could be looked at. I agree with
my noble friend the Minister on the importance of
what has happened today in relation to the White
Paper, although I note that there is no timescale attached
to that. Before I withdraw my amendment, which I am
minded to do, I will press my noble friend a little on
two matters. First, would he be willing to meet with
me and the other signatories to the amendment ahead
of the building safety Bill to see how we can dovetail
what we are seeking to do here with that Bill? I know
from discussions with him that he felt that that Bill
was a more appropriate medium to use, so I seek that
from him.
Secondly, I thank him very much for the undertaking
that he has given to meet with Electrical Safety First,
along with officials, to consider the proposals in the
social housing White Paper as to possible timescales.
He will understand that we are now three and a half
years after the dreadful events of Grenfell. The social
housing White Paper has been a long time forthcoming,
for reasons that I do understand, and we are now
looking at a future consultation; we do not—and I am
sure he does not—want this stretching out a long time
into the future. So I will just press him a little bit on
those two matters before I withdraw my amendment.
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Lord Greenhalgh (Con): My Lords, I am very happy
to give my noble friend the assurance that we can meet
together before the introduction of the building safety
Bill. Indeed, as soon as I have more information about
the timescales in relation to the social housing White
Paper being turned into legislation, I will be able to
provide that to my noble friend. I am happy also to
agree to meet with the Electrical Safety First organisation;
I would find that very constructive indeed.

tenants and residents, for the foreseeable future, and
that consultation must go much wider than the National
Fire Chiefs Council.
Amendment 6 from the noble Baroness, Lady NevilleRolfe, is a probing amendment, as the noble Baroness
makes clear in her explanatory statement, allowing the
Minister to offer clarity to the House. Again, I welcome
the amendment made in that spirit by the noble Baroness
and I beg to move.

Lord Bourne of Aberystwyth (Con) [V]: My Lords, I
know my noble friend and I know his sincerity so, with
those undertakings, I beg leave to withdraw the amendment.

Baroness Neville-Rolfe (Con): My Lords, it is always
a pleasure to follow the noble Lord, Lord Kennedy. I
think that he and I agree on the value of consultation
in many different arenas.
My probing amendment relates to an appalling
situation arising as an indirect consequence of the Grenfell
tragedy. As a direct result of that fire, vast amounts of
cladding, especially on high-rise blocks, will have to be
removed. The requirements for improvement consequently
imposed on those concerned—freeholders, leaseholders
and so on—affect a very large number of multipleoccupation dwellings, unnecessarily, some might say,
whatever their height. As a consequence, surveyors,
insurers and mortgage lenders, all financially involved,
have become very concerned by their clients’ potential
unquantified exposure to risk and are taking steps to
minimise it. Inevitably, they are taking a cautious
view. Wooden features such as staircases and partitions—
used since the dawn of time and much more sustainable
than steel or plastic derivatives—are often viewed with
suspicion.
A particular uncertainty is what the remedial action
will cost and who will bear that cost. There is currently
no good answer to that concern and, as a consequence,
much of the market is effectively frozen. Thus, many
properties are in practice unsaleable, with knock-on
effects on people’s financial viability and the mobility
of workers. As I emphasised in Committee, this is a
nightmare for the young who want to move when they
have a baby, for the old who want to trade down to
something smaller and release capital for their care,
and for the unemployed who need to move to get a
new job.
I explained all that in Committee, and I think it
would be fair to say that, although the Minister, in
responding, accepted that there was a problem, he said
nothing about how it might be solved. I hope that we
can move a step forward today and that the Minister
will be able to say something that will ease up the
market in respect of at least some of the dwellings
where the fire risk is small. Standing back, it is apparent
that the Bill takes us in the wrong direction on this
issue, because it provides for an increase in the number
of requirements and regulations without providing a
way forward on the threat to the housing market and
our reputation as supporters of home ownership, which
many people aspire to.
To be more specific, first, can the Minister provide
a clear trajectory for the implementation of the Bill,
the revisions to the fire safety order and the building
safety Bill to reassure us on consistency and show how
the uncertainty and unintended consequences for
leaseholders arising as a result of these changes will be
kept to a minimum?

Amendment 1 withdrawn.
Amendments 2 to 4 not moved.
The Deputy Speaker (Lord Alderdice) (LD): My
Lords, we now come to the group beginning with
Amendment 5. I remind noble Lords that Members
other than the mover and the Minister may speak only
once and that short questions of elucidation are
discouraged. Anyone wishing to press this or any other
amendment in this group to a Division should make
that clear in debate.
Clause 2: Power to change premises to which the Fire
Safety Order applies
Amendment 5
Moved by Lord Kennedy of Southwark
5: Clause 2, page 2, line 11, at end insert—
“( ) The consultation under subsection (5) must involve—
(a) local authorities;
(b) relevant trade unions including but not limited to
those representing firefighters;
(c) relevant organisations representing firefighters;
(d) bodies representing tenants and residents of impacted
properties; and
(e) any other bodies deemed relevant by the Secretary
of State.
( ) A report detailing the findings of the consultation under
subsection (5) must be laid before Parliament.”
Member’s explanatory statement
This amendment would ensure that any consultation must
include local authorities, trade unions, and representatives of
tenants and residents.

Lord Kennedy of Southwark (Lab Co-op): My Lords,
this is an issue that I raised in Committee, and I
confirm that I have no intention of dividing the House
on it this afternoon. I have tabled it again to give the
Minister the opportunity to put beyond any doubt
that the organisations that I have listed will be consulted,
without question, because they are important in their
different ways. I accept the point that has been made
before that things change over time, but I think it is a
reasonable assumption that we will have local authorities,
trade unions representing firefighters and other workers
in the sector more generally, and associations representing
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Secondly, what assessment have the Government
made of the availability of qualified assessors and fire
safety engineers to account for the increased demand
that will arise from the Bill? How can they help in this
regard?
Thirdly, can the Government develop a system,
such as you might see in the health and safety area,
referenced earlier, that allows non-professionals involved
in managing multiple-occupation properties to do the
necessary risk assessments and give the assurances
needed for the market to move? The EWS1 system—
designed, I believe, to help with the mortgage problem—
has, unfortunately, had a perverse effect.
Fourthly, can the Minister say anything to unfreeze
properties—for example, those of a low height where
the risk is much less?
This is a very difficult issue and I know that my
noble friend the Minister, with his experience of local
government, understands the issues and has been trying
very hard. I welcome the considerable funds made
available to deal with the most serious high-rise cladding
issue and the progress that is therefore being made.
He should also be thanked for his wider efforts to
improve the housing sector and build more homes.
However, the problem that I have described, with
support from my noble friend Lord Shinkwin in
Committee, is a very serious one and we need action
now. As the noble Lord, Lord Kennedy, will be winding
up on this group, I should like to say that I, like my
noble friend Lord Bourne, would appreciate a further
meeting on how we tackle this matter before the new
order and the building safety Bill proceed.
2.45 pm
Lord Shipley (LD) [V]: My Lords, the noble Baroness,
Lady Neville-Rolfe, has made a number of helpful and
very important points. Amendment 6 seeks clarification
from the Minister on a number of problems in relation
to leaseholders and the impact on the housing market
of the current problems with selling properties. I, too,
look forward to the Minister’s response, as it would be
helpful to us all to have an up-to-date understanding
of his thinking.
Weshall,of course,addressthismatteronAmendment13
as well, as it is central to the future management of
high-riseaccommodation,orthelesshigh-riseaccommodation
that nevertheless still suffers from some of the problems
of the high-rise blocks. As the noble Baroness said, we
need a way forward for the housing market in solving
the problems of some leaseholders. I entirely agree
with that, and I hope that forthcoming meetings will
be able to address those issues.
Amendment 5, moved by the noble Lord, Lord Kennedy
of Southwark, is entirely sensible. Of course it is right
to consult properly and fully in developing legislation,
so I assume that the Minister will be able to confirm
this afternoon his entire agreement to this amendment
because it is so eminently sensible.
The Earl of Lytton (CB) [V]: My Lords, although I
certainly agree with the thrust of Amendment 5, it is
Amendment 6, in the name of the noble Baroness,
Lady Neville-Rolfe, that I really wish to address.
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Many of my years in the property profession have
been spent in survey inspections, with a spell in estate
agency and mortgage valuations and brief periods in
block management, and I have spent a good deal of
time on the forensic identification of defects. Therefore,
I feel reasonably well qualified to support the noble
Baroness, and I thank her for raising this important
issue, which affects the residential sector. Rightly, she
referred to the indirect effect of the Grenfell tragedy.
That is a matter on which I have been in constant
contact with the Chartered Association of Building
Engineers, of which I am a patron and which has been
very helpful in identifying various matters in respect
of the Bill.
As the noble Baroness said, the effect on the residential
market for flats in particular, and over a very broad
spectrum by age and type, is now apparent. This has
affected security for mortgage lending, exacerbated by
the prospect of large and, as the noble Baroness said,
unquantified remediation bills. Some sort of game of
pass the parcel seems to be in train as to who will end
up picking up those bills. It affects buildings insurance
cover and premiums, and interim measures such as
“waking watch” are racking up huge costs. These and
the likely shortfall, as I see it, in the provision for
remediation made by the Government—welcome though
that is, but nevertheless there is a shortfall as against
the widening scope of the buildings that might ultimately
be affected—have seriously affected the ability to sell
flats. It is not clear that this is in any way confined to
high rise, as I am increasingly aware, as one of my
children attempts to sell a flat in a four-storey modern
and, I believe, conventionally constructed block.
A few days ago, a lady emailed me to say that she is
a resident of a sister block to the one in Worcester
Park which burned down last year. She is completely
stuck with a currently worthless asset and no apparent
movement on remediation. The latest Sunday Times
carried an article about this, graphically illustrating
the issues and defects that have been found to be
present in a number of remaining identical buildings
that are still standing.
Before this gets yet more problematic and starts
affecting potentially a far wider range of properties
than at present, the Government need to use their
powers and influence to get all the interested parties
round a table—constructers, lenders, insurers—and
point out, as the noble Baroness said, the reputational
as well as economic and social damage that needs to
be contained beyond the issue of direct liability and
who shoulders that, and require their active co-operation
to resolve this in a constructive manner and not leave
vulnerable homeowners, to put it bluntly, hung out
to dry.
I appreciate the criticism of the EWS1 form, but it
came about because of a particular need to do with
mortgage lending. It is now being required for a much
wider range of purposes, for which it was never intended.
Why? Because it was the only tool available. The
Government could step into this obvious void and
make sure that some other form of certification solution
was provided. But they, or somebody else, would have
to take responsibility for that, and I realise that that is
an issue. Meanwhile, the potential liabilities make it
ever less likely that those without specific accreditation
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to do the necessary inspections will be willing to
undertake such work and, indeed, they may not be
able to get professional indemnity insurance either.
The Government need to get ahead of the curve
here. If these measures are rushed into effect with full
force immediately and without additional steps, there
will be more serious disruption and collateral damage
to come. I suggest there be a phased and managed
approach aimed at containing the ill effects, restoring
trust and confidence, above all, in the measures being
put in place and limiting financial loss while dealing,
most importantly, with the most pressing issues where
residents’ safety is at the greatest peril. None of this is
without risk; nor is the normal “Not my responsibility,
guvnor” liability-passing response appropriate in these
abnormal times, given the number of national issues
we face and the effect on the wider economy.
This means temporary but probably arbitrary cut-offs,
probably in height terms—11 metres may be the right
figure for blocks of flats—perhaps with certain other
definitions, then dealing with those and drawing the
net more widely later on and inevitably, as one will,
picking up legacy issues from older regulatory sign-offs
on the way. Some sort of lower-tier interim certification,
which the noble Baroness referred to, perhaps by a
non-specialist, would enable low-risk properties to
escape the contagion that might otherwise engulf the
sector. I wonder if this is what the Minister will propose
in Amendment 7. I will listen with great interest to his
response.

Baroness Pinnock (LD) [V]: My Lords, I remind the
House of my interests, as recorded in the register, as a
councillor in Kirklees and as a vice-president of the
Local Government Association.
I turn first to Amendment 6, through which the
noble Baroness, Lady Neville-Rolfe, has raised concerns
about the inclusion of all multi-occupied domestic
premises within the scope of the Bill. The issues raised
relate to leaseholders who find that they are, in effect,
unable to move as their property is within the scope of
the Bill and, therefore, that the fire risk exists but is
not quantified. The later amendment in my name
explores these issues in more detail.
In Committee, the noble Lord, Lord Parkinson,
spoke on behalf of the Minister and confirmed that
the Government intend that all multi-occupational
buildings are within the scope of the Bill and the fire
safety order 2005. He also argued in Committee that
the height of a building is only one factor in assessing
fire risk, and others have given recent examples of fires
in such buildings that support that argument. The
issue, then, is about prioritisation, as the noble Earl,
Lord Lytton, has so expertly explained, and what
actions the Government are able to take to minimise
the impact on properties deemed low priority and,
therefore, presumably of lower risk. It is that issue that
the Minister needs to clarify. Will the Government
bring forward regulations or guidance to demonstrate
the criteria to be used to fire assess properties? Can
these be used by leaseholders to demonstrate low risk,
and thus release their property from being frozen out
of the housing market? I look forward to the Minister’s
response to these concerns.
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The other amendment in this group, in the name of
the noble Lord, Lord Kennedy, raises issues about
consultation. It lists consultees, as a very similar
amendment did in Committee. My colleagues and I
are always in favour of the widest possible consultation
on any issue. However, there is an inherent risk in a list
that becomes exclusive while intending to be inclusive.
The list of consultees is one which we would expect,
however, to be involved in all relevant consultations.
As my noble friend Lord Shipley said, the list is
inherently sensible, so I hope the Minister will be able
to accept such a list. Again, I look forward to the Minister’s
response.
Lord Greenhalgh (Con): My Lords, I thank the
noble Lord, Lord Kennedy of Southwark, for raising
the issue of engagement to make sure the right groups
and organisations are consulted on any changes or
clarifications to the types of premises that fall within
the scope of the fire safety order. The Government
have given this matter further consideration since
Committee stage. I support the noble Lord’s aim of
ensuring that the widest range of groups are given an
opportunity to comment. It is sensible to seek views
from all groups impacted by any future changes, which
is why Clause 2 of the Fire Safety Bill provides a
requirement to consult anyone appropriate, which is
likely to include all the parties highlighted in the
amendment.
Robust policy-making can be achieved only by
reaching out to all sections of the fire sector and other
interested parties, such as responsible persons and
residents, not by relying solely on the expertise of
certain groups. To be clear, of course we will consult
with the National Fire Chiefs Council but equally, we
will consult with the Fire Brigades Union and with
tenants’ and residents’ associations.
The Government are committed to considering the
most appropriate means of conducting any future
consultation before making any regulations—regulations
which Parliament would have an opportunity to scrutinise,
should it so wish. It remains the case that the specified
list as presented identifies groups whose role, name or
function may change over time, potentially creating
the need for future primary legislative changes or
making such provision ineffective. However, the Bill as
drafted safeguards against this while ensuring that
relevant groups are not excluded. I want to assure
your Lordships’ House that we recognise the importance
of consulting relevant stakeholders, but the wording
of Clause 2 already allows us to do just that, without
the need to be prescriptive in the way the noble Lord’s
amendment suggests.
I turn now to the very important consumer issues
raised by my noble friend Lady Neville-Rolfe. I had a
meeting with my noble friends Lady Neville-Rolfe and
Lord Shinkwin, and I am very happy to commit to a
further meeting before the introduction of the building
safety Bill. These are huge consumer issues, and I praise
my noble friend for being a champion of the consumer.
We recognise that many leaseholders’ properties have
been valued at zero, they are waiting for remediation
of their properties and they are unable to remortgage
or to move. They are effectively trapped, and the
Government recognise that that is a considerable issue
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for them. We also recognise that the costs of historic
building safety and fire safety remediation will be
considerably more than the £1.6 billion already committed.
It is important to address that in a way that is affordable
to leaseholders, and there are only certain ways of
doing that. We will make announcements on that in
due course.
Equally, we recognise that the pace of remediation
is important. I have talked to many people in the
social housing sector about the fact that they have
probably overspent on waking watch. I am very pleased
that we provided guidance on waking watch, the cost
of which is exorbitantly high; it can be replaced by a
fire alarm system within six or seven weeks, which
reduces some of the costs of interim measures. I draw
the attention of those using waking watch for extended
periods to the most recent guidance from the National
Fire Chiefs Council and the work on waking watch
costs. I am very happy to commit to a further meeting.
3 pm
Turning to the amendment, I thank the noble Lord
for his continued input on the Fire Safety Bill and for
his amendment seeking clarity on how the Government
intend to use the power to change the types of premises
to which the fire safety order applies. I remind noble
Lords that the purpose of the Bill is to improve fire
safety in all the buildings to which it applies to make
sure that residents feel safe in their homes. I know this
objective is shared by all in your Lordships’ House
and the other place. The Government believe we have
the right buildings within the scope of the order at
present, but it is important that we create the right
legislative framework to provide the flexibility to make
future changes to the types of buildings which may
pose a risk. The Bill may be on the statute book for a
long time, and this clause allows us to keep it agile and
relevant to emerging changes. If, for example, a new
design of building emerges in future, we will want to
make sure that it can be captured without the need for
further primary legislation.
The clause is not intended to be a blunt instrument.
We have introduced a robust set of safeguards to
ensure that relevant parties can comment on any future
changes. However, I understand the concerns about
the current mortgage and insurance situation that my
noble friend is looking to address, and which I have
already discussed. We are working with lenders on a
more proportionate approach to the assessment of fire
safety risks for valuation purposes, which will benefit
residents. The updated fire risk assessments following
this Bill should provide the further reassurance that
lenders are looking for in the EWS1. I hope this gives
my noble friend confidence that our aim is to ensure
flexibility, and not a form of mission creep to bring
more premises under the order. Given the assurances I
have provided, I ask the noble Lord, Lord Kennedy, to
withdraw his amendment and my noble friend Lady
Neville-Rolfe not to move hers.
Lord Kennedy of Southwark (Lab Co-op): My Lords,
I thank the Minister for his response to this short
debate and for putting clearly on the record his views
on consultation, which I fully support. As he said, it is
important to have a wide range of appropriate consultees.
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I also fully support the points raised by the noble
Baroness, Lady Neville-Rolfe. We cannot allow people
to continue to live in properties that are, effectively,
worth nothing. I hope that the meeting referred to will
take place, but it is also important that when builders
construct these buildings and give warranties and
guarantees, they are upheld. It cannot be right to
allow builders to walk away from their obligations
under warranties and guarantees have given; they
need to be held accountable. I hope that the Minister
will take back that very important point. I beg leave to
withdraw the amendment.
Amendment 5 withdrawn.
Amendment 6 not moved.
The Deputy Speaker (Lord Alderdice) (LD): We
now come to the group beginning with Amendment 7.
I remind noble Lords that Members other than the
mover and the Minister may speak only once and that
short questions of elucidation are discouraged. Anyone
wishing to press this or anything else in this group to a
Division should make that clear in the debate.
Amendment 7
Moved by Lord Greenhalgh
7: After Clause 2, insert the following new Clause—
“Risk based guidance about the discharge of duties under the
Fire Safety Order
(1) Article 50 of the Regulatory Reform (Fire Safety) Order
2005 (S.I. 2005/1541) (guidance) is amended as follows.
(2) After paragraph (1) insert—
“(1A) Where in any proceedings it is alleged that a
person has contravened a provision of articles 8 to
22 or of regulations made under article 24 in relation
to a relevant building (or part of the building)—
(a) proof of a failure to comply with any applicable
risk based guidance may be relied on as tending to
establish that there was such a contravention, and
(b) proof of compliance with any applicable risk based
guidance may be relied on as tending to establish
that there was no such contravention.”
(3) After paragraph (2) insert—
“(2A) Before revising or withdrawing any risk based
guidance in relation to relevant buildings the
Secretary of State must consult such persons as the
Secretary of State considers appropriate.”
(4) After paragraph (3) insert—
“(4) In this article—
“relevant building” means a building in England
containing two or more sets of domestic premises;
“risk based guidance” means guidance under paragraph
(1) about how a person who is subject to the duties
mentioned there in relation to more than one set of
premises is to prioritise the discharge of those duties
in respect of the different premises by reference to
risk.””
Member’s explanatory statement
This amendment provides that, where the Secretary of State
issues risk based guidance under the existing duty to ensure the
availability of appropriate guidance, proof of compliance or a
lack of compliance with that guidance can be used in legal
proceedings. It also requires the Secretary of State to consult
before revising or withdrawing risk based guidance.
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Lord Greenhalgh (Con): My Lords, I shall speak
also to Amendment 14. In Committee I made a
commitment to set out during today’s debate the
Government’s position on how the Fire Safety Bill will
be commenced. Your Lordships’ House is aware that
the Home Office established an independent task and
finish group, chaired jointly by the National Fire
Chiefs Council and the Fire Sector Federation, which
brought together interested parties from across the fire
and housing sectors. Its role was to provide a
recommendation on the optimal way to commence the
Bill. The group advised that the Bill should be commenced
at once for all buildings in scope. I have accepted this
recommendation to commence the Fire Safety Bill at
once for all buildings in scope on a single date.
The group also recommended that responsible persons
under the fire safety order should use a risk-based
approach to carrying out or reviewing fire risk assessments
upon commencement by way of using a risk operating
model, and that the Government issue statutory guidance
to support this approach. I also agreed to this
recommendation, which will support responsible persons
to develop an effective prioritisation strategy for such
assessments, which will be supported by a risk operating
model currently being developed. The Home Office,
with support from the National Fire Chiefs Council
and the Fire Sector Federation, will also host this
model once it has been finalised.
The government amendments tabled today intend
to take forward the provision of statutory guidance to
support this approach. These amendments ensure that
the risk-based guidance which will be issued by the
Secretary of State to support commencement of the
Bill for all relevant buildings will have the legal status
to incentivise compliance with it. It does this by stating
explicitly that a court can consider whether a responsible
person has complied with their duties under the fire
safety order by compliance with the risk-based guidance.
Equally, if a responsible person has failed to provide
evidence that they have complied, it may be relied on
by a court as tending to support non-compliance with
the duties under the order.
The government amendment also creates a provision
to allow the Secretary of State to withdraw the risk-based
guidance, but this can be done only after consultation
with relevant stakeholders and appropriate persons.
Our rationale for inserting this provision is that we
believe that a point will eventually be reached where,
having followed a risk-based approach to prioritisation,
responsible persons will have assessed all the fire safety
risks for the external walls of their buildings in direct
consequence of the commencement of the Bill. At that
stage there may no longer be a need for the guidance
to remain in place. I assure your Lordships’ House
that the Government will commence the Bill at the
same time as issuing the guidance. Amendment 14
achieves this effect.
I thank my noble friend Lord Porter of Spalding
for his amendment in Committee, which would have
placed a duty on the Secretary of State to issue an
approved code of practice to support the commencement
of the Bill. I had a very constructive discussion with
my noble friend and officials from the Local Government
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Association last week, and I am pleased that he supports
our approach and agrees that there should be no delay
in commencing the Bill.
One of the issues that the task and finish group
considered was how responsible persons will be able to
update their fire risk assessment where there is limited
capacity in the fire risk assessor sector, primarily fire
engineers, to advise on external wall systems. This
underlines the recommendation for a risk-based approach
to an all-at-once commencement, on which we are
acting. Our approach sends a signal to the fire risk
assessor sector, mainly fire engineers, that their expertise
should first be directed to where it is needed most: to
the highest risk buildings.
I draw attention the statement of the Fire Sector
Federation,whichsupportsourapproachtocommencement.
It said that
“the introduction of further new measures … using systematic riskbased guidance, will lead a prioritisation approach towards helping
to identify the fire risk status for a … building such that those
presenting the highest threat to life are afforded the highest priority”

for “remedial action.”
I thank all members of the task and finish group for
their work in developing advice to the Home Office
and my officials. I consider that the group has provided
an optimal solution to commencing the Fire Safety
Bill, allowing the Government to introduce the provisions
at the earliest opportunity. It is important that we continue
the good work undertaken with relevant stakeholders
on the task and finish group, with a view regularly to
monitoring the effectiveness of the risk-based guidance
and risk-operating model. My amendments seek to
take forward the recommendations from operational
experts in the field of fire safety. I beg to move.
The Earl of Lytton (CB) [V]: My Lords, the proposed
risk-based guidance set out in the amendment is extremely
welcome, particularly if it means what I think it means:
assessment not only by building type but in relation to
the specifics. The risk-operating model is especially
welcome in this respect, and I thank the Minister for
tabling the amendment. When is the guidance likely to
be finalised? It is linked to the Bill coming into force
and it is important that it be done as soon as possible,
subject to reasonable scrutiny. We need reasonable
certainty and to calm financial, insurance and property
market fears.
Knowing the limited scrutiny that secondary legislation
receives, can the Minister give an assurance that the
guidance will be unequivocal—in clear, jargon-free
and plain English, capable of consistent application
and not liable to misleading or alternative interpretations?
I say that with some feeling, having had to deal with
matters of regulation over many years. Can the Minister
also say whether there will be consultation on the details
—in the knowledge that, within reason, the sooner this
measure is brought in, the better—and whether there
will be parliamentary scrutiny of it?
I particularly welcome the Minister’s reference to
the signal that will be given to the accreditation sector
and the insistence on indicating priorities. Getting
capacity will clearly be an issue and the person responsible
for a building—as happens in some employment
situations—does not necessarily need to be an externally
trained professional.
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I will raise one further issue. A member of my
family, as I mentioned earlier, has a flat in a relatively
low-rise block in a London borough. I spent a bit of
time on the borough’s website looking for details of
the 2006 planning consent that governed its construction.
Unfortunately, all the information—bar the notice—was
missing from the website. I was told that I could make
an application; it is not clear whether or not I would
have to pay for that.
The other aspect of this is the information that goes
into building control, which should be the details of
how the building is to be constructed. If people are to
be able to make a reasoned assessment of the safety or
otherwise of their building, having that constructional
information is rather important. The standard approach,
however, is that building regulation information is not
readily accessible on demand and may involve copyright
issues where plans are provided. This may be fair
enough, but there is an overriding need to know. If the
architect, or the approved inspector—or whoever might
have this information, since it might not be in the local
authority records—cannot be traced, the only solution,
which may have to happen anyway to some extent,
would be for someone to take intrusive steps to open
up parts of the building for inspection.
That basic information, which at some stage must
have gone into the public domain or been used for an
approved building regulation inspection, needs to be
rounded up. Can the Minister offer any comfort or
reassurance that steps will be taken to make sure that
this essential information is recovered and available to
those who need it?
The Deputy Speaker (Baroness Morris of Bolton)
(Con): My Lords, the noble Baroness, Lady Eaton, has
withdrawn from speaking to this group of amendments
so I call the noble Baroness, Lady Pinnock.
Baroness Pinnock (LD) [V]: My Lords, these
government amendments, as described, seek to clarify
what evidence of culpability, in relation to compliance
with the regulations, is required. The very fact that
government amendments have been tabled to the Bill
at this late stage shows the importance and value of
the scrutiny work of this House.
As the noble Earl, Lord Lytton, has just said, a
risk-based approach is essential to ensuring that high-risk
buildings are prioritised and to calming financial sector
fears. The timing of the publication of the guidance
to which the Minister has referred is vital if the
implementation of the changes in the Bill, and the
guidance, are to take effect as soon as possible. These
are important additions to the Bill, and we support
them.
3.15 pm
Lord Kennedy of Southwark (Lab Co-op): My Lords,
I am very happy to support government Amendments
7 and 14 in the name of the noble Lord, Lord Greenhalgh.
These amendments respond to the issues raised by the
noble Lord, Lord Porter of Spalding, whose amendments
I moved in Committee because he was having connectivity
issues.
I have read the briefing from the Local Government
Association, which confirms its support for the
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government amendments but reflects the concerns it
raised about the fact that there were far too few fire
risk assessors competent and insured to carry out the
fire risk assessments of buildings with external wall
cladding systems required under the Fire Safety Bill.
We need to implement these powers quickly, and this
is a reasonable way forward. The LGA is happy and I,
too, am happy to support what the Minister is proposing
today.
Lord Greenhalgh (Con): My Lords, I am grateful to
all noble Lords who have contributed to this short
debate. I will address a couple of points. I assure the
noble Earl, Lord Lytton, that I will endeavour to see
that the regulation is written in plain English that even
I can understand. In response to the noble Earl and
the noble Baroness, Lady Pinnock, I agree that the
timing is important, and guidance will be available at
commencement.
These government amendments ensure that the riskbased guidance issued by the Secretary of State to
support commencement of the provisions in the Bill
that apply to all relevant buildings has the right legal
status to incentivise compliance. These amendments
also ensure that the Government can commence the
Bill for all relevant buildings as early as possible after
Royal Assent and at the same time as the risk-based
guidance is issued.
I am sure that noble Lords will agree that there
should be no delays in bringing this Bill into force.
I thank the task and finish group for all its hard work
in developing the advice to the Home Office, which I
consider the optimal solution for commencing the
Bill. It is important that we get this right, which is why
we have listened to the views of the experts who will
have to implement the Bill. I beg to move.
Amendment 7 agreed.
The Deputy Speaker (Baroness Morris of Bolton)
(Con): We now come to Amendment 8. I remind noble
Lords that Members, other than the mover and the
Minister, may speak only once and that short questions
of elucidation are discouraged. Anyone wishing to
press this amendment to a Division should make that
clear in debate.
Amendment 8
Moved by Lord Kennedy of Southwark
8: After Clause 2, insert the following new Clause—
“Duties of owner or manager
The relevant authority must by regulations amend the Regulatory
Reform (Fire Safety) Order 2005 (SI 2005/1541) to require
an owner or a manager of any building which contains
two or more sets of domestic premises to—
(a) share information with their local Fire and Rescue
Service in respect of each building for which an
owner or manager is responsible about the design
of its external walls and details of the materials of
which those external walls are constructed;
(b) in respect of any building for which an owner or
manager is responsible which contains separate flats,
undertake annual inspections of individual flat entrance
doors;
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(c) in respect of any building for which an owner or
manager is responsible which contains separate flats,
undertake monthly inspections of lifts and report
the results to their local Fire and Rescue Service if
the results include a fault; and
(d) share evacuation and fire safety instructions with
residents of the building.”
Member’s explanatory statement
This new Clause would place various requirements on building
owners or managers of buildings containing two or more sets of
domestic premises, and would implement recommendations made
in the Grenfell Tower Inquiry Phase 1 Report.

their homes, unable to sell them and with the unimaginable
worry that they are living in buildings which are
potential death traps.
We ask the Government to take the long-overdue
action to which they have committed themselves. It is
urgent, necessary and right. Everyone concerned demands
that these safety changes are put into effect. There is
no justification for delay. The Government have given
no reason for not acting immediately. They say that
they want to do it not in this Bill but in the building
safety Bill. That is just not acceptable, and I hope that
the House will reject it. I beg to move.

Lord Kennedy of Southwark (Lab Co-op): My Lords,
Amendment 8 in my name seeks to make progress in
respect of the recommendations of the first phase of
the Grenfell Tower Inquiry. I intend to test the opinion
of the House on this amendment.
It is disappointing that progress has been so slow, in
all matters, following the tragedy at Grenfell Tower on
14 June 2017. That is a matter of huge regret and,
quite frankly, unacceptable. I have stood at this Dispatch
Box for years urging the Government to move forward
on all aspects of the tragedy with greater speed and
urgency, but that plea has so far not been answered.
We have on record pledges from Ministers to implement
the full recommendations in the report of the first phase
of the inquiry, but this Bill does not include provision
for any of those recommendations to be implemented.
That is most regrettable.
When this Bill was before the other place the
Government did not take the opportunity to correct
this, and opposed bringing it forward. Instead, they said
that they would launch a consultation. The consultation
was launched in July and ended last month—a full
year after they pledged to implement the first phase
recommendations. That highlights the problem: we
are not moving quickly enough. I hope the noble
Lord, Lord Greenhalgh, will explain to the House why
the timescale that the Government are working to is so
slow. People have waited far too long for legislative
action.
I do not understand why the Government are not
even prepared to include in the Bill the simplest of the
inquiry’s recommendations, such as the inspection of
fire doors and the testing of lifts. Perhaps the Minister
will tell us why when he responds to the debate. These
recommendations need to be implemented urgently.
The Government need to do more and act with greater
speed.
We remember that terrible night of 14 June 2017,
with its dreadful loss of life and the ruin and devastation
caused to the lives of those left behind. The physical
scars may have healed, but the mental scars remain. It
is beyond belief that, more than three years later, we
have seen so little action.
This is the third piece of legislation from the
Government. Today, people are still living in blocks of
flats covered with ACM cladding; there are schools,
hospitals and other buildings covered in it as well.
Three years after the Grenfell Tower disaster, people
will go to bed tonight having to rely on a waking
watch. The cladding scandal has people trapped in

Lord Stunell (LD) [V]: My Lords, I strongly support
the eloquent plea made by the noble Lord, Lord Kennedy
of Southwark, that we should get on with what everybody
knows needs to be done. No one is apparently objecting
to it, but the Government have not yet acted. The
sense of impatience in your Lordships’ House is much
more strongly felt by those who live in blocks affected
by ACM and by all the terrible flaws in building
construction revealed during the Grenfell inquiry and
in Dame Judith Hackitt’s responses.
Amendment 8 systematically lists some of the key
requirements that Dame Judith’s report strongly
commended and recommended be done. The Government
came to your Lordships’ House—not once, not twice,
but at three-monthly intervals, for two years—promising
that everything would be implemented and that this
was a high priority. I am afraid to say that opportunities
have been missed. The draft building safety Bill is silent
on these issues, so it is not simply a case of saying that
it will come up there: it does not. The opportunity has
also been missed to include it in this Bill.
Among the recommendations is the inspection of
individual flat entrance doors. We all know that tenants
and leaseholders have individual views about personalising
their accommodation. Not surprisingly, many flat doors
do not comply. A survey in July showed that, of the
roughly 750,000 fire doors in buildings of this type,
perhaps as many as three-quarters needed some action
to make them compliant. There is a potential risk to
the residents in block after block after block. The
Government are now resisting Amendment 8, which
sensibly includes the core requirements of Dame Judith’s
report for making our buildings safe. We have to
wonder exactly how sincere the Government are in
their frequent, powerfully expressed commitments, which,
unfortunately, they do not seem willing to implement.
Just this last week, I have been looking with members
of the Greater Manchester Fire and Rescue Service at
what needs to be done to satisfy the requirements
emerging from the Grenfell inquiry. They told me that
they have been inspecting high-rise buildings in Greater
Manchester—as you would expect—with considerable
diligence. Having reassessed the situation based on
their professional knowledge, they have already required
a number of those blocks to completely change their
evacuation procedures. Surely it is time that these sensible
requirements were included in legislation. It should
not just be up to particularly diligent fire authorities
to make residents safe, but to owners, leaseholders and
the building industry.

[LORD KENNEDY OF SOUTHWARK]
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Here is the opportunity for the Minister to accept
the strength of the argument put forward by the noble
Lord, Lord Kennedy. Will he come back at Third
Reading and include provisions along these lines? If
not, I shall certainly be joining the noble Lord, Lord
Kennedy, in the Lobby at the end of this debate.
The Deputy Speaker (Baroness Morris of Bolton)
(Con): My Lords, the noble Baroness, Lady Eaton, has
withdrawn, so I now call the noble Lord, Lord Shipley.
Lord Shipley (LD) [V]: My Lords, I agree entirely
with my noble friend Lord Stunell. There have been—and
still are—legislative opportunities for the Government
to act. When the Minister sums up, I hope that he will
urgently clarify the Government’s plans.
As the noble Lord, Lord Kennedy of Southwark, said
in introducing this group, progress has been disappointingly
slow. He went on to say that it is “beyond belief ” that,
three years after the Grenfell fire, action is so slow. He
is absolutely right. The general public will become
increasingly worried by the deeply disturbing revelations
of the Grenfell inquiry.
This amendment seeks to implement recommendations
made in the Grenfell Tower Inquiry phase 1 report.
Surely that is the right thing to do as a matter of
urgency. This new clause would clarify the duties of an
owner or manager in relation to a building with two or
more sets of accommodation to provide information
on its construction to a local fire and rescue service.
Secondly, it would introduce annual inspections of
individual flat doors. This is an essential change, given
recent experience and the growth of our knowledge
about the state of so many entrance doors. This clause
would also require monthly inspections, and for evacuation
and fire safety instructions to be shared with the
building’s residents. What on earth can be wrong with
these proposals?
There is nothing in this amendment which should
be surprising or problematic. Frankly, the general
public would expect nothing else. If the noble Lord,
Lord Kennedy, decides to press this matter to a vote, I
shall certainly support him.
Baroness Pinnock (LD) [V]: My Lords, this amendment,
tabled by the noble Lord, Lord Kennedy, is fundamental
to the effective implementation of the principles of
this Bill. The role of the responsible person is one of
the recommendations of the Grenfell inquiry phase 1
report which was published more than a year ago. I
quote from the recommendations in the report:
“No plans of the internal layout of the building were available
to”

the London Fire Brigade
“until the later stages of the fire … It should be a simple matter
for the owners or managers of high-rise buildings to provide their
local fire and rescue services with current versions of such plans. I
therefore recommend that the owner and manager of every
high-rise residential building”—[Inaudible.]

Lord Parkinson of Whitley Bay (Con): I am afraid
that we are having a little trouble with the noble
Baroness’s connection. If she turns off her camera,
perhaps that will help with the audio feed.
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3.30 pm
Baroness Pinnock (LD) [V]: The report continued:
“I therefore recommend that the owner and manager of every
high-rise residential building be required by law:
a. to provide their local fire and rescue services with up-to-date
plans in both paper and electronic form of every floor of the
building identifying the location of key fire safety systems;
b. to ensure that the building contains a premises information
box, the contents of which must include a copy of the up-to-date
floor plans and information about the nature of any lift intended
for use by the fire and rescue services.”

So last year, the Grenfell inquiry report asked for the
speedy introduction of these recommendations. A year
later, we are waiting.
I know that the Government have stated a firm
commitment to implementing the recommendations
of the inquiry, and the amendment seeks to rectify this
absence of government legislative action. As my noble
friend Lord Stunell so wisely said, we all agree that
this action needs to be taken and we are all impatient
for it to be put in place.
The Government said that this was a high priority.
However, even the building safety Bill is silent on the
matter. How then can we be assured that it is a high
priority for them? Here we have an opportunity to show
intent, as a consequence of that tragic fire at Grenfell,
to ensure that others do not endure what Grenfell
residents endured. If the noble Lord, Lord Kennedy,
pushes this amendment to a vote, we on this side will
vote in support of this vital change.
Lord Greenhalgh (Con): My Lords, the Grenfell
Tower fire was a tragedy of epic proportions. It was
the largest loss of life in a residential fire since the
Second World War. We have to recognise that a lot has
happened and that a lot of actions have been taken by
the Government since that event over three years ago.
The Government took early and decisive action to
announce an independent Grenfell Tower inquiry. They
took decisive action to start the Independent Review
of Building Regulations and Fire Safety, led by Dame
Judith Hackitt, and they took decisive action to establish
the building safety programme. The Government took
decisive action in setting up a comprehensive aluminium
composite material—ACM—remediation programme.
They took decisive action in setting up an independent
expert panel to provide advice to government and
building owners. They took decisive action in providing
£600 million to help with the remediation of ACM
high-rises. They took decisive action in providing a
further £1 billion to remediate high-rises with other
forms of flammable cladding. They took decisive action
to ban combustible cladding on buildings within the
scope of the ban. The Government took decisive
action in introducing a protection board.
I accept that the pace of remediation has been slow,
but I point to the progress that has been made this
year in particular. This was a year when we had a
global pandemic with two national lockdowns, and
nevertheless we have seen a considerably greater number
of on-site starts in those buildings—high-rises with
the same cladding as Grenfell—and we are on track to
see that around 90% of buildings will either have had
the cladding removed or people will be on-site to
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complete that in a matter of months. That is real
progress. This is cross-party; I thank Mayor Burnham,
and Mayor Khan in London, but also the local authority
leaders for their work to make sure that there has been
real pace in the remediation this year. It is not easy to
continue these construction programmes in that sort
of environment.
I thank the noble Lord, Lord Kennedy of Southwark,
for the amendment on the duties of an owner or
manager. It is important that we discuss this amendment
given the attention it has already received in the other
place and in Committee in your Lordships’ House. I
know that the noble Lord and other noble Lords have
strong views on this issue and wish to see the Grenfell
inquiry’s recommendations implemented as soon as
possible. I share that intention. However, the Government
do not consider that this amendment provides the
most effective means of giving effect to the inquiry’s
recommendations.
I hope to reassure the noble Lord that our shared
objective can be achieved without the need for his
amendments, which may in fact work against the swiftest
possible implementation of the recommendations. I
reiterate, as I said in my all-Peers letter and in Committee
in your Lordships’ House, that the Government are,
and always have been, committed to implementing
and, where appropriate, legislating for the inquiry’s
recommendations. This was a manifesto commitment
and I am determined to ensure that we deliver on it.
I will set out our approach on this issue. It is right
that we consulted before making regulations to deliver
the Grenfell recommendations. As I set out in Committee,
this was not solely because we have a statutory duty
to do so—but we do, and this amendment is not in
keeping with that duty. It also reflects Sir Martin
Moore-Bick’s own view on the need to ensure broad
support for recommendations and an understanding
of the practical issues associated with implementing
them. Our 12-week public consultation, which closed
on 12 October, is allowing us to do just that. I am
pleased to say that over 200 responses were received. It
is important that we consider carefully those responses
before finalising the precise policy detail to implement
these new duties. Due consideration has to be given to
the views of those who have submitted a response to
the consultation.
I will highlight an example of that. The amendment
tabled by the noble Lord prescribes a minimum set
period for checks of both fire doors and lifts. As we
consider our responses to the consultation, other
approaches may be suggested that may provide more
practical and proportionate options which are no less
effective. The amendment may hinder our ability to
deliver what may be a better solution for the safety of
residents. I hope that is not the noble Lord’s intention,
but I ask him to reflect on that fact. Understanding
and acting on the consultation responses will ultimately
help us to produce better, informed legislation,
which we will deliver through regulations under the
fire safety order as soon as possible after the Bill is
commenced.

I reiterate that this amendment is not necessary and
will not speed up the legislative process. It requires us
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to make regulations to amend the fire safety order to
introduce new duties on the face of the order, but we
consider that we already have the ability to implement
such new duties through the power in Article 24 to
make regulations, which we plan to use to implement a
number of the Grenfell inquiry recommendations.
Our intention is to introduce these regulations as soon
as possible after the Bill is commenced.
I am also concerned about the impact of the misleading
media coverage—even in recent media coverage written
by Pippa Crerar that quotes the noble Lord, Lord
Kennedy of Southwark—after this amendment was
voted on in the Commons on the Grenfell community’s
faith in our commitment to deliver the Grenfell
recommendations. I reassure the Grenfell community
that the Government remain absolutely steadfast to
their manifesto commitment to implement the inquiry’s
recommendations.
I think that all noble Lords are seeking the same
thing—the swift implementation of the Grenfell inquiry’s
recommendations—and that is what the Government
are committed to. While I understand the spirit of the
amendment, it will not do that and may risk undermining
our efforts. As such, I hope that the noble Lord will be
content to withdraw the amendment.
The Deputy Speaker (Baroness Morris of Bolton)
(Con): My Lords, I have received no requests to speak after
the Minister, so I now call the noble Lord, Lord Kennedy.
Lord Kennedy of Southwark (Lab Co-op): My Lords,
I thank all noble Lords for their contributions in this
important debate. While I have no doubt of the sincerity
of the noble Lord, Lord Greenhalgh, on all these
matters, it is most disappointing that again the
Government have failed to take up the opportunity
afforded to them to implement the recommendations
of the first phase of the Grenfell Tower inquiry. They
have said, and repeated today, that they are fully
committed to implement those recommendations. What
is the problem preventing that? The Government have
repeatedly said that they are fully committed to doing
so, but for some reason they will not do it. It is not
good enough.
One goes home and reads or sees on the television
the shocking revelations in the second phase of the
Grenfell Tower inquiry, and, sadly, nothing that the
noble Lord has said reassures me on these matters.
The Government are not taking the decisive action
that has again been referred to. It is three years and
five months since the fire. I hope that the House will
take decisive action and agree with my amendment.
I wish to test the opinion of the House.
3.43 pm
Division conducted remotely on Amendment 8
Contents 269; Not-Contents 250.
Amendment 8 agreed.
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3.55 pm
The Deputy Speaker (Baroness Morris of Bolton)
(Con): My Lords, we now come to the group consisting
of Amendment 9. I remind noble Lords that Members
other than the mover and the Minister may speak only
once and that short questions of elucidation are
discouraged. Anyone wishing to press this amendment
to a Division should make that clear in debate.
Amendment 9
Moved by Lord Kennedy of Southwark
9: After Clause 2, insert the following new Clause—
“Application of the Fire Safety Order to short-term lettings
premises
(1) The relevant authority must, by regulations under section
2, amend article 2 of the Regulatory Reform (Fire Safety)
Order 2005 (SI 2005/1541) (interpretation) as follows.
(2) In the definition of “domestic premises”, after “one such
dwelling);” insert—
“but does not include any premises let to persons for
gain as holiday or short-term accommodation during
the occupancy of the premises by such persons.””
Member’s explanatory statement
The new Clause will clarify that the Regulatory Reform (Fire
Safety) Order 2005 applies to holiday lets.

Lord Kennedy of Southwark (Lab Co-op): My Lords,
Amendment 9 tabled in my name and that of my
noble friend Lord Mendelsohn, seeks to insert a new
clause into the Bill. This is the same new clause I
proposed on 29 October in Committee on the Bill. The
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clause seeks to plug what is in effect a gap in the
legislation: the protection afforded by the order. I am
sure that this will be of concern to all.
The fire safety order applies to the common parts
of buildings and to the planning and arrangements for
escape through those common parts. The position of
the Government on these matters when we last considered
this new clause was that, where someone lets a property
for a period, at that point it is covered by the fire safety
order. When it reverts to a normal dwelling house, it is
not covered and does not need to be covered. The
guidance from the Government is confusing to say the
least. Last time we discussed this, I referred to the
guidance from the Government in the document called
Letting Rooms in your Home: a Guide for Resident
Landlords.
In the fire safety order, Article 26 states:
“Every enforcing authority must enforce the provisions of this
Order … in relation to premises for which it is the enforcing
authority”.

But just look at large cities such as London. It surely
must be of considerable doubt that the proper authorities
have anywhere near the capacity to carry out the
required inspections. How will they even know which
properties come under the order, and at which time? In
even greater doubt would be whether the owner of
such a property has read the guidance and has any
idea of their responsibilities under the order if their
property is being used on sites such as Airbnb.
As I mentioned when this amendment was last
debated, using freedom of information requests has
revealed that no fire authority—not a single authority—
has ever done an inspection of an Airbnb property,
and the relevant authorities have no idea how many
properties would come under the order. People renting
property on a temporary basis should be properly
protected. That means the owners or hosts understanding
their obligations and demonstrating that to the people
renting the property from them on a temporary basis.
My final point is that we are talking about people’s
homes. There will be no fire escape: none of the fire
safety measures you would find in a hotel, for example.
The law is deficient in this regard. I hope the Minister
will reassure us that he accepts there is an issue here
and that the Government will work to sort out the
matter. I beg to move.

4 pm
Lord Mendelsohn (Lab) [V]: My Lords, I first associate
myself with the excellent speech of my noble friend
Lord Kennedy, who put the case extremely well. Perhaps
it would be helpful if I provided some of the legal
underpinnings of why this is an issue that requires
plugging. In that regard, I would also like to offer my
deepest thanks to the distinguished leading counsel,
Richard Matthews, who has provided us with a lot of
excellent legal advice on the underpinnings of this.
When I spoke about him in the last session, I may well
have done him a disservice by talking only about his
skills in fire and health and safety matters and
underplaying his overall exceptional status as a wellregarded QC in all matters of regulation and criminal
defence relating to businesses. His advice has been
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extremely helpful and I hope that the Government
have had time to reflect on what it means and the
implications of it.
Case law, frankly, is clear about the Government’s
assumption that a private dwelling ceases to be one
under a short-term let and that, therefore, this is
covered by the fire safety order. The Government have
made a number of statements on this in the House and
have published guidance, Do You Have Paying Guests?,
in this regard. In Do You Have Paying Guests? the
Government’s position is expressed: when anyone pays
to stay in your property, other than to live there as a
permanent home, the property is not a premises occupied
as a private dwelling.
Such guidance is not capable of establishing, as a
matter of law, that whenever anyone pays to stay in a
property, other than to live there as a permanent home,
the property is not a premises occupied by someone as
a private dwelling. Furthermore, such guidance is not
capable of creating a duty in law extending the operation
of the articles of the fire safety order to all such
premises where anyone pays to stay in this way; nor is
it capable of amending the definition of “domestic
premises” in the fire safety order to incorporate the
definition of what apparently makes premises temporarily
no longer domestic premises.
This point is strongly embedded in existing case
law. Looking at, in particular, the elements related to
definitions of “private dwelling”, “occupation” and
“occupier”, it would be worth making noble Lords
aware that case law, in the case of private dwelling, is
recent and relevant. There have been a number of
landmark cases, including Caradon District Council v
Paton, which had some very emphatic judgments
expressed by Lord Justice Latham and Lord Justice
Clarke. In relation to the occupation and occupier
elements, the Court of Appeal judgment by Lord Justice
Lewison in Cornerstone Telecommunications Infrastructure Ltd v Compton Beauchamp Estates Ltd in
2019 is of course highly relevant.
What these case law examples identify is that the
following considerations come from those points. First,
particularly in regard to land and property, occupation
can be simultaneous with another occupier and does
not require either a continuing or exclusive physical
presence. While a contract is not wholly determinative,
the fact that a licence to occupy is limited and preserves
extensive power of re-entry for the host, coupled with
the temporary limitations of the licence, means that
the host, particularly if, at other times, they are in
occupation of the premises as a private residence,
continues to be in legal occupation of the premises as
a private dwelling during the period of the limited licence
of the guest.
Therefore, of course, this, along with other
considerations that come from those case law examples,
demonstrates that there is a clear gap in the law.
Whatever the intention of the Government to ensure
that such short-term lets come under the fire safety
order, in law, specifically definitionally and under case
law, they do not; that obligation is simply not there. So
this amendment plugs that gap, and I hope that the
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Government are highly sympathetic to it and more
than willing to consider how they may integrate this
into the Bill.
Finally, another matter raised previously, which is
not part of this amendment but does not fit neatly into
this Bill, is that there should be some consideration of
other elements that are missing in law, which again
seem to be omissions due to the nature of the short-term
letting business. One of those relates to smoke and
carbon monoxide detectors, which fall under the Smoke
and Carbon Monoxide Alarm (England) Regulations
2015. These specifically talk about the objective that
landlords in the private rented sector in England should
ensure that a smoke alarm is installed on every storey
of a rented dwelling when it is occupied under a
tenancy and that a carbon monoxide alarm is equipped
in any room that contains a solid, fuel-burning combustion
appliance. They also require landlords to ensure that
such alarms are in proper working order at the start of
a new tenancy.
Because short-term lets fall outside this definition,
there is no obligation to ensure either that there are
such smoke and carbon monoxide alarms or that they
are working. To verify this, during the course of the
week I went on to a site and found adverts for short-term
lets of a number of properties that ordinarily should,
even for building regulations or insurance purposes,
have such things, which were explicit in saying that
they did not have these devices. Therefore, it is very
clear that in operating the law this is a clear error. This
is not what the intention was, but this is another
definitional problem. I do hope that the Government
will be forthcoming in looking to clear up these clear
gaps.

Lord Tope (LD): I am very grateful to the noble
Lord, Lord Kennedy, for raising this issue today, and
to the noble Lord, Lord Mendelsohn, for explaining it
so fully and clearly. We have come a very long way in a
fairly short time from the days when it was thought to
be a good idea for people going on holiday for, say, a
month to let out their home for a month to help cover
the costs of the holiday, and everybody was happy. I
recall lively debates in your Lordships’ House during
the Deregulation Bill, as it then was, when we did away
with the requirement for planning permission to be
granted if a home in London was to be let for more than
90 days. That was thought to be one of the regulations
that should be done away with, and so it was.
Although this may have happened anyway and is
not a consequence of that, there has been an explosion—
perhaps I should not use that word, but that is the way
it has been—in the number of properties being let,
initially primarily in central London, then increasingly
spreading to the suburbs of London and now, for
some time, throughout the United Kingdom, particularly
in areas of high visitor attraction. Properties that are
no longer, frankly, people’s homes, are let; probably
most of these properties are not lived in by anybody
who could conceivably be called an owner-occupier, as
the people living in them change, often quite literally
night by night.
If you talk to the Covent Garden Community
Association, for instance, they will give you some
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considerable horror stories of the sorts of things that
go on in that particular part of central London. We
see whole blocks of flats where there is not a single
resident—or, worse, there is a single resident surrounded
by people who change on an almost nightly, and
certainly weekly, basis. So it is a considerable issue, far
wider than the very important one raised by the noble
Lords, Lord Kennedy and Lord Mendelsohn, and I
am grateful to them for spotting this particular loophole,
if it is a loophole—this gap in the legislation.
We need to recognise that, for better or for worse—
probably for better and for worse—it is no longer
simply a question of people letting their home while
they are away for a temporary period. This is now big
business, and there seems to be a significant and
important gap in the legislation. I hope the Government
will, if not agreeing to this particular amendment,
certainly recognise that this is a very important issue
throughout the country, that it needs to be dealt with
very urgently, and that this is an opportunity to do so.
The Earl of Lytton (CB) [V]: My Lords, I declare an
interest here, as a co-owner of holiday cottages. I
reassure noble Lords that for many years now these
have been subject to precisely the type of matters
raised by the noble Lord, Lord Mendelsohn, such as
electrical system and appliance safety and smoke and
carbonmonoxidedetection,whichliebehindtheamendment.
To be honest, this is no more nor less than good
practice; however, success depends on how intrusive
the measures might be under the Regulatory Reform
(Fire Safety) Order. There are, as I mentioned earlier,
some good precedents for a degree of self-assessment.
The noble Lord, Lord Kennedy, in ably moving this
amendment, referred, I think, to hotel standards in
comparison with Airbnb. I suggest that trying to apply
hotel standards for something that is purpose-built for
that type of operation, and with the numbers involved,
is probably a different situation. However, some of the
principles undoubtedly apply. One of the most important
factors is that, unlike the homeowner in their own flat,
the visitor is not necessarily familiar, at any rate initially,
with the layout of the building. It so happens that
every time I have to rent a property such as an apartment,
or take a hotel somewhere, I usually make it my
business to work out where the fire escape is, because
one hears so many horror stories about these things.
Generally, it is fine, but I make that point.
The point has already been made [Inaudible.] flip in
and out of principal or second home status largely
undetected. A point arises as to whether, in every case,
the mode and category of occupation by somebody
who is paying to stay is actually different, whether
they are a tenant on a short-term holiday or something
even shorter than that, such as Airbnb. The important
thing is that the amendment does not need to capture
premises that are outside the intentions of noble Lords
or, for that matter, fail to capture those that should
properly be brought into it.
If I may digress, I make a plea for consistency in the
way some of these regulations are applied. I shall use
electrical systems as an example. Recently, I was alerted
to the need for a certain type of electrician qualification
because of a query from building insurers. It transpired
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that accreditation for an electrician to self-certify their
own installation work does not automatically permit
them to inspect and certify somebody else’s. Even
electricians do not understand this, let alone householders,
so knowing what to ask for is a science in itself, and I
think that sort of thing needs to be resolved. To stay
on that subject, just about every electrician I know is
already tied up doing landlord testing, so getting
anything in addition done is not at all easy, because
there is not the manpower capacity in the system.
Personally, I would not want some quick-fix form of
training and accreditation on electrical matters, other
than by somebody who had a background and a
proper qualification in electrical installation.
Finally, however safe the system may be, occupiers
bring in equipment of their own, or may do things
that are unsafe. There should be a certain amount of
saving provisions for that sort of eventuality. I think of
a typical example: you go and do your regular inspection
of a holiday home and you find that the cover of the
smoke alarm is dangling, with the battery missing. It
may be that somebody removed the battery because it
was bleeping—although, because you put the battery
in only three months ago, that is not a terribly likely
situation. Then it occurs to you that perhaps the
battery was needed for some child’s toy and it was
removed for that reason. Occupiers can do silly things,
particularly when their minds are on holiday. If the
noble Lord were to press the amendment, I am not
sure at the moment which way I would vote, but I do
think there is an issue about compliance in this case
that needs to be addressed.

4.15 pm
Lord Whitty (Lab) [V]: My Lords, between them
my noble friend Lord Mendelsohn and the noble Earl,
Lord Lytton, have shown how complex this situation
is and why we need much greater clarity to ensure that
such premises as are referred to in this amendment are
covered by the fire safety order and everything that
flows from it.
Like the noble Lord, Lord Tope, I have considerable
anxiety at the way in which the Airbnb model has
mushroomed—Airbnb itself and other less identifiable
organisations and individuals. Flats in both private
and social housing have effectively become short-term
let premises, with a continuous rotation of people
moving in and out. I have, in other contexts, frequently
in support of the noble Baroness, Lady Gardner of
Parkes, who raises this frequently, been concerned for
wider reasons, such as the effects on the housing
market, environmental concerns. But in this context,
there is also a safety concern.
The leaseholders, who are normally the owners of
these flats, have quite frequently decided to make a
business out of them. In terms of social housing, it
has quite often been the people who have inherited
what were once right-to-buy flats, or have bought
them and turned them into a business. I have queried
on previous occasions whether that is strictly legitimate,
and quite what the role of the tax authorities is in this
area, but in this context we are talking about safety. I
am aware that in some of those flats, the leaseholders,
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sometimes in conjunction with the organisers of shortterm lets, have changed the format of those flats—in
effect dividing them up, increasing the number of
bedrooms and, in some cases, knocking down walls
and changing layouts, thereby compromising firewalls.
More frequently, to allow for multi-occupancy, and in
some cases for such things as disco equipment—because
some of these flats are used not so much for tourist
families but for parties and worse—the electrical systems
are altered to cater for that clientele.
The requirements that would normally be on the
owners to inform the occupants of the safety provisions
and evacuation procedures, and to provide for detection
instruments—smoke alarms, et cetera—are not observed
in the often radical conversion to a different purpose
than that of being a family home. If such premises can
be seriously and dangerously subdivided, then there is
a real risk here.
We have to be clear whose responsibility it is. In
most cases, the responsibility is on the leaseholder, or
it may be on whoever is supposed to inform the
occupants of the safety provisions. Either way, if, for
example, you are in a large block and a few of the flats
in it are let by Airbnb or similar, you are a danger to
the rest of the occupants. It is once again necessary,
irrespective of the form of tenure, to ensure that all
temporary as well as permanent inhabitants are made
safe and do not impact on the safety of other families
and occupants in neighbouring flats. It may be complex,
but the outcome and intention are clear. We need
clarity, consistency and to make sure that such premises
are safe and covered by the legislation.
Baroness Pinnock (LD) [V]: My Lords, in Committee,
the noble Lord, Lord Kennedy, raised important concerns
about the application of fire safety legislation to properties
that are, in part or in whole, let as holiday lets. It was
unfortunate that the Government were not able to
return on Report with a comprehensive response in
the form of a government amendment, which would have
accepted that there is confusion about the applicability
of the legislation. The noble Lord, Lord Kennedy, has
rightly raised these concerns again. What must not
happen is that the growing sector of short-term lets
falls into a grey area of the legislation, and that the
Government wait for a serious fire incident to accept
that omissions need to be closed.
The noble Lord, Lord Mendelsohn, has provided
expert legal advice on this matter, which demonstrates
that there is a gap in the legislation. It is complicated,
as the noble Earl, Lord Lytton, explained. The noble Lord,
Lord Whitty, raised further concerns about potential
subdivisions of dwellings. However, the amendment
proposes a way forward to close a gap that all noble
Lords agree exists in the fire safety extent of the
current and proposed legislation. I will listen carefully
to what the Minister says in reply and I hope that he
seizes the opportunity to put this matter right. I look
forward to his response.
Lord Parkinson of Whitley Bay (Con): I thank the
noble Lords, Lord Kennedy of Southwark and Lord
Mendelsohn, for raising again this important issue—the
treatment of short-term accommodation and holiday
lettings under the fire safety order—just as they did in
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Committee. I thank all noble Lords who have spoken
in this debate. Like them, I want to ensure that anybody
staying in short-term or holiday accommodation is
assured that their premises fall within the scope of fire
safety legislation, and that there is a requirement on
the owner to ensure, as far as is reasonably practicable,
that they are safe from the risk of fire during their stay.
The noble Lords, Lord Kennedy and Lord Mendelsohn,
mentioned the Do You Have Paying Guests? guidance
that the Government issued. That was published in
2008 and is being updated, not least—as the noble
Lord, Lord Tope, said—because of the growth of this
type of short-term letting that we have seen since then.
As part of that update, we have consulted many in the
tourism sector, including Airbnb and similar platforms.
It might reassure noble Lords to know that Airbnb has
provided advice to its hosts in the past, including a
leaflet that was drafted in partnership with the National
Fire Chiefs Council, giving tips for those who use that
platform on how to comply.
Turning to the law, the fire safety order applies to
non-domestic premises. The responsible person for
each premises is required to undertake a fire risk
assessment and put in place adequate and appropriate
precautions to manage the risk of fire to those lawfully
on the premises. The question here is whether domestic
premises, when let through peer-to-peer online platforms
or similar means, continue to be domestic premises. I
am grateful to the noble Lord, Lord Mendelsohn, for
sharing the legal advice that he cited in Committee
and again today on this point.
Richard Matthews QC submits that, if they are let
as holiday accommodation, domestic premises do not
necessarily cease to be domestic premises. A fire safety order
would therefore not apply. As I explained in Committee,
we had a different interpretation of the definition of
domestic premises in Article 2 of the fire safety order
but, as we said we would, we have taken the points
raised by noble Lords and Mr Matthews on board and
carefully considered them. To that end, the Home
Office sought further legal advice, which acknowledges
the points made by Mr Matthews and noble Lords that
this is a complex issue with some legal ambiguity. That
we are having this debate makes that point forcefully.
I hope I reassure noble Lords by setting out that the
ambiguity is not a matter of arguing that either all or
none of the premises are within the scope of the fire
safety order, but that they must be considered case by
case. I agree that ambiguity on such an important
issue as this is not helpful. We want to ensure that fire
safety legislation is clear, robust and properly protects
the public. It is clear that further consideration of the
points that noble Lords have raised is needed to ensure
that the fire safety order captures the various types of
premises let through peer-to-peer or similar platforms
in a workable, practical and fair way.
Given the complexity of that undertaking, we do
not believe that this Bill is the right vehicle through
which to resolve it. It will, quite rightly, require consultation
with interested parties, in both the fire safety and the
tourism sectors. Doing that would delay the passage of
the Bill, but we agree with noble Lords that that work
needs to be done and I am happy to commit to
undertaking it. I hope that noble Lords who have spoken
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today will continue to work with us as we do that, and
that the noble Lord, Lord Kennedy, feels able to
withdraw his amendment as a result of that reassurance.
Lord Kennedy of Southwark (Lab Co-op): I thank
all noble Lords who have spoken in this debate. As my
noble friend Lord Whitty said, clarity and consistency
are important here. In particular, I pay tribute to my
noble friend Lord Mendelsohn for first bringing this
matter to my attention and enabling us to table the
amendments in Committee. There has been good
engagement from the noble Lord, Lord Parkinson of
Whitley Bay, and I am genuinely grateful for that. I am
also grateful for the meeting we had a couple of days
ago and the response that the noble Lord gave to the
issue we raised today.
We all accept that there is a problem. I am pleased
that we acknowledge that and that the Government
are going to look at it in detail. That is a good outcome,
so I thank the noble Lord for that. At this stage, I am
happy to withdraw the amendment.
Amendment 9 withdrawn.
The Deputy Speaker (Lord Alderdice) (LD): We now
come to the group beginning with Amendment 10. I
remind noble Lords that Members other than the
mover and the Minister may speak only once and that
short questions of elucidation are discouraged. Anyone
wishing to press this or anything else in the group to a
Division should make that clear in the debate.
Amendment 10
Moved by Baroness Pinnock
10: After Clause 2, insert the following new Clause—
“Public register of fire risk assessments
(1) The Secretary of State must, by regulations, make
provision for a register of fire risk assessments made
under article 9 of the Regulatory Reform (Fire Safety)
Order 2005 (SI 2005/1541) (risk assessment).
(2) Those regulations must provide that the register is—
(a) publicly available, and
(b) kept up-to-date.
(3) Regulations under this section are—
(a) to be made by statutory instrument; and
(b) subject to annulment in pursuance of a resolution
of either House of Parliament.”
Member’s explanatory statement
This new Clause would enable prospective and current renters,
leaseholders and owners to check the fire safety status of their
home, by accessing a public register similar to the EPC register.

Baroness Pinnock (LD) [V]: My Lords, Amendment 10,
in my name and that of my noble friend Lord Shipley,
seeks to establish the provision, in law, of a public
register of fire risk assessments. I will speak also to
Amendment 11 in my name and that of my noble
friend Lord Stunell, which seeks to establish a public
register of fire risk assessors. Amendment 12 in this
group, in the name of my noble friend Lord Stunell, is
on permitted developments. My noble friend will be
speaking about this in detail. I say at the outset that
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the Liberal Democrats support the Bill wholeheartedly
but feel that there are opportunities for improvement,
some of which are within the amendments in this group.
I thank the Minister very much for the opportunities
that he has provided to discuss these and other
amendments. They have been very useful, and we have
been able to talk around some of the issues raised.
I turn to Amendment 10. Energy performance
certificates are mandatory and open for potential homeowners to view. EPCs are now an accepted part of
house buying and renting, and that requirement is
having a significant impact on home energy improvements.
Why, then, cannot the same process be used for an issue
that can literally be one of life and death?

4.30 pm
The Grenfell inquiry is slowly but surely unravelling
multiple causes of that dreadful tragedy. It has revealed
an almost complete lack of basic information about
the building and its adaptations that contributed both
to the fire and to the response by the emergency
services. Amendment 10, if accepted, will address that
lack of information by mandating a public register of
fire risk assessments. Such a register will bring vital
fire risk assessments to the forefront of considerations
by homeowners and tenants. Once those who live in a
property take more notice of fire risks, such as the
importance of well-fitting fire doors—a subject raised
in earlier debates—the consequence will be that any
replacements will be made with fire hazards in mind.
The other obvious benefit is that construction and
maintenance companies will be aware that their work
is being measured against a public test of fire risk.
This knowledge will inevitably lead to safety-first
construction and improvements. A mandatory, publicly
available fire risk assessment register will be another
important step in preventing further major domestic
fires, as accountability and transparency become the
norm.
Of course, as we heard in Committee, a register of
assessments is dependent on qualified and competent
fire assessors being available in the numbers required.
We know that there have been significant cuts in
government funding of fire and rescue services over
the last 10 years, and one area of work that has borne
the brunt of those cuts has been that of fire risk
assessors. The Government have stated that they will
develop a plan to greatly increase the numbers. That
will of course take several years, but it must not slow
down or prevent the start of this vital area of fire
safety, even in a phased way.
Homeowners, tenants and freeholders will want to
ensure that risk assessments are undertaken by fully
qualified professionals—hence Amendment 11, which
would establish a mandatory public register of qualified
assessors. Again, the openness that this would enable
would help property owners to have confidence in
assessments, and there would surely be a knock-on
effect on property insurance.
There would be many positive benefits from having
both registers and I hope that, when he responds, the
Minister will accept these proposals. However, if he is,
unfortunately, not able to do so, I have to give notice
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that on Amendment 10 in particular, in the interests of
householders, I will seek to test the opinion of the
House.

The Earl of Lytton (CB) [V]: My Lords, it is a
pleasure to follow the noble Baroness, Lady Pinnock,
and I thank her for moving her amendment.
On the question of registers, I certainly agree that
some list of assessments should be held for regulatory
compliance reasons. However, there are likely to be
several assessment bodies. Although something like
the register of energy performance certificates, referred
to by the noble Baroness, might be appropriate, I hope
that the basis of assessment does not change every few
years, as has happened with EPCs. I also hope that the
standard of those accredited will be based on those
with a professional standing and a working knowledge
of construction. That standard was not adopted with
the accreditation of energy inspectors, and I am sure
that the noble Baroness would agree with me on that.
Beyond the minimum for regulatory purposes, it
would probably be necessary to avoid a register that
contained sensitive information. It is fair to say that
some of the information that could be in a fire risk
assessment might be sensitive. Therefore, it should not
just be an online, free-public-access provision—at least,
not in its full form.
It is also worth bearing in mind that this will, to a
degree, for ever be a work in progress, so the register
will not necessarily be accurate and up to date—but of
course that is the situation with EPCs. However, somebody
would have to maintain it. I think that that could be
done only by a central government body, and that
would have resource implications.
The really important thing is that occupiers and
managers of buildings know that an assessment has
been carried out, that it is in date and that occupiers in
particular have the right to see it, and that any competent
authority may do so as well.
Turning to Amendment 11, on the question of a
public register of assessors, it is likely that many
bodies will offer accreditation. Again, a central register
would have to be held by some public agency if convenient
public access was to be a reality. In practice, certifying
bodies will themselves hold records of those accredited.
I am not entirely convinced that others beyond occupiers,
prospective purchasers and relevant public authorities
need to have access to the register, and the public
knowing that this matter is in hand, with enforcement
of the need to carry out assessments, starting with
those at greatest risk and progressing through the
housing stock, would seem a fair balance.
The issue immediately before us, which has already
been touched on, is the assessment of competence
and, more particularly, capacity. This cannot be dealt
with immediately. Not only does trainer capacity need
to be built but issues to do with professional indemnity
cover need to be resolved. I have already flagged up a
number of these issues with the Minister, particularly the
question of accrediting already competent professionals
with a knowledge of construction. Therefore, the point
was well made by the noble Baroness but there are
issues that need to be taken into account.
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On Amendment 12, in this group, I would much
have preferred the noble Lord, Lord Stunell, in whose
name it stands, to speak before me. This concerns one
of the shortcoming issues that seem to be common in
permitted development rights developments. Shortcomings
in terms of living space, amenities, local environment,
open green space standards and so on are all too
frequent, and the health outcomes for occupants are
also often very poor. Some of the buildings subject to
conversion to residential have been quite unfit for that
purpose. I have inspected some, so I can say that from
professional experience. None the less, these projects
have been signed off, although I suggest that that does
not get owners off the hook on compliance more
generally and that all developers who think themselves
protected by completion certificates should think carefully
about that. There is certainly an issue here.
In the meantime, ensuring fire safety in these permitted
development conversions is a matter of top priority,
particularly because they happen to house some of the
most vulnerable people in society. I look forward to
hearing the Minister’s response.

Lord Stunell (LD) [V]: My Lords, I will speak to
Amendments 10 and 11, but will speak more fully on
Amendment 12, as prefigured by my noble friend
Lady Pinnock and the noble Earl, Lord Lytton.
Amendment 10 requires there to be a national
published risk register, of which the two key requirements
we have set out are that it should be publicly available
and up to date. I understand the noble Earl’s concerns
that this would always be a work in progress, but fire
safety is always a work in progress. If we are talking
about annual inspections, keeping a fire risk assessment
up to date should come with the job.
If every landlord, designer, building contractor and
construction operative always acted in strict compliance
with the spirit and letter of every part of the existing
regulations, this amendment would be superfluous. In
my former professional life, I spent some years supervising
building construction work; in case every anecdote
about shoddy builders has bypassed your Lordships, I
can confirm that such strict compliance is rare. However,
one thing I thought sacrosanct was compliance with
fire regulations. Even if the brickwork was shoddy and
the plumbing a nightmare, at least the fire doors
would fit. I now know I was wrong.
The picture emerging with devastating force from
the evidence given to the Grenfell Tower inquiry is
that at every level, from client and specifier to designer,
contractor, subcontractor, and, as it now seems from
the evidence this week, even specialist suppliers of
critical components, it was not just a case of a few
unfortunate errors because of lack of skill or experience
but in some cases deliberate efforts to defeat the rules—
even safety-critical rules on which many lives depended.
In the months and years since that terrible fire,
evidence has been accumulating that this was not a
one-off event in a particular building that happened to
have a terrible outcome. There now seem to be, right
across the country, many hundreds of buildings containing

Fire Safety Bill

1388

thousands of homes that are not just non-compliant,
but pose a real and significant risk of harm to the
people who live in them.
None of this would have emerged had the horrific
events of that night not brought it very starkly to light.
There was no transparency or openness to inquiry but
a dismissive casualness in handling the legitimate concerns
of those who had worries. In the case of the residents
of Grenfell, those who had practical observations of
non-compliant building work were completely swept
aside. There was certainly no register you could check
to show that your home was not a death-trap.
That underlines a significant truth: when those with
power and authority find out about bad things and
high risks that do not affect them but have a great or
even fatal impact on the vulnerable and the weak,
their natural reaction is to keep the news to themselves
in order to avoid trouble and expense and to hope for
the best. We must decisively end the hoarding of bad
news on fire safety by the informed and powerful and
empower the vulnerable who carry the risks and sometimes
pay the ultimate price of life itself.
From now on there will be fire safety assessments.
That is a very good thing, but it is essential that those
assessments are in the public domain. I take the caveats
that the noble Earl, Lord Lytton, has rightly made
about privacy, security and so on, but the essentials of
a fire safety certificate should be available for public
inspection. They should be at least as public and
accessible as an energy performance certificate from
which you can discover how much insulation I have in
my loft and I can discover how much the noble Earl
has in his. We put up with that because of the greater
good; we ought to be ready to put up with the same
sort of thing for the far greater good of saving life post
Grenfell.
It is unacceptable for landlords and building owners
to hoard that assessment to the detriment of those to
whom they rent and lease their properties and whose
lives are in their hands. Grenfell Tower residents’
legitimate and specific fears about weaknesses they
could see with their own eyes were swept away by
those in authority. No one knew if any assessment had
been made, what it said or what should be done about
it, and who should rectify the faults disclosed.
4.45 pm
In Committee, I said that only an open public
register can safeguard residents and that I hoped to
hear the Minister fully accept that case. He readily
conceded that it was important that residents should
have safe homes, but I missed his agreement that an
open public register was a vital safeguard and essential
step in securing their safety. I and my noble friends are
back again, asking him to endorse this straightforward
provision.
Amendment 11 mandates an open register of fire
risk assessors, the people who draw up the assessments,
and every building owner will be looking for a competent
assessor. Let us stop there for a moment. Not every
builder owner will do so; an unscrupulous or impoverished
landlord—one perhaps is more common than the
other—may want not so much a competent assessor as
a compliant one. Here the risk is linked to the likely
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shortage of fully competent professional assessors
and the very big risk of people who would be attracted
to passing themselves off as suitable and qualified
when they are not.
More positively, when diligent and caring landlords
want to recruit an assessor, a public register of qualified
persons makes that a much simpler prospect. That list
might be produced, as the noble Earl, Lord Lytton,
has hinted, by deeming certain professional qualifications
achieved in one of the chartered institutes as evidence
for entry on to the register. It might be by a separate
professional route as well or instead. In either case, we
must look carefully at making sure the number of
assessments required reasonably matches the number
of qualified assessors in place. We need to make
absolutely sure that there are no unqualified assessors
making compliant assessments.
We should remember that there are many semiprofessional landlords with a modest property portfolio
of perhaps only one or two properties and no great
professional competence themselves. However wellintentioned they are, they will often not have the
capacity to do meaningful due diligence on an assessor.
Making sure they have a safe route to the recruitment
of a qualified and competent assessor is vital to the
integrity of the new regime. In Committee, the Minister
said that there were plans coming that would cover all
this and, indeed, all our other concerns, but he failed
to explain what they would be or when they would
come, and he did not commit to an open register of
fire risk assessors. I hope his thinking has developed
some more in the meantime and I look forward to
hearing from him.
Amendment 12 in my name is rather different and
does not quite fit into the group, but here it is. It arises
from a specific, recent, worrying case in my own
borough of Stockport. I am indebted to the chief fire
officer of the Greater Manchester Fire and Rescue
Service for providing me with support and paperwork
in connection with it. I shall refer to some of that in a
minute. The amendment requires that any building
being converted to two or more residential units under
the permitted development rules must have a fire risk
assessment before any of the premises are occupied.
This brings me to a building called Regal House in
the centre of Stockport. It is a multi-storey office
block, recently converted to residential accommodation
under the expanded permitted development right
extension. After occupation, the fire service carried
out an inspection, resulting in an immediate enforcement
order requiring a waking watch to be put in place
pending remediation. The alternative, they made clear,
would have been to evacuate the block.
Under permitted development rights, no application
for planning was required, and although building
regulations would have been required, there is no
requirement for fire inspection before occupation.
In fact, my concern about Regal House turns out to
have been justified not so much by that incident, where
a prosecution may follow—I do not think it right to
expand on that—but by the matter that it has brought
to light; namely that under the terms of the draft
building safety Bill, which is currently before the House
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of Commons Select Committee, there is no requirement
for such a fire safety inspection at all for permitted
development property.
The Greater Manchester Fire and Rescue Service
copied me into the evidence that the Greater Manchester
High Rise Task Force submitted to the House of
Commons Select Committee, in which it raised precisely
that point. The evidence stated that
“the key findings of the Independent Review of Building Regulations
and Fire Safety which the Government accepted in principle are
already being watered down. The principles of Gateways was
welcomed by the Task Force”—

that is, the Greater Manchester task force—
“and in particular Gateway 1 as a means of embedding safety
into the lifecycle of the building from the initial design stage. It is
astonishing therefore, that there is no legislative provision within
the Bill”—

the building safety Bill—
“for this and the Government plans to exempt buildings developed
under Permitted Development Rights from this vital stage. It
cannot be right that consideration of key safety features should
not be required for all buildings at the outset and there are
numerous examples in Greater Manchester of conversions undertaken
without planning approval under permitted development posing
a risk to residents”.

In other words, far from the situation being set to
improve, the Government propose to entrench the
permitted development right to bypass fire safety at
what is known as gateway 1—the all-important design
stage when critical decisions are made about layout
and structure. This amendment quite simply says that
that is the wrong approach.
What I am looking for today is for the Minister to
say that he accepts the view of the Greater Manchester
Fire and Rescue Service that the fire service should be
fully engaged from the start of the design process; that
this should apply not just to new builds but also to
conversions under the permitted development right
regime; and that under no circumstances should the
use of permitted development rights be used to circumvent
the early and proper application of fire safety policies.
I look forward to the Minister’s answers on all of
those points.
Lord Kennedy of Southwark (Lab Co-op): My Lords,
it is a pleasure to speak in this debate and to support
the noble Baroness, Lady Pinnock, and the noble
Lord, Lord Stunell, on their amendments in this group.
Both have comprehensively explained the intent of
their amendments and, as I said, I fully support them.
If the noble Baroness decides to test the opinion of the
House on Amendment 10, I can assure her that the
noble Lords on these Benches will support her in that
endeavour.
Amendment 10 is particularly important as it talks
about the public register of fire risk assessments, and I
fully support it. As we heard from the Grenfell Tower
fire inquiry and from elsewhere, the complete lack of
important information about buildings is a huge issue.
This amendment requires the Secretary of State to
make provision for a register of fire risk assessments
that is publicly available so that tenants and residents
can see it. Importantly, the amendment also requires
the register to be kept up to date. The relevant regulations
would be brought before Parliament and subject to
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parliamentary procedure. I very much agree that there
must be a safety-first approach to fire risk, and that is
why I fully support these amendments.
Amendment 11 provides for a public register of fire
risk assessors, which we have talked about. This
amendment again raises an important issue that has
arisen in a number of amendments throughout our
consideration of the Bill; namely whether people are
sufficiently qualified to do the assessments. Like many
other noble Lords, I am concerned that we must never
have fire risk assessment on the cheap. We need to
have properly qualified people who know what they
are doing and who can spot and correct the problems.
A publicly available and up-to-date register of such people
will make the difference.
The noble Lord, Lord Stunell, in speaking to
Amendment 12, again made the point about permitted
developments. It is absolutely right that fire safety and
the work of the fire authorities is paramount when we
are building buildings.
I fully support all the amendments in this group. As
I said, if the noble Baroness, Lady Pinnock, tests the
opinion of the House on Amendment 10, these Benches
will support her.

Lord Greenhalgh (Con): My Lords, I thank the
noble Baroness, Lady Pinnock, and the noble Lord for
raising this important issue on establishing a public
register of fire risk assessments. The fire safety order
currently places no requirement for responsible persons
to record their completed fire risk assessments, save
for in limited and specified circumstances. The selfregulatory and non-prescriptive nature of the fire safety
order is the cornerstone of the legislation. It provides
for a proportionate approach to effective regulation of
fire-related risks across the wide range of buildings
that fall within its scope.
I do, though, agree with the noble Baroness,
Lady Pinnock, that it is of paramount importance
that residents have access to the information they need
to feel safe and be safe in their homes. However, the
creation of a fire risk assessment register would place
a new level of regulation upon responsible persons
that could be seen as disproportionate. There are also
questions in relation to the ownership and maintenance
of such a register and where the costs would lie. There
is a delicate balance to be struck.
The Government do, however, acknowledge that
there is work to be done and that improvements can be
made in respect of the sharing of important information
with residents and other relevant persons. That is why
the fire safety consultation set out a range of proposals
to ensure that those persons are provided with vital
fire safety information.
First, the fire safety consultation proposed to change
the current position that a responsible person does not
have to record their fire risk assessment by including a
proposed new requirement on all responsible persons
to record their full fire risk assessments. This would
provide a level of assurance that their duty to complete
a suitable and sufficient fire risk assessment has been
fulfilled. In addition, the consultation also included
proposals for responsible persons to take steps to
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provide vital fire safety information to residents, including
the fire risk assessments on request. We are considering
responses to the consultation to ensure that we take
the needs of residents into account when establishing
the final policy approach. The full consultation can be
found online at GOV.UK and we will publish a response
at the earliest opportunity.
I turn now to the related amendment from the
noble Baroness, Lady Pinnock, and the noble Lord,
Lord Stunell, which seeks to create a public register of
fire risk assessors. I agree with the noble Lord and the
noble Baroness that there is a clear need for reform in
relation to fire risk assessors to improve standards.
That is why the Government included a proposal for a
competence requirement for fire risk assessors and
other fire safety professionals in the recent fire safety
order consultation.
Noble Lords will recall that, in Committee, I mentioned
the work of the industry-led competency steering group
and its subgroup on fire risk assessors. The group
published a report on 5 October, which included proposals
in relation to third-party accreditation, a competence
framework for fire risk assessors and the creation of a
register of fire risk assessors. The working group
recommend that the register should be compiled from
the existing registers and should be easy to use, with
open public access to records of individuals and
organisations. It is right that industry leads this work
and continues to develop the competence and capacity
of these professions.
I wish to assure your Lordships’ House that the
Government are committed to working with the fire
risk assessor sector to develop a clear plan to increase
its capacity and capability. However, it is necessary to
establish this basic principle of competence before we
consider how the sector can be further professionalised.
Again, the responses to the fire safety consultation
proposals will inform the approach on issues relating
to competence.
The right approach is for the Government to first
establish a basic principle of competence and consider
the competency steering group’s and subgroup’s proposals
in relation to a register of fire risk assessors. The
Government’s position is that this work should continue
to be led and progressed by industry. We will support
industry in taking forward this vital work.
5 pm
I do not disagree with the idea of a professional
register of fire risk assessors, but establishing a register
for inclusion within the Fire Safety Bill is not the
appropriate way forward, given that we are looking to
deliver the fire safety consultation outcomes and the
recommendations of the competence steering group.
It would also significantly delay commencement of
the Bill and place significant pressure on capacity in
the sector. I also need to consider any regulatory
impact of the recommendation on a professional register,
as a result of the non-regulated principles of the fire
safety order.
I turn to Amendment 12, tabled by the noble Lord,
Lord Stunell, and the noble Baroness, Lady Pinnock. I
will explain how the fire safety order and building
regulations already cover the issues that they are concerned
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about. Article 9 of the fire safety order already places
a duty on the responsible person to update the fire risk
assessment if there has been any significant change to
the premises in scope. This includes when premises
have undergone significant changes, extensions or
conversions. As a result, the fire safety order already
covers the scenario that the noble Lord and the noble
Baroness have set out in their amendment. I thank
them for raising the issue, and I am pleased to have the
opportunity to clarify this point in your Lordships’
House.
I assure noble Lords that all homes must meet
building regulations, irrespective of the route to planning
permission. Noble Lords will know that national permitted
development rights play an important role in the planning
system. They provide a national grant of permission
for specific types of development set out in legislation
to have the right to provide a more streamlined planning
process with greater planning certainty, while at the same
time allowing for local consideration of key planning
matters through prior approval. However, permitted
development rights do not exempt work from building
regulations requirements, or exempt the responsible
person from their duties under the fire safety order.
When the use of a building is altered such that it
comes to contain two or more sets of domestic premises,
the requirements for material change of use in building
regulations will apply. Regulation 5 of the Building
Regulations 2010 defines a “material change of use”.
It includes situations where
“the building contains a flat, where previously it did not”

and where
“the building, which contains at least one dwelling, contains a
greater or lesser number of dwellings than it did previously”.

Regulation 6 then sets out the requirements applicable
where such a change takes place, requiring that work
“shall be carried out as is necessary to ensure that the building
complies”

with a list of technical requirements set out in Schedule 1.
This includes all five of the fire safety provisions
known as part B. Regulation 6 was amended by the
Building (Amendment) Regulations 2018, such that,
in addition to the five requirements of part B, work
must also be carried out as is necessary to ensure that
any external wall or specified attachment to the building
contains only non-combustible materials.
In the light of that explanation, and the assurance
that I have given, I invite the noble Baroness to withdraw
her amendment. Finally, I point out that on the draft
building safety Bill, we are working with experts to
explore, with stakeholders, the best way forward to
ensure that the key elements of gateway 1 can be
considered for in-scope building with permitted
development rights. I hope, therefore, that the amendment
can be withdrawn.
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Lord Parkinson of Whitley Bay (Con): My Lords,
the noble Lord, Lord Shipley, also has his name to
Amendment 10. With the leave of the House we could
perhaps hear from the noble Lord, if he can be reached.
No? It seems that we have a technical problem. I beg
to move that the House do now adjourn for 10 minutes
until 5.15 pm.
5.05 pm
Sitting suspended.
5.20 pm
The Deputy Speaker (Lord Duncan of Springbank)
(Con): My Lords, perhaps I may recapitulate. We return
to Amendment 10. The noble Baroness, Lady Pinnock,
is now on the line and very much in presence. I call on
her to make her remarks and to indicate whether she
intends to press her amendment.
Baroness Pinnock (LD) [V]: I thank noble Lords for
that brief wait while technical glitches were sorted out,
and I thank everyone who has contributed to our
debate on these important issues of public transparency
and accountability in terms of fire safety. I especially
thank my noble friend Lord Stunell for his knowledgeable
and powerful argument, and the noble Earl, Lord Lytton,
for his expert input. I assure him that I totally accept
the detailed points that he raised and, if we have an
opportunity for this amendment regarding public registers
for assessments, I am sure that they will be properly
considered, and in detail.
I listened carefully to the Minister and I thank him
for being so clear in his response to these amendments.
I heard him accept the need for, and principle of,
transparency in supporting fire safety. Unfortunately,
he was unable to go on to say that the Government
would accept a register of fire safety assessments so
that people can see the issues relating to the properties
they live in. He said that householders could ask for
fire assessments, but they would have to be on request.
I reflected that that would not work well for the
residents of Grenfell, who repeatedly raised issues of
fire safety and were unable to be heard. A public
register would have given huge strength to the concerns
that they raised.
Given that the Minister has, unfortunately, been
unable to give me an assurance that the Government
will provide for a public register for fire safety assessments,
I should like to test the opinion of the House.
5.24 pm
Division on conducted remotely on Amendment 10
Contents 284; Not-Contents 267.

The Deputy Speaker (Lord Duncan of Springbank)
(Con): I have had no requests to speak after the
Minister, so I call the noble Baroness, Lady Pinnock.
No? It will be slightly unfortunate if we cannot get
the noble Baroness on the line—perhaps not for the
Government but for others. Lady Pinnock, are you
with us?
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5.35 pm
Amendments 11 and 12 not moved.
The Deputy Speaker (Lord Duncan of Springbank)
(Con): We now come to the group consisting of
Amendment 13. I remind noble Lords that Members
other than the mover and the Minister may speak only
once and that short questions of elucidation are
discouraged. Anyone wishing to press the amendment
to a Division should make that clear in the debate.
Amendment 13
Moved by Baroness Pinnock
13: After Clause 2, insert the following new Clause—
“Prohibition on passing remediation costs on to leaseholders
and tenants
(1) The owner of a building may not pass the costs of any
remedial work attributable to the provisions of this Act
on to leaseholders or tenants of that building.
(2) Subsection (1) does not apply to a leaseholder who is
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also the owner or part owner of the freehold of the
building.”
Member’s explanatory statement
The purpose of this new Clause is to prevent freeholders
passing on remediation costs to leaseholders and tenants, such as
through demands for one-off payments or increases in service or
other charges.

Baroness Pinnock (LD) [V]: My Lords, many tenants
and leaseholders in blocks with cladding that is now
known to be a serious fire hazard find themselves in a
very bleak place indeed. This amendment seeks to
address that. Leaseholders have purchased flats in
good faith with building surveys, mortgage insurance
and building warranties in place. They have done the
right thing. Now, through no fault of their own, they
are being threatened with additional service charges of
several hundred pounds each month to pay for the
so-called waking watch, a 24/7 in-person lookout for
potential fires. On top of that, they are being asked to
fund the considerable costs of remediation work to
remove the dangerous cladding and replace it with a
safer system. Figures I have seen for some of this work
run to tens of thousands of pounds. How are leaseholders,
who already have a hefty mortgage, supposed to afford,
say, an additional £40,000 bill for the remediation
work?
During the debate on an earlier amendment, the
Minister referred to leaseholders being asked to pay
only affordable costs. I am very disappointed if that
reflects the Government’s thinking. Leaseholders should
not be asked to pay towards remediation of problems
that are not of their making in any way. The question
that then arises is: who was responsible for including
these dangerous cladding panels in the first place? The
construction companies surely have some responsibility.
The warranties that were provided on the building
should surely cover errors made during construction.
The people who do not have any responsibility are
those currently being asked to pay the bills. This is not
just and not right, and we have an opportunity today
to take the first step towards removing the anguish
and anxiety faced by homeowners and tenants in this
position.
I thank the Minister for making time available for a
very useful discussion of this issue, and I accept that
the scale of the problem is very large and that the cost
of remediation works will run to tens of billions of
pounds. I also accept that the Government have made
some attempt to relieve the financial pressure on
homeowners by providing a £1.6 billion fund towards
the costs. However, I suspect that that is just a small
portion of the total cost. Perhaps the Minister can
indicate the scale of the problem.
I bring us back to the basic question: who should
take responsibility? Just yesterday, during the Grenfell
inquiry, evidence was given by one of the suppliers of
the cladding system about the misinformation provided
to win the contract. Evidence has been provided that
the Building Research Establishment had already shown
the high flammability of these cladding systems. The
Grenfell inquiry phase 1 report stated that
“there was compelling evidence that the external walls … failed to
comply with Requirement B4(1) of Schedule 1 to the Building
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Regulations 2010, in that they did not adequately resist the spread
of the fire having regard to height, use and position of the
building. On the contrary, they actively promoted it.”

Clear evidence, then, of culpability during construction
or refurbishment at Grenfell. Of course, we do not
know if this is the case elsewhere, but we have sufficient
information to demonstrate that those who pay for
this extensive remediation must not be the tenants and
leaseholders.
We on these Benches feel very strongly that there is
a just and moral case for leaseholders and tenants not
to be required to contribute to any of the costs. I will
listen carefully to what the Minister has to say but if
the Government do not accept the amendment, I will
feel it necessary to test the opinion of the House.
Lord Shipley (LD) [V]: My Lords, I listened to the
Secretary of State on the “Today” programme this
morning, in which I heard him say that the cost of removal
and remediation of dangerous cladding from residential
buildings should be as affordable as possible for leaseholders. This afternoon is an opportunity for the
Minister to make clear what this means. I understand
that builders and freeholders may have responsibilities
in meetings such costs, but where a leaseholder is not a
freeholder, why should they have a responsibility to
pay out?
The uncertainty for so many leaseholders who are
stuck trying to sell their properties or are worried
about their possible financial exposure needs swift
resolution. The amendment would protect leaseholders
who are not freeholders, and tenants, from extra costs,
be they single or staggered lump sums, increases in
service charges or increases in rents. The responsibility
for making safe a building with a fire risk should not
lie with the leaseholders or tenants. The amendment
would make it clear that it is unreasonable to expect
them to be responsible for those costs when they are
the ones exposed to risk through no fault of their own.
I hope the Minister will agree that this amendment,
which would protect leaseholders and tenants, is justified.
The Earl of Lytton (CB) [V]: My Lords, this is an
enormously complex issue, as I outlined in an earlier
amendment. The current legal framework makes liability
for the matters that have been referred to by the noble
Baroness and the noble Lord a patchwork, and entirely
uncertain of outcomes. So significant are the matters
at stake that in a normal course of events it may be
years before matters are resolved by the courts. We
need a quicker fix than that, which is why earlier I
suggested that the Government should take a firmer
hand in this and not leave it to the industry and
markets to sort out. In other words, there is a strong
case for government intervention. I welcome this
amendment, although not precisely on its own terms,
because I think it has some potential flaws. However,
certainly the opportunity to debate the issue is absolutely
vital.
5.45 pm
I am satisfied in my own mind that where basic
construction standards have been skimped, some residual
duty of care ought to be capable of being invoked to
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make those directly responsible—constructors and
developers and, to some extent, those responsible for
construction warranties—liable. However, I am no
lawyer and I fear that my hopes will not be fulfilled.
Developers use increasingly sophisticated means to
ring-fence liabilities of individual development projects,
normally by means of a special purpose vehicle or
similar device.
Enormously profitable housebuilding enterprises,
which observed the provisions of approved documents
but did not read the broad statement of objectives in
the parent building regulations document, tell us they
complied with the requirements at the time. The noble
Lord, Lord Stunell, told us just now about a deliberate
evasion of proper test procedures and certification. I
must have seen the same BBC TV footage as he did,
reporting on the investigation by Sir Martin Moore-Bick
and the evidence of insulation materials suppliers,
also referred to by the noble Baroness in moving this
amendment.
The noble Baroness is right: the long leaseholder
has paid hard cash in good faith. It is really wrong that
they should be obliged to pay any significant sum in
addition. Mortgage lenders have likewise relied on
completion certificates, construction warranties and
so on, although it appears that the construction warranty
providers in particular have a role in monitoring quality
of build—unlike the eventual building insurer, whose
onlyconcerniswithsubsequentpost-constructioninsurance
against specified perils. I do believe that construction
warranty providers have some co-responsibility here.
The PI—professional indemnity—insurers, of course,
may have some exposure in relation to professionals
acting in the matter. I do not know about that, but I
do know that these are powerful and well-funded
interests. In order to break this logjam, it would require
significant legal change. I think it would be necessary
to lift what is known as the “corporate veil” to remove
the assumption of “buyer beware”. These two matters
in themselves would open up a whole area of wider
responsibility which may yet have other serious implications.
I agree that the vulnerable and invariably innocent
leaseholders and tenants should not pay twice. But if
not them or the developer—who? Management is
likely to have no asset beyond the management and
maintenance generated via the service charge and
guaranteed in terms of recovery from the occupiers, be
they leaseholders or tenants. Freehold owners of the
long-leasehold flats have an interest which, in general
terms, is some multiple of the cumulative ground rent,
so they do not have an interest of any significant
value. The likelihood is that both management functions
and freehold ownership are themselves vested in corporate
structures for precisely the same reasons of delimiting
potential liabilities to individuals that, of course, are
common with special-purpose vehicles. Of course, the
freeholder may not even be the original developer;
they may have purchased in good faith.
I have written to the Minister previously to express
my fears about orphan liabilities. This amendment
allows us to consider the whole range of issues that
arise if we are trying to establish or apportion liability.
While everyone is saying “not me”, there is a real
concern that the focus will not end up where it ought
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to be. Some sort of government initiative is needed
unless the Minister can reassure us that something is
already happening to try to resolve this.
I have enormous sympathy with the sentiments behind
this amendment, but I do not think it works. Liability
cannot fall on one person without establishing where
else it might fall and what the consequences might be.
Lord Stunell (LD) [V]: My Lords, it is a pleasure to
follow the contributions of my noble friends Lady
Pinnock and Lord Shipley and to support this
amendment. I hope the Minister will see the strength
of the argument and accept the amendment. If not, I
regret that I shall also be seeking the opinion of the
House on the matter.
I thank the noble Earl, Lord Lytton, for his—as
ever—very thoughtful and constructive contribution.
I am sure the Minister is aware that this is a complex
and difficult question with many different moving
parts, which the noble Earl so eloquently summarised.
The one set of people who are not moving are the tenants
and leaseholders stuck in flats which they cannot sell.
They may be putting themselves at considerable personal
as well as financial risk. These tenants, residents and
leaseholders have no control over the circumstances in
which they find themselves. They played no part in the
decision-making—or lack of it—that has left them
stranded. They are the vulnerable people whom the
mighty, the powerful, the professionals and those with
big pockets have left stranded. Our amendment is
saying, “Right, let us at least fix this bit of the moving
parts—these bits of the equation.”
I agree with the noble Earl, Lord Lytton, that there
is a much bigger set of problems to be confronted. I
hope that the Minister will accept this and will say that
the Government are going to launch a wholesale
consideration. I suspect that this is of concern far
beyond the Home Office. Perhaps some prime ministerial
attention can be given to sorting out this difficult and
complex area.
The key question is: who will pay for the necessary
works? Our amendment is simple and, I hope, clear.
The innocent occupiers—the renters and leaseholders
of millions of homes across the country—should not
be held to ransom by building owners. They should
not be forced to pay for making their homes safe,
when they should have been safe from the start.
I know that the Government have begun to face up
to the excessive costs facing leaseholders. The Minister
has a well-tried set of statistics which he will give us
again. The noble Baroness, Lady Pinnock, ticked that
box for him by recounting them. I know the Minister
believes—as I do—that far more remains to be done.
The noble Earl, Lord Lytton, mentioned the
construction warranty guarantees. Most of them are
turning out to be virtually worthless. At the same time,
they are often sold to residents and leaseholders as
though they were some kind of guarantee that, if
things went wrong, they would be compensated. This
is not so. For the moment, at least, they are not
delivering. The rush of people disclaiming that their
warranty warrants anything is remarkable.
That puts an interesting light on something the
Minister said in discussion of the previous group. He
said that we did not need registers or government
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oversight because self-regulation would deal with it.
He said that was the way to go and they did not want
to increase the regulatory burden on anyone. I know
that is the Government’s mantra in general, but one of
the few positive things to come out of Grenfell was the
tearing up of that whole story—that regulation was
for losers—and the understanding that regulation provides
a safety net that secures people’s future. This is just
another case where self-regulation failed and none of
the industrial, insurance and construction sectors stepped
up to regulate their own behaviour and safeguard
tenants. No case at all, therefore, can be made that
tenants and leaseholders should be the ones collecting
the bill.
I shall not rehearse any of the hard-luck stories that
we are familiar with, but a straightforward case can be
made to the Treasury: the longer this issue hangs
around, the longer it will take to put all the remedial
work in hand. If there are arguments over who pays, it
will not be done and, if it is not being done, the risk of
another major incident—and all the public money
that will be spent on that—looms in the distance. And
it is not just that, of course: there are also the long-term
costs of health and stress that will be loaded on to the
NHS as a result of thousands, or hundreds of thousands,
of people finding that the home they live in is worthless.
I wonder how many bankruptcies there will be. If you
are a sole trader and the bank has a guarantee on your
home, what is your position when you cannot get an
EWS1 form? How does that leave you in terms of
business survivability?
Today the Minister has talked about phasing things,
going slowly and proportionately, and getting fire tests
and so on, but every time that we have looked further
than the end of our noses we have discovered that
there is more stuff to do—an estimated 750,000 fire
doors around the country, just for starters.
I hope, therefore, that the Minister can give millions
of leaseholders some words of comfort and support in
backing our amendment. If not, I fear that I shall join
my noble friends in testing the opinion of the House.

Lord Kennedy of Southwark (Lab Co-op): My Lords,
Amendment 13, tabled by the noble Baroness, Lady
Pinnock, adds a new clause to the Bill that would
prohibit the owner of the building from passing the
cost of any remedial work attributable to the requirement
of the Act on to leaseholders or tenants, except where
the leaseholder is also the owner of the building.
As the noble Baroness has said, these leaseholders
have done absolutely nothing wrong. They have actually
done everything right: they have bought their property
and are paying their mortgage, and they are being
penalised for the failure of others. That surely cannot
be right. The fact that their building has been given
dangerous cladding has made their flats worthless.
They cannot sell them but they still need to pay their
mortgage. They cannot get the work done. They may
be paying for a waking watch.
6 pm
In some cases, these properties will have guarantees
on them; there will be warranties for the work done.
As the noble Earl, Lord Lytton, said, the people who
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have done nothing wrong are the leaseholders or tenants
in the flats. We should all stand up to support the
leaseholders and tenants, and get those who have done
the work to accept their responsibility and put this
right. Whether it is the individual builder or the company
or organisation, it cannot be right for these people to
wriggle out of their responsibility.
The Government need to take firm action. I hope
the Minister will set out for us now what action they
will take to support leaseholders, who are in a terrible
situation. If he does not do that, I and other noble
Lords on these Benches will certainly be joining the
noble Baroness, Lady Pinnock, in supporting this
amendment.
Lord Greenhalgh (Con): My Lords, I thank the
noble Baroness, Lady Pinnock, and the noble Lord,
Lord Shipley, for their Amendment 13 on remediation
costs. I often think that we need to apply a Daily Mail
test to discover whether the opinion of the House will
be tested. We have had an article in the Mirror from
Pippa Crerar indicating one Division, and an article
on this amendment from a different Mirror journalist—the
online political editor. So I am not surprised that there
will be a test of the opinion of the House.
I want to make clear the sincerity of our view
that we need to understand the scale of the problem.
Removing the cladding is like unpeeling an orange.
Youthenfindgreaterdefects:theinternalcompartmentation
issues, the missing firebreaks, and the issues around
fire doors and wooden balconies. These historic structural
defects will involve a colossal sum of money. We do
not know how much; there are estimates and there are
guesstimates, but we accept that there is a significant
job of work to be done to deal with the historic defects
that have accrued over many, many years.
As the Minister with responsibility for building—as
well as fire—safety, I am regularly in contact with
leaseholders hit with high bills for remediation to help
make their homes safer. I fully understand the anxiety
and distress that these people are going through. These
are people who have done the right thing, investing
their hard-earned savings into a home for themselves
and their families, yet now many of them are facing
unaffordable bills. I fully understand the intention
behind this amendment, and I want to assure noble
Lords that we are working very hard in the Ministry of
Housing, Communities and Local Government to improve
the situation that people find themselves in.
Finally, we have already committed £1.6 billion to
fund the removal and replacement of unsafe cladding
on high-rise residential buildings, and we have been
putting pressure on building owners to step up to the
plate, as well as using warranties and recovering costs
from contractors for incorrect or poor work.
However, I can assure noble Lords that we want to
go further to protect people from unaffordable costs.
Noble Lords will be aware that we published the draft
building safety Bill on 20 July 2020. This includes
important public safety measures; the Government
are committed to progressing the Bill as quickly as
possible so that reforms can be implemented in a
timely manner. The Bill will be introduced to Parliament
once the Government have considered the scrutiny
committee’s recommendations.
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My right honourable friend the Secretary of State
for Housing, Communities and Local Government is
committed to updating our position on remediation
costs when the building safety Bill returns to Parliament.
Michael Wade, senior adviser to MHCLG, is accelerating
work with leaseholders and the financial sector to
identify financing solutions that protect leaseholders
from unaffordable costs while ensuring that the bill
does not fall entirely on taxpayers. We have had regular
meetings with leaseholder groups, on this and a range
of other issues, since the draft Bill was published.
While I support the underlying intention to protect
leaseholders and have gone on the record today saying
so, this amendment falls down in three main areas,
which might make the problem worse rather than better.
First, the safety of residents in their homes is of the
highest priority. This is the intention behind today’s
Bill and all the Government’s wider work on building
safety. There is a range of options for meeting the
costs of safety-critical remediation work, which will
be appropriate in different circumstances. It would be
irresponsible to close off one of the potential routes to
funding these works. This amendment risks leaving a
building with known fire risks in a position where the
work is not taken forward.
Secondly, this new clause would stop all remediation
costs from being passed on to leaseholders. For example,
service and maintenance charges would at present
meet the cost of safety work required as a result of
routine wear and tear, such as worn fire door closers.
These costs would now fall to building owners—who
are, in many cases, also not responsible for original
building defects, as they did not build the property—rather
than being determined by the terms of the lease.
Thirdly, the fire safety order is not the appropriate
legislative framework to resolve remediation costs.
The primary focus of the fire safety order is to place
duties on any person who has some level of control in
a premises—the responsible person or the dutyholder—to
ensure that they identify the fire safety risks for the
buildings they are responsible for and, if necessary,
put in place general fire precautions. As I have said, we
are looking to the building safety Bill to address the
issues raised in this amendment.
I thank the noble Earl, Lord Lytton, for his comment
about orphan liability. He underlined the point that
we need to keep the options open. I also thank the
noble Lord, Lord Stunell, for his comment about
construction warranties. Typically, the market leader
is the NHBC. I met the council very recently and,
effectively, that is only a 10-year protection: two years
for defects, with eight years insurance-based. While we
are looking at ways of increasing the compliance
period to align with the 10 years, it would be possible
through other legislative means to extend the period,
because I do not see why someone who has put their
life savings into a home has such minimal protection
when they purchase a property. I buy a pair of tweezers
to take the hair out of my ears and they have a lifetime
guarantee. When someone puts their entire savings
into a home, they deserve protection over time. That is
something we as a Government need to look to do,
and will do in due course. This is not the moment to
resolve this particular issue, but it is well noted.
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I ask that your Lordships’ House recognises the
complexity of this policy area, which cannot be solved
through this amendment, and considers the assurances
I have given today. For the reasons set out in my response,
I ask the noble Baroness to withdraw her amendment.
Baroness Pinnock (LD) [V]: My Lords, I thank the
Minister for his response and all noble Lords who
have contributed to this debate. This is about saving
thousands of householders from crippling debts when
none of the fault for this awful situation is of their
making: none of it. I accept what the Minister has
said; this is a problem that is hugely costly and complex.
However, Governments regularly—daily, probably—have
to find solutions to complex and costly issues, and this
is one. I trust that the Minister can find a fair and just
solution to it.
I again thank the noble Earl, Lord Lytton, in
particular for sharing his expertise in this matter. He
has rightly pointed out that this is a difficult, complicated
and knotty problem, but the principle must be right:
somewhere in government legislation we need the principle
to be accepted that these leaseholders and tenants
have, in good faith, bought a flat, or are tenants or
residents of a flat, and that these problems have arisen
through no fault of their own. They should not, as my
noble friend Lord Stunell said, be held to ransom for
these problems when it is not their issue. They have
every right to expect, as my noble friend said, to have
bought a home that is safe, when they have all the
guarantees and insurances in place.
I thank the noble Lord, Lord Kennedy, who spoke
about flats that are worthless and residents who are
being penalised through no fault of their own. I thank
the Minister for his reply, and I know that this is
difficult. What I want him to do is to accept that the
principle we are putting forward is the fair and just
one. It is no good, to my mind, saying that nobody is
going to expect house owners to have to pay anything
more than is affordable, whatever that means. Worse
still came from the lips of the Minister when he said
that what is happening is that, when they take off the
cladding, they are revealing and exposing further terrible
defects. Frankly, that makes matters worse and the
principle of what the amendment proposes more just.
I fully understand the Government’s intention to
try and find a fair way to pay for this. My view, and the
view of my colleagues, is that the costs should not fall
on those who in good faith have bought their home
and, through no fault of their own, are in this terrible
and difficult situation. Good intentions are okay but
the path to hell, as they say, is paved with good
intentions. In this regard, good intentions are not
sufficient. We need the principle to be accepted that
none of the costs of the remediation of poor building
works or poor standards and fire hazards should fall
on leaseholders or tenants. Given that I have not had a
sufficient reassurance from the Minister, I wish to test
the opinion of the House.
6.10 pm
Division conducted remotely on Amendment 13
Contents 275; Not-Contents 262.
Amendment 13 agreed.
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Williams of Trafford, B.
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6.22 pm
Clause 3: Extent, commencement and short title
Amendment 14
Moved by Lord Greenhalgh
14: Clause 3, page 2, line 28, at end insert—
“( ) Section (Risk based guidance about the discharge of
duties under the Fire Safety Order) comes into force at
the same time as section 1 comes fully into force in
relation to premises in England.”
Member’s explanatory statement
This amendment provides that the proposed new Clause in the
Minister’s name to be inserted after Clause 2 comes into force at
the same time as Clause 1 in relation to premises in England.

Amendment 14 agreed.
Clause 3 agreed.
Amendments 15 and 16 not moved.

Pension Schemes Bill [HL]
Returned from the Commons
The bill was returned from the Commons agreed to with
amendments. It was ordered that the Commons amendments
be printed. (HL Bill 152)
House adjourned at 6.23 pm.
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Grand Committee
Tuesday 17 November 2020
The Grand Committee met in a hybrid proceeding.

Arrangement of Business
Announcement
2.30 pm
The Deputy Chairman of Committees (Lord Duncan
of Springbank) (Con): My Lords, the hybrid Grand
Committee will now begin. Members will be aware of
the need to wipe down surfaces and the clerk has
already instructed them in the changed rules regarding
the microphones. I do not anticipate the capacity of
the Room being breached today unless something
exciting happens, so I shall push straight on with the
sixth day of the Grand Committee on the Medicines
and Medical Devices Bill.

Medicines and Medical Devices Bill
Committee (6th Day)
2.31 pm
Relevant documents: 19th Report from the Delegated
Powers Committee, 10th Report from the Constitution
Committee
The Deputy Chairman of Committees (Lord Duncan
of Springbank) (Con): A participants’ list for today’s
proceedings has been published by the Government
Whips’ Office, as have lists of Members who have put
their names to the amendments or expressed an interest
in speaking on each group. I will call Members to
speak in the order listed. Members are not permitted
to intervene spontaneously; the Chair calls each speaker.
Interventions during speeches or “before the noble
Lord sits down” are not permitted.
During the debate on each group, I will invite
Members, including those in the Grand Committee
Room, to email the clerk if they wish to speak after
the Minister, using the Grand Committee address. I
will call Members to speak in order of request and will
call the Minister to reply each time. The groupings are
binding, and it will not be possible to degroup an
amendment for separate debate. A Member intending
to move formally an amendment already debated should
have given notice in the debate. Leave should be given
to withdraw amendments.
When putting the Question, I will collect voices in
the Grand Committee Room only. I remind Members
that Divisions cannot take place in Grand Committee.
It takes unanimity to amend the Bill, so if a single
voice says “Not content”, an amendment is negatived,
and if a single voice says “Content”, a clause stands
part. If a Member taking part remotely intends to
oppose an amendment expected to be agreed to, they
should make this clear when speaking on the group.
We will now begin.
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Clause 16: Information systems
Amendment 95
Moved by Baroness Finlay of Llandaff
95: Clause 16, page 9, line 18, leave out “may” and insert
“must”
Member’s explanatory statement
This amendment is designed to seek assurances from the
Minister that the Government will proceed to make regulations
under the Bill, setting up the new information system envisaged
by Clause 16.

Baroness Finlay of Llandaff (CB) [V]: My Lords,
this is a large group of amendments relating to expert
registries. I have Amendments 95, 99, 100 and 101 and
support the others in this group.
First, I welcome Clause 16, which the Government
added during the Bill’s passage in the other place. The
clause is a clear step in the right direction. Amendment 95,
like Amendment 96, would build on this to ensure
efficacy by tracking the use, and the outcomes from
the use, of all medical devices rather than just a select
few. We must not forget the conclusions of the Cumberlege
review that registries are too
“few and far between and all too often prompted by catastrophe”.

The Bill provides a prime opportunity to move away
from that position. Without tracking all devices, we
will allow another scandal, involving an as-yet-unknown
device, to emerge undetected until many have been
affected. A proper warning system is essential.
Amendment 99 seeks to make the list of objectives
for regulations listed under Clause 16(2) mandatory
rather than permissive. These should be minimum
standards against which to hold any regulations the
Government publish, not just aspirations.
Amendments 100 and 101 then seek to add to that
list of standards. In doing this in Grand Committee, I
would welcome some commitments from the Minister,
setting out where the Government share the objectives
in those amendments. In essence, the difference between
the Government’s approach and mine is that the
Government foresee a future in which some medical
devices continue not to be tracked, hoping that their
outcomes will be audited. I strongly believe that this is
a mistake.
Registries, which track patient outcomes through
proper monitoring and audit, are an essential component
of post-market surveillance and a prerequisite for
patient safety. They should be the rule, not the exception.
This is a principle that the Royal College of Surgeons
of England strongly supports too. Indeed, its former
president, Professor Derek Alderson, made this clear
in his evidence to the review of the noble Baroness,
Lady Cumberlege. As he put it
“a registry of its own right does not create patient safety; it’s just a
list. The registry must contain information that can be audited”.

Essentially, as the Cumberlege review acknowledges, a
registry is a registry only if it contains patient outcomes,
which are then subject to expert oversight. To that
end, Amendment 100, which is at the core of this
group of amendments, sets out the following principles.
First, the use of all implantable devices should be
recorded in a registry. That goes to the heart of the
issues explored by the Cumberlege review and is surely
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the central lesson that must be learned from the
unnecessary—and unnecessarily long—suffering of
thousands of women whose experiences with mesh
were horrific.

Secondly, other devices used in the course of operations
should similarly be subject to outcomes tracking. I
raise this in particular because it is not just devices left
inside people that can later cause problems. We know,
for example, that machines used in the heating and
cooling of blood during open heart surgery can cause
a Mycobacterium chimaera infection. The NHS now
warns people of this risk, but it seems clear that the
Bill should put in place measures to ensure that the use
of particular machines is tracked, and that where
infections develop later, a flag can be raised against
that machine. To be clear, the machines involved do
not actually make contact with the patient or their
blood. The heater-cooler units contain two water tanks
and tubing. One water tank uses warm water, which,
through indirect thermal transfer, keeps the patient
warm during the surgical procedure, often through
the use of a warming blanket. The second water tank
contains cold water, used, again indirectly, to cool the
cardioplegic solution that slows or stops the patient’s
heart to allow the surgical procedure to proceed. It is
thought that where Mycobacterium chimaera develops
in these machines, it can escape as aerosol—a fine
spray—into the surgical area and thus cause infection
from there. I raise the example simply to illustrate that
medical devices are not only about what is left inside
people, or even what comes into contact with people. The
new provisions for information systems need to be
flexible in recognising that.
The third provision of Amendment 100 is that
information systems must be subject to expert oversight.
That is to deal with the central point raised by the
Royal College of Surgeons of England, which is that
without this oversight a registry is just a list—not
really a registry at all. A good example of a registry in
action is the National Joint Registry, which is overseen
by a steering committee of experts. The expert committee
monitors outcomes achieved in joint replacement surgery,
analysing procedures by brand of prosthesis, hospital
and surgeon. Instances where performance falls below
expected levels are highlighted to ensure appropriate
investigation and follow-up. This is a standard we
need to see replicated across surgical specialities and
across the NHS.
Fourthly, and perhaps most critically, the amendment
seeks assurances from the Minister that information
systems set up under the Bill will provide a direct route
for patients to report their own outcomes. Clinicians,
of course, want to assume the best about the treatment
they have commissioned and undertaken for a patient. It
is a natural and not ignoble instinct to try to reassure a
patient who presents with a problem following a procedure.
There is human nature in a clinical transaction. When
a problem emerges, patients are often reassured that
they “need to give it more time” or “things will settle
down”. Each GP may see only one or two patients
who have been subject to a particular device or procedure.
With follow-up appointments decreasing, these patients
with problems can become invisible to secondary care. Yet
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the patients know that they feel worse, feel that they
are not being properly listened to and speak to others
in online communities, discovering a specific pattern
of concerns.
The yellow-card notification scheme is greatly
underused, and patients do not know how to self-report
on it. For that reason, we need two ways for information
to reach a registry. We hope that a majority will be
tracked from patients, through clinicians. Where there
are multiple instances of concerning outcomes, these
should be flagged through expert monitoring, but
there must be a failsafe for patients to approach the
holders of the registry directly to have their outcome
reported and considered in its monitoring. The fourth
limb of Amendment 100 seeks to achieve this objective
and Amendment 101 reflects the same principle. Together,
the measures in Amendments 100 and 101 seek to
implement this key conclusion of the Cumberlege
review:
“A central patient-identifiable database should be created …
This can then be linked to specifically created registers to research
and audit the outcomes in terms of both the device safety and
patient reported outcomes measures.”

That surely is the goal to which we must all aspire.
I want finally to address Amendment 104, to which
I have added my name. The noble Lord, Lord Lansley,
draws attention to the balances we have to get right in
collecting all this data in the name of patient safety. As
I said on a previous group of amendments, I hope and
expect that dealing with consent to recording this data
could and should be dealt with as part of shared
decision-making between the clinician and the patient
at the point of agreeing to a procedure. Of course, it
should be open to a patient to have a procedure
without the data being recorded, but they would have
to be made aware of the increased risk to their own
health if problems with a device used in the operation
were later to arise.
I have sought to reflect this point in Amendment 100
by making clear that collecting data should be subject
to patient consent. None the less, the noble Lord,
Lord Lansley, offers another way to deal with the issue
by putting in the Bill that regulations under Clause 16
should have regard to the Caldicott principles. I do
not see how the Minister could argue with that and I
hope he will be able to give a positive response.
This group of amendments is designed to assist the
Government and to catalyse faster movement on their
part. I understand that Ministers see tracking and
auditing the outcomes from the use of all medical
devices as the right direction of travel, but as yet we do
not have a destination or an estimated time of arrival.
We need to hear both from the Minister this afternoon.
I beg to move.
Lord Ribeiro (Con) [V]: My Lords, I thank the
noble Baroness, Lady Finlay, for introducing this group.
As a surgeon, I will focus on the registries and, in
particular, the National Joint Registry—the NJR—and
the Breast and Cosmetic Implant Registry. The noble
Lord, Lord Hunt, was Parliamentary Under-Secretary
of State when the NJR was introduced in 2003, with
the aim to
“improve surgery through learning from best practice, and …
improve the quality of care to patients.”
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The NJR is the largest of its kind in the world, with
data from 3 million hip, shoulder, knee, elbow and
ankle replacements. In the last year before Covid-19,
nearly 200,000 hip and knee replacements were recorded.
By analysing this information, surgeons are supported
in choosing the best artificial joints for their patients.
It helps surgeons decide whether their patients need
to return to hospital by flagging up problems with a
particular type of implant. I was lucky enough to
have bilateral metal-on-ceramic hip implants. Had I
received a metal-on-metal implant, I would be
concerned, as the NJR in 2010 identified higher than
expected revision rates for metal-on-metal implants,
with metal debris damaging patients’ soft tissue and
causing pain and loss of function. Without the NJR’s
comprehensive registry, hospitals would be unable to
track their patients’ progress and identify problems
early. Similarly, the Breast and Cosmetic Implant Registry
records implants used in patients, along with the surgeon
and organisation responsible for the procedure, allowing
patients to be traced in the event of a safety concern or
product recall.
2.45 pm
As we were informed in the Minister’s useful briefing
this morning, the NJR is able to capture details on
patients, procedures, place or site, and the device with
its product identification and unique identifier, thus
allowing comparison with other devices that are
underperforming. Amendment 100 adds four new
paragraphs to Clause 16(2). They are subject to the
patient’s consent and require that information about
any medical device implanted in the human body is
registered and retained in the information system outlined
in Clause 16. The information system should be subject
to expert review and, more importantly, patients should
be empowered to enter reports of their experiences,
following the use of medical devices in their treatment.
The noble Baroness, Lady Cumberlege, identified this
in her review and she will doubtless comment further.
In conclusion, I also support Amendment 101 in
the name of the noble Baronesses, Lady Finlay and
Lady Bennett. These amendments will give patients a
voice and ensure that they consent to the information
used about their care.
Lord Lansley (Con): My Lords, I am very glad to
have the opportunity to follow my noble friend
Lord Ribeiro and to speak to my Amendment 104. I
am grateful to the noble Baroness, Lady Finlay of
Llandaff, for bringing forward her amendments as
well. They highlight some useful points and—particularly
Amendment 101—focus on the necessity for patients
to be provided with information and for patient experience
to have its place in the information systems to be
created under Clause 16. My noble friend Lord Ribeiro
very helpfully illustrated that the benefit of the joint
registry and similar information systems is not simply
to promote safety but also to improve outcomes. We
can certainly look forward to seeing both happening
in the future.
My Amendment 104, to which the noble Baroness,
Lady Finlay, and the noble and learned Lord, Lord
Woolf have added their names, requires that the
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regulations made under Clause 16 include specific
reference to the Caldicott principles. Noble Lords will
recall the establishment of those principles back in
1997. They say that an organisation should:
“Justify the purpose for using confidential information”

and that the NHS should not
“use confidential data unless absolutely necessary”.

The NHS should:
“Use the minimum necessary personal confidential data”,

while
“Access to personal confidential data should be on a strict
need-to-know basis … Everyone with access to personal confidential
data should be aware of their responsibilities”

and, when using data, NHS personnel should “comply
with the law”. In 2003, a seventh principle was added:
“The duty to share information can be as important as the
duty to protect patient confidentiality.”

In a sense, a balancing principle was added as number
seven. The amendment refers to those two reports,
which have given rise to those principles. I am interested
generally in the proposition of how certain we are that
the Caldicott principles are being applied in every
case. I think in these regulations it would be to the
benefit if they were restated, given the importance of
this as an information system.
I will ask three questions of my noble friend. First,
can he assure us that the regulations themselves will
make specific reference to the Caldicott principles?
This would mean that we did not need to put it in the
Bill. Secondly, in establishing these information systems,
can we be assured that Caldicott Guardians will be
appointed specifically in relation to each of the information
systems that are to be established? Thirdly, can my
noble friend tell us any more about the National Data
Guardian’s consultation, which opened in June and
closed in September, on an eighth principle:
“Inform the expectations of patients and service users about
how their confidential information is to be used”?

This ties very directly into Amendment 101 in the
name of the noble Baroness, Lady Finlay of Llandaff.
If it is endorsed by the National Data Guardian,
that principle would give rise to an additional principle
being reflected in the regulations. I freely confess that
this is a good reason not to put my amendment in the
Bill, because the nature of the Caldicott principles
might well change in the immediate future, so it is not
very helpful to entrench it in its current form. If we get
the assurance that we are looking for from my noble
friend, I hope the regulations, when they are made,
will be able fully to reflect the Caldicott principles.
Baroness Burt of Solihull (LD) [V]: This string of
amendments all talk about recording information,
and I broadly agree with all of them. I particularly
mention Amendment 104, in the name of the noble
Lord, Lord Lansley, because of the mention of the
Caldicott principles. Many people, particularly noble
Lords in the Liberal Democrat party, jealously guard
our right to privacy—hence the promissory tone of
Amendment 100 in the name of my noble friend
Lady Jolly.
The purpose of the proposed new clause in
Amendment 107, to which I have put my name, is
slightly different from that of the other clauses because
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it seeks to ensure that a proper systematic analysis is
made of the effectiveness of mesh implants through
registers. The Cumberlege review notes that registries
are
“few and far between and all too often prompted by catastrophe”

in relation to transvaginal mesh and PIPs. This is
obviously a good phrase because the noble Baroness,
Lady Finlay, has already picked it out of the report.
This clause proposes a register. It requires the Secretary
of State to report on progress towards creating databases
relating to other devices. I appreciate that there are
many databases out there—far more than I anticipated
when first became involved in this Bill. The idea of the
registries is to draw all this information together. As
the Cumberlege report says,
“a ‘registry’ … would act as a repository for more complex
patient related information datasets enabling research and investigation
into patient outcomes.”

This would be more holistic and far more useful than
just a database, enabling any adverse outcomes to be
spotted early and not allowed to fester, literally, for
years before defaults are spotted.
Patient groups must be consulted on devising the
register. Time and time again, victims reported that
they had not been listened to, despite the fact that the
mesh felt “like razor blades” inside them. Never again
must a patient feel patronised, unheard or left to suffer
in silence. Of course, those healthcare professionals at
the coal face, as it were, of the issues must have their
say. We know that some registries exist today, but this
database would bring everything together, instead of
the piecemeal system we have at the moment.
I will go back to the lady whose poignant testimony
I quoted at Second Reading, whom I called Jane. Jane
had an estimated five pieces of mesh inside her, although
the health professionals treating her maintained that
there were only two. How can this be? I leave noble
Lords to speculate but, in my view, this is a sharp
indictment of the state of the service our health service
gives to patients in this area. Unless we have a proper
register of everything that is inside a patient, when it
was inserted and what its performance record is, how
are we going to enable them to be given the appropriate
treatment when problems arise? The Royal College of
Surgeons endorses this view—it wants all medical
device implants overseen by registries.
Finally, I express my gratitude to the noble Lord,
Lord Bethell, for the briefing this morning. I was very
heartened to learn of the hard work going on in this
area and the aspiration that a register for vaginal mesh
implants could be up and running in only a year. I
wish the Bill well.
Baroness McIntosh of Pickering (Con) [V]: My Lords,
first, I apologise for not being able to participate at
earlier stages of the Bill because of the clash with
speaking in the Chamber. I congratulate the noble
Baroness, Lady Finlay, on introducing these amendments
and, especially, my noble friend Lady Cumberlege for
all her work in preparing her report in advance of this.
I also thank the Minister, my noble friend Lord Bethell,
for briefing us this morning. I will particularly speak
in favour of Amendments 100 and 101.
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I hope that my noble friend the Minister will look
favourably on patients being able to report directly to
the register. The testimony that my noble friend
Lady Cumberlege and others heard in the context of
her report was very moving. As my noble friend
Lord Ribeiro said, it is absolutely essential that the
voice of patients is heard. This absolutely goes to the
heart of medical and surgical treatment. We must
ensure that, whether they have had a good or a bad
experience, patients are able to place their experiences
on the record. Amendments 100 and 101 go some way
to achieving that. Were my noble friend not to like
those amendments, I hope that the Government would
come forward with a similar provision to put our
minds at rest. I thank the noble Baroness, Lady Finlay,
for these amendments, and I lend my support to them.
Baroness Masham of Ilton (CB) [V]: My Lords,
Amendments 100 and 101 make clear that there should
be means by which patients can report into registries
directly so that they can be heard even if there is
divergence of opinion with their clinician. Patients
need to be protected. I support all the amendments in
this group and thank those who tabled them, giving
extra thanks to my noble friend Lady Finlay, who
works so hard.
This is exceedingly important for many patients
who have rare and complicated conditions. I speak
from experience, as a high-lesion paraplegic. Many
GPs and general doctors or surgeons may not be
familiar with several of the peculiarities and may not
understand the patient’s needs. For people with spinal
injuries, for example, the three Bs are very important:
bowels, bladders and bedsores. If not treated by specialists,
patients can get into serious problems. Severely disabled
people use all sorts of complicated devices that need
to be kept on a register and to be easy to track if they
go wrong. Suitable mechanisms should be found for
the variety of needs, which can be inside and outside
the body. This is particularly difficult in this time of
Covid-19.
3 pm
The NHS is so big, and there are so many different
bodies, that it is vital that patients should have a direct
route to report their experiences into any information
system with a clear remit. Plain English should be
used and there should be clear translations into other
languages, so that patients understand and are understood.
Patients need to feel that they are having their voices
heard, so that improvements can be made and mistakes
will not happen to other patients.
I endorse the recommendations from the noble
Baroness, Lady Cumberlege, in her report First Do No
Harm. It is important that MHRA works closely with
NICE, but I hope that it will also work with patients.
Patients should be trusted: it is their life, and their
hope for the future. The overriding need for better
patient safety is, I hope, what this Bill will advance.
Baroness Jolly (LD) [V]: My Lords, I particularly
welcomed the remarks of my noble friend Lady Burt,
as they took me back to the days in the 1990s when I
taught IT. I taught A-level students the differences
between databases, tables and registers. I totally support
these amendments about registries and databases relating
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to medical devices. They form one of the key
recommendations of the review of the noble Baroness,
Lady Cumberlege, in light of the scandals relating to,
for example, vaginal mesh.
A huge number of patients have been affected by
these incidents, and introducing registries allowing the
use of implantable devices to be tracked, and allowing
patients to view information relating to the data stored,
would make a huge difference. Amendment 95, from
the noble Baroness, Lady Finlay, changing “may” to
“must”, is designed to seek assurances from the Minister
that the Government will proceed to make regulations
under the Bill setting up the new information system
envisaged by Clause 16.
Amendment 96, in the name of the noble Baroness,
Lady Thornton, is a probing amendment seeking clarity
about whether the Government intend to track all
medical devices used in the UK, rather than a selection.
Amendment 99, in the name of the noble Baroness,
Lady Finlay, seeks to make mandatory the list of
specified issues for regulations to cover. Her Amendment
100, to which I have added my name, would allow for
the creation of a system of information regarding
implants, with appropriate consents and oversights. It
would also allow a patient’s experiences to be reported
and stored; they should be subject to oversight. The
noble Baroness, Lady Finlay, has also included the
point about patient experience in her Amendment 101.
Amendment 104, in the name of the noble Lord,
Lord Lansley, would require regulations under this
section to have regard to the Caldicott principles. It
was just over 20 years ago, when I was a non-exec
director in a local NHS trust, that these principles
were first introduced. I can remember the way that
clinicians—in particular, senior clinicians—really
welcomed the new measures. They certainly changed
the way that clinicians thought about information and
data. We are now moving through a different step
change.
Finally, my noble friend’s Amendment 107 would
require the introduction of a registry for patients who
have had surgical mesh implanted. Though I appreciate
that this looks retrospective, there should be data held
in hospital databases that could be imported into the
new registry. It would then give a complete overview of
surgical mesh implantations. It would require the Secretary
of State to report on progress towards creating databases
relating to other devices or implants and how they
would lead to the creation of registries.
Like other noble Lords, we favour registries as
opposed to databases because, according to the
Cumberlege review, registries act as a repository for
more complex patient-related information datasets,
enabling research and investigation into patient outcomes.
A database is really just a three-dimensional table held
in store, but a registry is a richer, more useful resource
than a database. However, often a database is required
before a registry can be created, which is why our
amendment is framed in that particular way.
Baroness Thornton (Lab): My Lords, this group
concerns the need to set up information systems—
registries—which will serve the purpose of tracking
medical devices. I thank the Minister and the Bill team
for their very enlightening and useful presentation this
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morning. The noble Baroness, Lady Finlay, and other
noble Lords have already explained to the Committee
how these registries and databases might work. The
key point, which was made by the noble Baroness, is
that they should be mandatory rather than permitted.
Changing “may” to “must” so that the Secretary of
State has to produce the information system envisaged
by Clause 16 is a small but vital change. The Minister
will need to explain to the Committee why, at this
stage and after the experiences expressed and covered
in the report of the noble Baroness, Lady Cumberlege,
there should be any discretion in this matter.
The other amendments seek to ensure that patients
have a direct route to report their experience to any
information system established. Again, after the dismissal
of so much patient experience over so many years in
the cases outlined in First Do No Harm, it would seem
to be the only way to guarantee that patient experience
can be heard and registered.
Amendment 96 in my name is a probing amendment
which seeks clarity about whether the Government
intend to track all medical devices used in the UK, or
just some of them. As other noble Lords have pointed
out in the course of this Committee, if supermarkets
have the technology and wherewithal to track the
provenance of every single food product from anywhere
in the world, we would need to understand why this
would not be possible for medical devices.
Amendment 107 specifically addresses the issue of
surgical meshes, and requires the production of a
registry for patient safety. I hope that the Committee
will be seeking to discuss registries and how they are
linked. On Amendment 104 on the Caldicott principles,
I do not see how anybody could possibly object to
that.
TheParliamentaryUnder-Secretaryof State,Department
of Health and Social Care (Lord Bethell) (Con): My
Lords, we had an excellent debate last week on the
subject of medical device information systems at Clause 16,
which is critical for how we will go forward on these
points. The noble Baroness, Lady Finlay, seeks in
Amendment 95 to confirm that the Government will
make regulations to establish the system, not that they
might. We will introduce this system; the noble Baroness
provides no timescale attached to the obligation she
introduces. It is essential that the regulations are informed
by consultation. The discretion that “may” provides
allows for this consultation to be conducted. We want
the regulations to be right, not rushed.
I spoke last week on Amendment 96, in the name of
the noble Baroness, Lady Thornton. Devices have
varying levels of risk profile; it is our intention in the
first instance to use the power in Clause 16 to require
all implanted devices to be recorded in information
systems. Implanted devices pose the greatest risk to
patients and it is right that these should be prioritised.
Consultation will help us to determine which devices
ought to be captured by the information system.
On Amendment 99 in the name of the noble Baroness,
Lady Finlay, we recognise the importance of all the
issues in Clause 16(2): that is why they were explicitly
referred to. However, there may be occasions where
the inclusion of provisions in regulations on all four of
the issues listed here is not appropriate or necessary.
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For example, in future we might wish to update the
types of information in Clause 16(2)(a) to include,
perhaps, a new way of recording a procedure or a
device. We might have no immediate need for further
provision under 16(2)(b) to 16(2)(d). Without the flexibility
afforded by the current drafting, we would be prevented
from making proportionate regulation limited to what
was necessary.
On Amendment 100 in the name of the noble
Baroness, Lady Finlay, the drafting of Clause 16(2) is
sufficiently broad as to say, “among other things”.
Regulation is not limited to the four suggested areas
for provision at subsection (2)(a) to (d).
The noble Baroness suggests mandating recording
of information on any medical device implanted into
the human body and the information related to any
other medical device as considered necessary for patient
safety. Clause 16(2)(a) is sufficient for both these matters.
While they are clearly important, the addition is
unnecessary.
The noble Baroness adds a requirement of patient
consent for the information to be recorded in the
information system. I hope that the assurances that I
provided to my noble friend Lady Cumberlege last
week gave her some comfort on this point. I am happy
to write further on this, but the noble Baroness will
know that the information systems are conditional on
regulations, on which we must consult.
The noble Baroness adds in her amendment expert
oversight of any information system established under
Clause 16(1). I do not think this is necessary. The
information system acts as a database. Where expert
oversight is needed is in the assessment of patient
outcomes, where information is reviewed by clinical
registries operated by experts in their field.
I understand the intent behind Amendment 101. I
pay tribute to the noble Baroness, Lady Masham, and
my noble friend Lady McIntosh, who put it very well.
The patient voice is very important in the assessment
of the efficacy and safety of medical devices, but I do
not wish to confuse the purpose of the information
system. It is a hub; it is not a decision-making tool.
There are existing routes to raise specific concerns and
experience of devices.
The yellow card scheme allows patients to complete
and submit reports themselves. This gives a single,
clear route for patients to avoid confusion about who
to tell and how, and to ensure that all necessary parties
receive all data relating to patient concerns. However,
data used for analysis needs to be consistent in format
and terminology to ensure that comparisons can be
drawn and to maximise the ability to spot common
themes and issues.
Amendment 101A in the name of the noble Baroness,
Lady Finlay, is unnecessary. Even though the overarching
objective of the information system is medical device
safety, and therefore a reserved matter, I have made it
clear that I am committed to ensuring early and ongoing
consultation and engagement with colleagues in Scotland,
Wales and Northern Ireland as we look to develop a
UK-wide system. I say for the record that it is of great
importance to us all that we work together to improve
the safe use of medical devices across the four nations.
I strongly agree that there is a need for a centralised
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approach to address the existing gaps in the traceability
of medical devices placed on the market. The Government
have already introduced Amendment 126 to Clause
41. Therefore, it is neither necessary nor appropriate
to set out the engagement or working arrangements
between the four nations in regulations.
I understand that the aim of Amendment 104 in the
name of my noble friend Lord Lansley is to ensure
that organisations protect any information that could
identify a patient, such as their name and their records.
I reassure him and others who have spoken to the
amendment that this information is used and shared
only when it is appropriate to do so.
On the Caldicott principles and guardians, I am
sure that these matters will be brought forward by
others in consultation. That is the forum for addressing
these points. Adherence to the Caldicott principles is
expected of all NHS organisations, including—some
would say most of all—NHS Digital. The Caldicott
principles have been developed into the national data
guardian principles that apply in England. GDPR
also requires that personal information be treated in
this way. All data collected by the information system
will be subject to GDPR. The intention is that the
medical device information system should hold patientidentifiable information. Information that is de-identified
will be shared with the relevant organisations to ensure
the protection of that patient. It is unlikely that there
would be any requirement to share patient-identifiable
information with other organisations. MDIS would be
programmed to know, when provided with notices by
MHRA or others, that action needed to be taken and
which patients it applied to.
Parliament oversees data protection legislation. The
standards are very high, and we have no intention of
lowering them. I do not think, therefore, that having
regard to the Caldicott principles is necessary or would
add anything material to the legal constraints that
would apply to this information. Of course, we have
no intention of doing anything contrary to those
principles through this legislation. Regulations under
Clause 16 will be subject to public consultation. Under
GDPR, they are also subject to the requirement to
consult the Information Commissioner’s Office. We
have already begun discussions with the Information
Commissioner’s Office on this basis.
3.15 pm
I commend the spirit of Amendment 107, but it is
unnecessary. It seeks to establish a registry of those
patients who undergo procedures to insert surgical
mesh in order to research and audit patient outcomes
and device safety. The amendment would also require
a report to be laid before Parliament within six months.
I stand by all remarks that I have made to date on the
importance of my noble friend Lady Cumberlege’s
report, which dealt with the specific issue of vaginal
mesh. I appreciate that, as she stated earlier in the
proceedings, this did not cover other uses of mesh, but
the consequences set out in her report for some patients
can be similar. I take these concerns very seriously.
That is why work is already under way under a direction
from the Secretary of State to NHS Digital, the Surgical
Devices and Implants Directions of 15 July 2020, to
develop a national database for pelvic floor procedures
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involving mesh. Work is also under way to determine
how the information collected could best be clinically
assessed to identify potential issues at the earliest
point. NHS Digital is also working with the devolved
Administrations on this project.
As the noble Baroness, Lady Finlay, put very well,
existing clinical registries have been established through
various mechanisms in the past, from direct action
taken by the sector in the creation of the National
Joint Registry through to commissioning by DHSC
and NHS England and NHS Improvement. The
geographical scope of each registry is different. Some
work across the whole of the UK while others are
nation-specific.
Amendment 107, however, would require the
establishment under the Bill of a clinical registry for
the monitoring of all procedures that use surgical
mesh. I do not think it appropriate to single out one
clinical area for inclusion in this Bill. Other clinical
registries operate without being established under
legislation. The National Joint Registry demonstrates
that the best basis on which to create a registry is a
decision based on clinical need. Clinical needs may
change over time, potentially rendering some registries
obsolete as procedures change and technology develops.
We recognise that further clinical registries will be
necessary. Work is under way with existing registries to
identify areas of best practice and establish any pitfalls
to avoid in the future. The intention is to create a
best-practice model that is flexible enough to respond
to different clinical specialties’ needs while retaining
core similarities to ensure that the registries operate
effectively to deliver maximum benefit to patients.
Further on Amendment 107, we are committed to
full consultation on the regulations under Clause 16.
It may take longer than six months to develop and lay
those regulations before Parliament. I think the best
way to update Parliament on our progress is by taking
the steps to establish the system.
I hope that the noble Baroness, Lady Finlay, feels
able to withdraw her amendment and that others do
not press theirs.
The Deputy Chairman of Committees (Lord Duncan
of Springbank) (Con): I have received a single request
to speak after the Minister, so I hope that we can now
go to the noble Baroness, Lady Cumberlege.
Baroness Cumberlege (Con) [V]: No, that is a mistake.
Somebody else involved with the conversation that I
have been having thought that I wanted to come in on
this occasion. I thought that I would give noble Lords
a rest—they hear enough from me, so on this occasion
I did not want to come in.
The Deputy Chairman of Committees (Lord Duncan
of Springbank) (Con): I thank the noble Baroness,
Lady Cumberlege—that is very gracious. On that basis,
we have nobody else to come in after the Minister at
this point so I come directly to the noble Baroness,
Lady Finlay of Llandaff.
Baroness Finlay of Llandaff (CB) [V]: My Lords, I
thank all noble Lords who not only spoke in support
of the amendments in this group but expanded on
them and provided additional information.

Medicines and Medical Devices Bill

GC 634

I understand the Minister saying that it is important
to get this right and not rush, and that the consultation
will inform the SIs. I also understand him pointing out
the rigidity of primary legislation. I accept his points
and am glad for the assurances he was able to give.
I stress the importance of looking at all implantable
devices, even those that look as though they are in
such common use that we do not need to worry about
them. An example happened just a couple of weeks
ago when a guide wire for a pacemaker snapped inside
a patient. Completely unknown previously, these things
can happen. They need to be picked up and recorded.
We also need to update the way in which we record
information and use the new artificial intelligence
computer systems to analyse it. The reason I asked for
expert oversight is that there is no point in putting
information into any kind of database unless the right
information is extracted from it, and expertise is needed
to set that up. I accept, however, that this is a hub, not
a decision tool in itself.
The yellow card system that the Minister spoke
about needs to be publicised much more widely. I hope
that, as we go forward, there will be a positive move
across the whole of healthcare, in particular to make
sure that patients are aware of this scheme so that they
can use it appropriately and early. It is an amazing
scheme; I pay tribute to Professor Phil Routledge, who
instigated it many years ago—decades ago, I think—as
a way of collecting adverse reactions.
I appreciate the Minister’s assurance about working
with the devolved nations, particularly in the light of
the unfortunate remarks made recently about devolution.
It is important to have compatible information systems
and oversight that allows the free movement of
information. That happens in the UK Foundation
Programme Office and the UK medical and dental
recruitment offices, where four-nation oversight works
well. I know that those types of medical practice are
outside the Bill’s remit but we have examples of good
working, which needs to be built on to cement the
sharing of information across the different healthcare
systems.
With that and with all the points made, which I
hope will thoroughly inform the statutory instruments
astheyaredeveloped,Ibegleavetowithdrawtheamendment.
Amendment 95 withdrawn.
Amendments 96 to 104 not moved.
Clause 16 agreed.
The Deputy Chairman of Committees (Lord Duncan
of Springbank) (Con): I should alert the Committee to
the fact that the House may divide during the next
debate. I will adjourn our proceedings accordingly. We
now come to the group beginning with Amendment 105.
I remind noble Lords that anyone wishing to speak
after the Minister should email the clerk during the
debate.
Amendment 105
Moved by Baroness Wheeler
105: After Clause 16, insert the following new Clause—
“Requirement for consultation with devolved authorities
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(1) Before making regulations under section 16 that contain
provision which is within the legislative competence of a
devolved legislature, the Secretary of State must consult
the relevant devolved authority on that provision and
have regard to the views of that devolved authority.
(2) In this section—
“devolved authority” means the Scottish Ministers, the
Welsh Ministers, Northern Ireland ministers or a
Northern Ireland department; and
“devolved legislature” means the Scottish Parliament,
Senedd Cymru or the Northern Ireland Assembly.
(3) A provision is within the legislative competence of a
devolved legislature if—
(a) it would be within the legislative competence of the
Scottish Parliament if it were contained in an Act
of the Scottish Parliament;
(b) it would be within the legislative competence of
Senedd Cymru if it were contained in an Act of
Senedd Cymru (including any provision that could
only be made with the consent of a Minister of the
Crown); or
(c) the provision, if it were contained in an Act of the
Northern Ireland Assembly—
(i) would be within the legislative competence of the
Assembly, and
(ii) would not require the consent of the Secretary of
State.”
Member’s explanatory statement
This new Clause would require the Secretary of State to
consult the devolved administrations before making regulations
concerning UK-wide information systems.

Baroness Wheeler (Lab): My Lords, I am moving
Amendment 105 on behalf of my noble friend
Lady Thornton; it leads the group of amendments
following Clause 16, which provides the legal framework
for the medical devices information system. I will also
speak to our other amendments in this group—
Amendments 128, 130 and 132—and on the remaining
amendments, including government Amendment 126.
The number of amendments in this group shows
the strength of feeling on this issue. Key issues raised
last week and in debate on Clause 16 earlier today are
also relevant here. As we have all stressed, First Do No
Harm, the landmark report by the noble Baroness,
Lady Cumberlege, very much places the importance
of the MDIS system centre stage. The complete lack
of safety data and record-keeping on pelvic mesh
implants in thousands of women—including basic
details about the patient’s name, medical history and
health problems, and manufacture and supply information
for these devices after implantation, which would have
enabled patients to be traced and treated—reinforces
the need for MDIS and its future role as both an
information and tracing system.
Amendment 105 would add a new clause after
Clause 16 to place a statutory requirement in the Bill
that the devolved Administrations in Scotland, Wales
and Northern Ireland must be consulted before regulations
on the MDIS are laid and that the Secretary of State
must have regard to the views of the devolved authority.
Government Amendment 126 and Amendments 105,
127, 128, 129 and 132 all aim to strengthen consultation
provisions, including public consultation before making
regulations under any provision of Parts 1, 2 or 3 of
the Bill or under Clause 16(1).
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This focus on the importance of consultation and
ensuring that NHS Digital—with its existing remit and
expertise limited to England—fully engages in meaningful
and active collaboration with the devolved authorities
is absolutely crucial for the UK-wide development of
MDIS. If the system is to be fit for purpose, the work
to deliver it must be informed by and responsive to the
local requirements and realities across the devolved
Administrations. The devolved nations must be fully
involved in the system’s design and modelling, have
equal access to MDIS data analysis and sharing, have a
governancestructureforMDISthatincludesrepresentatives
from all the devolved authorities’ institutions, and
have parity of funding across the four nations.
I am very grateful for the helpful correspondence of
9 November from the Minister to the noble Baroness,
Lady Finlay, regarding MDIS and working with the
devolved Administrations. It was shared with Members,
together with the 4 November letter from NHS Digital
setting out its intended “collaborative approach”. These
letters contain a number of assurances on both the
current work being undertaken and how the future
four-way relationship needs to be taken forward to
develop the UK-wide system.
The remaining amendments in this group, including
the government amendment, refer to the general duty
under Clause 41 to consult before making regulations.
Our Amendment 132 would insert a new clause on the
duty to consult the devolved Administrations and
“have regard” to their views. I hope the Minister will
agree that that is not an unreasonable requirement.
Government Amendment 126 would amend Clause 41
to ensure consultation with the devolved authorities
under Clause 16, headed “Information systems”. Although
the inclusion of this statutory duty to consult as far as
Clause 16 goes is a step forward, other key parts of the
Bill have an impact on the devolved authorities. We
want to see a general duty in Clause 41 to consult the
devolved Administrations, as is common practice in a
number of Bills—not just limited to consultation in
relation to Clause 16. I hope that the Minister will
undertake to review the Bill after Committee and
consider this key point in relation to Clause 41.
In his 13 October letter to noble Lords, the Minister
refers to the Government’s amendments as providing
“certainty” that the Government will ensure that the
devolved authorities’ views are heard throughout the
developmentof theregulationsandintheirimplementation.
The certainty given, however, is in relation only to
Clause 16 and not to the rest of the Bill, as we would
like to see.
Amendment 130 is a probing amendment that would
remove the permissive provision in Clause 41(3) that
consultation carried out before the Act was passed
could satisfy the duty to consult. This clause is very
open-ended. Can the Minister provide details of the
purpose and intended use of this provision? There is
no explanation in the Explanatory Notes. Will there
be a time limit on how up to date a consultation needs
to be for it to be considered done and dusted?
3.30 pm
Clause 41 is very scant in detail, so our Amendment 128
specifies cohorts that must be consulted under the
clause—healthcare, pharmaceuticals, veterinary, medical
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research and patient representative organisations,
and other such persons considered appropriate.
Amendment 129 in the name of the noble Lord, Lord
Sharkey, covers similar ground and gives welcome
clarity on the consultation details, including the terms,
start date and length of consultations.
Amendment 127, in the name of the noble Lord,
Lord Patel, quite rightly brings the focus back to
listening to the voices of patients directly affected by
the regulations. Can the Minister tell the Committee
what structure and formal processes will be in place to
ensure that the knowledge and expertise from health
organisations, patients and staff across health and
social care impacted by MDIS is drawn on in the
system’s development and operation?
I have a few questions for the Minister on the
various letters to Peers and to the noble Baroness,
Lady Finlay, and from NHS Digital, to which I referred
earlier. If he does not have the answers to hand, I am
happy for him to write to me. First, on NHS Digital’s
reference in its letter of 4 November to the need for
further detailed discussions with the devolved authorities
to design and plan the MDIS solution and proposal to
formally review where further input is needed with
further workshops and consultation, can the Minister
update the Committee on the programme of work that
has occurred so far and what regular engagement is
planned regarding both the content of the regulations
on MDIS under Clause 16 and its future operation?
Secondly, NHS Digital refers to engagement with
stakeholders, including clinicians, patients, devolved
authorities, private providers, MHRA, the CQC and
NICE, as the key to delivering “a full interoperable
UK-wide system”. This is, of course, welcome. We are
told that there are active discussions with the devolved
authorities and how they can best be supported in
their engagements with stakeholders within their own
nations. Can the Minister tell the Committee what
work is being undertaken and how that is progressing?
Thirdly, the letter of 9 November from the noble
Lord, Lord Bethell, also reminds us of the involvement
of the private provider sector in MDIS, which we have
not really looked at yet. Can the Minister say what
discussions have been held and what work has taken
place with private providers and how it is envisaged
that they will participate in MDIS?
Fourthly, in that same letter, the Minister refers to
reassurances given by NHS Digital, NHSX—which
has responsibility for setting national policy and
developing best practice for NHS technology, data
and digital—and the Department of Health and Social
Care teams responsible for developing the regulations,
that they will engage with the devolved Administrations
“to ensure there is an effective system across the UK”.
How will this three-way relationship be overseen and
co-ordinated?
Finally, the Minister’s letter of 9 November updates
on the ongoing process of consultation on Clause 16
with the devolved authorities. The Scottish Health
and Sport Committee has agreed to recommend consent
to the clause to the Scottish Parliament and Northern
Ireland officials have laid a legislative consent
memorandum at the Assembly business office for scrutiny.
However, in Wales there are “residual concerns”. Can
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the Minister tell us what these are and what has been
done to address them? As a result of the overall
consultation, does the Minister envisage changes to
the Bill on Report and, if so, will he undertake to
ensure that any such amendments are circulated to
Peers in advance of their submission to the Marshalled
List? I beg to move.
Lord Patel (CB): [V] My Lords, in speaking to my
Amendment 127, I also speak in support of the
amendments referred to by the noble Baroness,
Lady Wheeler, on consultation with the devolved
Administrations. While Scotland is devolved in terms
of healthcare, the regulations on medicines and medical
devices, particularly market authorisation, is not. I
support the comments on consulting the devolved
Administrations and I have no doubt that the Minister
will respond.
I am extremely grateful to my friend, the noble and
learned Lord, Lord Mackay of Clashfern, for adding
his name to my Amendment 127. I am pleased to see
that he might speak to it later. The amendment would
add to line 9, page 24 of the Bill, the words
“patients and end users directly affected by the regulations”.

It would strengthen the consultation provision by
requiring that patients and end users be part of any
consultation relating to potential new regulation on
medicines, veterinary medicines and medical devices.
Clause 41 creates a duty to consult the relevant
authorities when using the delegated powers to make
provisions for medicines, veterinary medicines and
medical devices. However, this duty refers only to who
the authority thinks it should consult, giving a wide
area of discretion and providing no guidance or guarantee
on consulting patients and end users of medicines and
medical devices.
The Cumberlege review found widespread failure
to listen to patients’ voices. It recommended that the
regulatory framework underpinning the MHRA, and
medicines and medical devices in general, be reformed
to better take into account patients’ perspectives in the
future. In addition, the review recommended that the
MHRA regulatory framework should have a requirement
to demonstrate how patient views have been taken
into account and influenced regulatory design. With
this in mind, it is surely crucial that any duty to
consult on the exercise of powers should also include
reference to the need to consult patients and end users
of medicines and medical devices where that is considered
reasonable.
I have been deliberately brief because this proposal
is so obvious that I do not, I hope, need to speak at
length. I am sure that the Minister recognises this, and
I look forward to his response.
Lord Sharkey (LD) [V]: My Lords, all the amendments
in this group deal with the very important question of
consultation. As the DPRRC has pointed out in its
report on the Bill, consultations are not a substitute
for proper parliamentary scrutiny, which the Bill so
obviously fails to provide, but in the absence of any
real parliamentary mechanisms for real scrutiny,
consultations take on an added importance.
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Clause 41 is slightly improved by the Government’s
Amendment 126. The obligation to consult the devolved
Administrations is obviously critical, although it would
be helpful if the Minister could explain why in Northern
Ireland it is the Department of Health that must be
consulted rather than Ministers.
The Minister may also be able to reassure the
Committee that the government amendment does not
provide only one overriding consultation; the text
seems to suggest that when it refers to carrying out “a
public consultation”. Can we assume that there will be
not portmanteau consultations but individual
consultations on each proposed significant policy
introduction, change or amendment?
The introduction of a new obligation in proposed
new subsection (1B) to include a summary in the
consultation document, with the relevant authority’s
assessment of the matters addressed by the proposed
regulations is welcome, as far as it goes. But quite what
depth or rigour should these assessments have? Can
the Minister assure the Committee that the assessments
will have the same reach, depth and rigour as the
standard impact assessments produced for SIs?

Apart from naming the devolved Administrations,
it is notable that the government amendment does not
specify, or even hint at, who should be consulted in
any of these consultations. The Bill is entirely silent on
the matter. This leaves open the possibility of narrowly
drawn consultations and the omission of important
interested groups, not to mention short consultations
over holiday or very busy periods. I am particularly
concerned that the voice of the medical research charities
be clearly heard in all the appropriate consultations. I
remind the Committee of my interests as chair of the
Association of Medical Research Charities, whose 150
members spent £1.9 billion on research last year—the
same amount as was spent by the Government. Despite
this enormous contribution, the Government have
form in overlooking the medical research charities
sector. It took an amendment moved in your Lordships’
House to persuade the Government to agree that the
board of UKRI should include a person with experience
of the sector. We do not want to see the same omission
here.
Our Amendment 129 is very similar to Amendment 128
in the name of the noble Baroness, Lady Thornton,
which we are happy to support. Both amendments list
who must be included in any consultation. The lists
should not be contentious or surprising. We include
“representatives of the relevant patient groups … medical research
charities”

and pharma as statutory consultees, along with academic
researchers. We leave it open to the relevant authorities
to add others to that list.
Our amendment also addresses the problems that
could be caused by short and short-notice consultations,
perhaps over holiday periods among a less than
comprehensive range of consultees. It simply requires
the relevant authorities to publish on their websites
the terms, start dates and lengths of the consultations,
along with the proposed consultees and
“date and method of the publication of … results”.
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I rather hope that the Minister will tell us that this part
of our amendment is not necessary. I hope that he will
see our amendment as an opportunity to give firm
assurances to the Committee that the groups we name
will be consultees, and about the form and detail of
each consultation, as we propose. I hope the Minister
will feel able to oblige us.
The Deputy Chairman of Committees (Lord Duncan
of Springbank) (Con): I have been made aware that a
Division may happen in the course of the next
contribution. I apologise in advance to the noble
Baroness, Lady Bennett of Manor Castle, should we
have to suspend the Committee. I now call the noble
Baroness, Lady Bennett.
Baroness Bennett of Manor Castle (GP) [V]: It is a
pleasure to follow the noble Lord, Lord Sharkey. I
share his concerns about the quality, depth and
effectiveness of far too many consultations. As he was
speaking, I was looking at an editorial article in the
British Medical Journal, which says:
“The medical-political complex tends towards suppression of
science to aggrandise and enrich those in power.”

That is a powerful message.
I will speak specifically to Amendments 105 and
132, in the name of the noble Baroness, Lady Thornton,
to which I have attached my name and which have
been ably introduced by the noble Baroness, Lady Wheeler.
I do not feel the need to speak at great length—maybe
I will manage to beat the bells, but we shall see.
However, I want to reflect on the fact that both
Amendment 105, in addressing information systems
and Amendment 132, in addressing regulations, specify
full consultation with the devolved Administrations.
As the noble Baroness, Lady Finlay, noted in her
summing up on the previous group, the Government’s
attitude towards devolution is a little uncertain. It
would seem that the Prime Minister’s view changes
from one hour to the next, according to recent reports,
but it is terribly important that we see in the Bill an
absolute commitment and requirement to consult the
devolved Administrations.
In his comments on the initial group, the Minister
noted that data needs to be consistent. Speaking as
someone who has occasionally been forced to manipulate
databases and work with Excel spreadsheets, although
that is certainly not my favourite thing, I think we all
know the problem with inconsistent data and the kind
of outcomes that it can produce. It is crucial—
The Deputy Chairman of Committees (Lord Duncan
of Springbank) (Con): I am afraid I have to interrupt
the noble Baroness, Lady Bennett, because we are now
about to have that Division.
3.43 pm
Sitting suspended for a Division in the House.
3.50 pm
The Deputy Chairman of Committees (Lord Duncan
of Springbank) (Con): My Lords, we are now reconvening
the Grand Committee and I call upon the noble
Baroness, Lady Bennett of Manor Castle, to perhaps
recapitulate her speech and continue thereafter.
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Baroness Bennett of Manor Castle (GP) [V]: Thank
you. I will not go back to the beginning but I was
speaking about the need for consistent data, which the
Minister referred to in his earlier summing up. We
have, of course, diverging systems and that is the point
of devolution: it is for the devolved nations and
Administrations to be able to go their own way and
end up with quality, easily comparable data. It is
obvious that there will need to be very tight consultation
and working together. Amendments 105 and 132 would
put this into the Bill, Amendment 105 being particularly
important in terms of data.
I will also refer briefly to the other amendments in
this group. As the noble Baroness, Lady Wheeler, said,
government Amendment 126 is an improvement. Any
kind of strengthening of consultation, as in the references
to the public and devolved Administrations, is good
but it is only partial. I can only commend
Amendments 127 to 130 for pushing further on these
issues. We know from the report of the noble Baroness,
Lady Cumberlege, that so much needs to be done
better. Transparency, openness and consultation are
clearly key to all of that.
Lord Mackay of Clashfern (Con) [V]: My Lords, I
join my noble friend Lady McIntosh of Pickering in
apologising for having my name to amendments here
while I have found myself in proceedings on another
Bill which was fairly encompassing in the sense that it
required a good deal of attention to understand what
was going on. We were not able to achieve the result
that the noble Baroness, Lady Finlay, managed of
being in both places at once. However, I am glad to be
here on this occasion and I am particularly interested
in Amendment 117, which we may reach later.
In this group, I particularly support Amendment 127,
which the noble Lord, Lord Patel, has carefully referred
to already. I generally support all that has been said by
others before me on this group of amendments, especially
the reference of the noble Lord, Lord Sharkey, to the
need to keep in mind the medical charities. I think
particularly of Cancer Research, but it applies equally,
as he said, to all of them.
I wondered whether the government amendment
made unnecessary some of our amendments, but I
really wonder about that, because a public consultation
is not specifically targeted, and I think the groups that
we have represented—particularly in relation to
Amendment 127—require to be consulted more directly.
I do not know how your Lordships feel about
consultations, but I often find that I did not know that
there was a consultation at all until the time allowed
for it was well passed. That is no doubt due to my lack
of efficiency, but I suspect that a lot of patients will
not know that a public consultation is happening
unless it is drawn specifically to their attention. It is
important that the consultation, public as it is, has
direction as well. Therefore, I think that Amendment 127
and the other specific amendments are well
worth considering in relation to the new government
amendment.
I am also extremely anxious that the devolved
Administrations should be properly consulted. Of course,
devolution and independence are different things, and
we are talking about devolved institutions at present.
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This group of amendments is important, and I agree
with most of what has been said about them. Therefore,
I do not need to say any more on this occasion.
Lord Hunt of Kings Heath (Lab) [V]:My Lords, it is
a great pleasure to follow the noble and learned Lord.
I have added my name to that of my noble friend
Lady Thornton to Amendment 128, which was introduced
by my noble friend Lady Wheeler. This regards the
organisations to be consulted—other noble Lords have
already referred to this—and concerns the provisions
of Clause 41 for consultation on Parts 1, 2 and 3 of the
Bill. As noble Lords have said, at the moment, it is
entirely up to the Secretary of State who is consulted,
other than the clarification the Government have brought
in relation to the devolved Administrations.
The context of this amendment is the extensive
power given to Ministers under the Bill. We have
debated this before, but it is worth reminding the
Committee that the Delegated Powers Committee in
its report on the Bill was highly critical of Ministers
for failing to provide sufficient justification for parts
of the Bill adopting a skeletal approach. As the committee
said, the Bill gives Ministers wide powers to almost
completely rewrite the existing regulatory regime for
medicines and medical devices.
It is also worth reminding the Committee that the
Constitution Committee described the Bill as
“a skeleton bill containing extensive delegated powers, covering a
range of significant policy matters, with few constraints on the
extent of the regulatory changes that could be made using the
powers.”

It went on to say:
“The Government has not provided the exceptional justification
required for this skeleton approach.”

The case for a sunset clause is readily apparent, but
in its absence, the way in which consultations are done
assumes more importance than normal. It is very
surprising that the duty to consult is open-ended and
simply leaves it to Ministers to decide who to consult.
The Minister may say that he does not like lists of
organisations to be consulted, but legislation is littered
with lists of organisations because it is important to
reflect the range of bodies that ought to be consulted.
Discretion is always given to Ministers to add to those
lists of organisations.
I hope that the Minister will be prepared to take
this back because in the end, certainly in the absence
of a sunset clause, we have to beef up the provisions
on consultation.
Baroness McIntosh of Pickering (Con) [V]: My Lords,
I support in particular Amendments 105 and 127 in
this group, but I shall speak briefly to Amendment 105
and thank the noble Baroness, Lady Wheeler, for
introducing this short debate on it. In the context of
the proposal for a requirement to consult the devolved
Assemblies, I share the concern expressed by my noble
and learned friend Lord Mackay of Clashfern: it is
essential that we keep all the devolved Assemblies in
tune with Westminster thinking as the Bill and the
regulations under it progress.
4 pm
Will my noble friend the Minister please explain
what form of consultation he imagines will take place
in preparation for the regulations under the Bill? What
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timeframe will be allowed for the consultation? What
regard will the Government and his department have
to the result of the consultation? Also, will the responses
to the consultation be published? In my experience,
every consultation from the Government solicits many
responses, particularly on controversial issues. I think
this will excite a lot of interest as well. Are the Government
now out of the habit of publishing responses to
consultations, rather than their brief resumé of them?
Are they inclined to revert to the former practice of
publishing all the results, which I think is enormously
helpful?
With those few words, I support the sentiments
behind Amendments 105 and 127, but I am concerned
that there should be proper consultation over a 12-week
period, and that the results of and responses to the
consultation will be published for us all to read.

Baroness Jolly (LD) [V]: My Lords, these amendments
relate to consultation. My noble friend Lord Sharkey’s
Amendment 129, to which I have added my name,
specifies some people or classes of people who should
be involved but who have in the past been omitted—
patients or representatives of patient groups, medical
research bodies, the pharmaceutical industry and academic
researchers.
My noble friend asked a good question of the Minister
about why the consultation in Northern Ireland is
with the department and not the Minister. The Select
Committee on which I sit has engaged with the Northern
Ireland Government in various areas of policy. They
often do things well, but they do it their way.
The amendment also calls for details about consultation
timings, consultees and proposed publication details.
The point the noble and learned Lord, Lord Mackay
of Clashfern, made about contacting patients was a
really good one. His remarks follow on from those of
the noble Lord, Lord Hunt of Kings Heath. Many
consultations involve patients, but they are often with
what I might call professional patients. This is not a
derogatory statement, but sometimes they are the usual
suspects and the story does not change. That can lead
to a loss of a total patient view.
Government Amendment 126
“requires a relevant authority to carry out a public consultation
before making regulations under any provision of Part 1, 2 or 3,
and to set out the authority’s assessment of any matter to which
the authority must have regard in making the regulations”.

It also requires the Secretary of State
“to consult the devolved administrations in relation to regulations
under clause 16 (1).”

In this morning’s useful meeting—I join others in
thanking the Minister for hosting such a fascinating
session—we touched briefly on Scotland, Wales and
Northern Ireland. Would the Minister confirm that
the devolved nations are being consulted on their
involvement in their use of our registries, and maybe
ours of theirs?
Amendments 125, 127 to 130 and 132 all relate to
consultation when making regulations, including, but
not limited to, the devolved Administrations, patient
groups, various healthcare organisations and academics.
Consultation is key to all this, with clinicians, who will
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give you one set of information, but even more so with
patients, who will give you a different, richer, more
detailed dataset.
Lord Bethell (Con): My Lords, Amendment 105,
tabled by the noble Baroness, Lady Thornton, would
mandate consultation with the devolved Administrations
before making regulations under Clause 16. This question
has been raised by a very large number of those who
have contributed. Amendment 132, also tabled by the
noble Baroness, would insert after Clause 41 a separate
obligation to consult on regulations made under the
Bill that relate to matters within devolved competence.
Both amendments are unnecessary. It goes without
saying that we will consult the relevant Northern
Ireland departments where it may be possible to make
regulations jointly under Parts 1 and 2 of the Bill for
the benefit of the whole of the UK. I reassure the
noble Baronesses, Lady Jolly and Lady Masham, and
all others who mentioned consultation with the devolved
assemblies that we are in very regular contact. There
are fortnightly four-nations calls. These include NHS
Digital where necessary. We intend to maintain this
level of engagement. It has proved constructive and
has contributed enormously to our plans for broad
consultation on the mechanics of the Bill.
While medical device regulation relates to reserved
matters, the provision of healthcare services, including
the healthcare data collected, is devolved. As the
regulations about the establishment and operation of
the information systems encompass both areas
of responsibility, it is right and proper that the Secretary
of State is required to consult the devolved
Administrations before making regulations under
Clause 16(1).
The noble Baroness’s amendment appears on the
list before my own, but Amendment 126 in my name,
which I will come to shortly, is appropriate for this
situation. It makes it very clear that the devolved
Administrations will be consulted on regulations to be
made under Clause 16. This reflects that provisions in
those regulations may relate to devolved as well as
reserved matters.
Amendment 127 in the name of the noble Lord,
Lord Patel, is unnecessary. My Amendment 126, which
I will come on to shortly, would apply a statutory duty
to carry out a public consultation precisely because we
know how important it is for patients and other
stakeholders to be involved. The intent of Amendment 127
is already achieved by Clause 41 and is further clarified
by the government amendment.
Amendments 128 and 129, tabled by the noble
Baroness, Lady Thornton, and the noble Lord,
Lord Sharkey, would commit the appropriate authority
to consult all those listed before making regulations
under the Bill. We all wish to ensure that a range
of views are adequately captured. However, we do not
wish to inadvertently rule out contributions from those
accidentally not listed. Those listed in the amendments
would not necessarily be directly affected by each
regulation. For example, regulations relating to human
medicines prescribing would not affect veterinary
medicines. I reassure the noble Lord and the noble
Baroness that the consultations will have depth and
reach, and that medical research charities will be fully
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involved. Requiring consultation with all those listed
would be unduly burdensome and seemingly add little
value to the making of regulations.
On Amendment 130 in the name of the noble
Baroness, Lady Thornton, I completely understand
that there are perhaps some concerns with the extent
of consultation, or, indeed, its duration, or that the
Government might seek to consult on proposed
regulations without sufficient notice to those wishing
to comment. This is simply not the case, but limiting
us in this way may hinder the delivery of important
regulations coming into force. If the Bill were to be
significantly delayed, it would mean that we could not
make an efficient start on consulting stakeholders on
key policy areas, such as on a future regulatory system
for medical devices.
Whether consultation is conducted prior to the Bill
achieving Royal Assent or afterwards, we will make it
clear to stakeholders when the consultation processes
will start and end. Consultations will be targeted,
form part of a process of engagement and last for a
proportionate amount of time. For my part, I cannot
wait for the process to begin. It is very exciting.
I know that noble Lords want to know our plans
for consultation, as do I, and when precisely that will
begin. I reassure my noble friend Lady McIntosh that
we will publish responses to consultation. We will
follow the Cabinet Office guidance, which is extremely
stringent. I am incredibly enthusiastic to reach that
next step and to begin to make changes to the regulatory
regime to deliver a comprehensive, stand-alone and
first-class medical devices system, as well as to consult
and have the benefit of informed views, like those of
the noble Lords, Lord Kakkar and Lord Patel, among
others, when we discussed provisional rapid licensing.
I want to make changes to the clinical trials regulations
and to consult on how we can make improvements
and update definitions. Also, of course, I want to
bring in the medical devices information system regulations
so that we can establish a world-leading medical devices
safety regime. I indicated the intention to consult in
the first quarter of 2021 on the innovative medicines
fund. We intend to start public consultation on the
medical devices information system in May 2021. We
also hope to take forward the medical devices regulations
consultation over the summer of 2021. There is obviously
sequencing to do on all the other measures that we will
want to bring in. I will update the House on our
consultation plans in due course. The dates are dependent
on getting the Bill done, of course.
As to Amendment 126 in my name, I heard the
noble Lord, Lord Blencathra, ask at Second Reading
how Parliament could be consulted on regulatory
changes. Others reflected on the importance of consulting
patients on the regulatory changes that impacted or
mattered to them. I know that there has been concern
about whether the relationship to the pharmaceutical
and medical device industries is such that they might
be unduly weighted in consultation, but I assure noble
Lords that that is not the case.
To provide reassurance, Amendment 126 changes
the obligation in Clause 41 to public consultation. The
effect of the amendment would not be to prevent the
appropriate authority from inviting responses from
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certain stakeholders or groups as the authority might
consider appropriate. Engagement and close working
will continue, but Amendment 126 will ensure greater
transparency and enable even more people to become
involved in the consultation.
The duty to consult the devolved nations on Clause
16 has been the subject of ongoing conversations and
correspondence between Ministers in the devolved
nations and me. I spoke earlier about the nature of
these regulations relating to both reserved and devolved
matters. Specific considerations will need to be taken
into account in relation to how the devolved healthcare
systems function and we want to ensure that any
information system that we create is as effective as it
can be. The information system will provide an important
tool for improving the safety of medical devices for
patients throughout the four nations of the United
Kingdom. It has always been our intention to consult
fully the devolved Administrations on the development
of the regulations. I am making this change to provide
greater reassurance and confidence, both to the devolved
nations and to Peers who have raised the significance
of ensuring interoperability between any such information
system and devolved healthcare systems.
The final change made to Clause 41 by
Amendment 126 will mean that participants engaging
with the consultation can understand how the
considerations have been taken into account so far.
This additional transparency will, I hope, provide
noble Lords with assurances that we have taken the
criticisms on board and have provided a method for
Parliament, the public and stakeholders to know how
our thinking progresses throughout the development
of regulations made under the Bill.
The combination of these changes strengthens the
consultation requirement in the Bill. I hope that, taken
together with amendments that I have made elsewhere
in the Bill, it goes some way to meeting your Lordships’
concerns and that the noble Baroness will feel able
to withdraw her amendment. I commend my
Amendment 126.
The Deputy Chairman of Committees (Baroness Fookes)
(Con): I have received a request to speak after the
Minister from the noble Lord, Lord Hunt of Kings
Heath. I am not clear whether the noble Lord, Lord Patel,
also wishes to do so. Perhaps that could be clarified.
Lord Hunt of Kings Heath (Lab) [V]: I thank the
Minister for his extensive response. Essentially, he has
relied on the well-known departmental argument that,
by listing certain categories of organisation, you exclude
others. However, legislation that has been passed in
the last few years has often contained extensive lists of
organisations to be consulted. Amendment 128, which
I support, would give Ministers the power to consult
any other persons that the authority considered
appropriate. I wonder whether the Minister will just
answer this. He would surely accept that this Bill is
highly unusual in giving a huge amount of powers to
Ministers essentially to change primary legislation
through regulation and extensively to alter the regulatory
framework for medicines and medical devices. Given
that, we should be careful about similarly open-ended
regulations on consultation. The amendment would
provide reassurance to the key sectors that they will be

GC 647

Medicines and Medical Devices Bill

[LORDS]

[LORD HUNT OF KINGS HEATH]
consulted, but it would also give discretionary power
to Ministers to add to that on the occasions when
greater flexibility was needed.

4.15 pm
Lord Bethell (Con): My Lords, I acknowledge the
noble Lord’s point that the Bill puts huge emphasis on
the effective and impactful nature of our consultation
arrangements. That is very much our approach. He is
entirely right that these consultations are key. That is
why we have sought, as I have this afternoon, to give
reassurances about our approach to consultation.
On the noble Lord’s point about the listing of
groups, we have in mind two considerations. The first
is that, by listing one group and not another, you
assign a degree of legislative weight on one group and
not the other. That is an unfortunate result of a listing
process such as he describes. Secondly, as I have said,
not all the groups that you could list in one part of the
Bill would be relevant for all parts of the Bill. For that
reason, we are reluctant to provide lists of groups that
technically have to be consulted on every aspect of the
Bill.
I take the noble Lord’s point that broad, effective
and deep consultation is critical to the effective
implementation of the Bill and to the drafting of
thoughtful and effective regulations. All those involved
in the Bill, including the department and me, very
much agree with that point. That is why I tabled the
amendment.
The Deputy Chairman of Committees (Baroness Fookes)
(Con): I have not received any further requests to
speak, so I call the noble Baroness, Lady Wheeler.
Baroness Wheeler (Lab): I thank the Minister for
his extensive and helpful response, particularly on the
comments made by my noble friend Lord Hunt about
the groups that are consulted. This has been an excellent
debate and I have little to add, as noble Lords put
forward the issues so ably, in particular on the importance
of listening to patients and patient representatives so
that the consultation is meaningful and well thought
through, given the enormous powers that are in the
Bill and will be set out in the regulations. It is timely
for my noble friend to remind us of the context of the
DPRRC and Constitution Committee reports. I asked
the Minister to consider whether Clause 41 should
specifically include reference to consultation with the
devolved authorities. If he could come back to me on
that, that would be helpful. I also asked some questions
about his correspondence, which I hope he will agree
to follow up.
Lord Bethell (Con): On the question why the
government amendment is being made to Clause 41
rather than Clause 16, which I think is what the noble
Baroness is asking about, Clause 41 is concerned
with consultation. It is important that consultation
requirements are provided for in one place, as that
assists with clarity and understanding. The legal effect
is the same, irrespective of where in the Bill the obligation
to consult the devolved Administrations when making
regulations under Clause 16 is found.
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Baroness Wheeler (Lab): I thank the Minister for
that and I beg leave to withdraw the amendment.
Amendment 105 withdrawn.
Amendments 106 and 107 not moved.
Clauses 17 to 34 agreed.
The Deputy Chairman of Committees (Baroness Fookes)
(Con): We now come to the group beginning with
Amendment 108. I remind noble Lords that anyone
wishing to speak after the Minister should email the
clerk during the debate.
Clause 35: Disclosure of information
Amendment 108
Moved by Lord Patel
108: Clause 35, page 19, line 22, at end insert—
“( ) The Secretary of State must disclose information for the
purpose of warning the public about concerns relating to
a medical device where there is a clear threat to public
safety.”
Member’s explanatory statement
This amendment places a duty on the Secretary of State to
disclose the information where there is a clear threat to public
safety.

Lord Patel (CB) [V]: My Lords, in moving
Amendment 108, I will also speak to Amendment 114.
I am immensely grateful to my friend, the noble and
learned Lord, Lord Mackay of Clashfern, for his support.
I beg noble Lords’ indulgence because I intend to
explore these two amendments in some depth as I have
some concerns about them.
Amendment 108 places a duty on the Secretary of
State to disclose information
“where there is a clear threat to public safety.”

Clause 35 provides that the Secretary of State
“may disclose information for the purpose of warning members
of the public about concerns that the Secretary of State has in
relation to the safety of a medical device.”

This is welcome, but the power is discretionary. There
is no duty to disclose information in these circumstances.
It is not clear why there should not be an unambiguous
duty to disclose information to the public where their
safety is an issue. The Government have repeatedly
committed themselves in their guidance and policy
documents to patient safety as their primary concern,
and have given reassurances about it in the other
place. However, this clause is yet another example of
where there is no explicit legal commitment to patient
safety. For this reason, an amendment to this clause is
suggested to create a duty to disclose information
where there is a threat to medical device safety.
In addition, it must be queried what is meant by a
“threat to public safety” and how any such threat is to
be judged or even detected. The Cumberlege review
reviewed the failure of medical professionals and the
system in general to listen to patients’ own reports of
pain and the seriously adverse effects of their implants.
The duty to disclose a threat is only as meaningful and
effective as the processes behind it that monitor and
capture the information relating to patients’ adverse
events. A safety issue will not be recognised if patients
are not being taken seriously.
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Part of the findings of the Cumberlege review
related to the ineffectiveness of the current yellow card
system for self-reporting adverse events. There is a
lack of a clear and well-publicised route for patients to
report their experiences. Clear and effective processes
need to be in place to capture the information relevant
to identifying potential threats to public safety. This
duty to disclose should be supported by such processes.
Clause 16 gives the power to create an information
system, and a later amendment introduced by the
noble Baroness, Lady Cumberlege, on the setting up
of a patient safety commissioner, could form part of
the processes needed to ensure that the experiences of
patients and the reporting of adverse events are effectively
monitored, recorded and evaluated. However, effective
self-reporting processes and clear routes for patients
to self-report need to be established. Clarification of
how such reporting is to be integrated into effective
communication across the NHS and the medicines
and medical device regulatory framework as a whole is
needed.
As the Bill stands, so much is left unsaid and what
has been laid out for Parliament to discuss was drafted
and conceived before the findings of the Cumberlege
review were published. Any patient safety commissioner
would need to be properly resourced if they were to
work in practice—equally there should be more
consideration by the Government of processes for
patient reporting and communication across the system.
That ought to be put before Parliament.
Amendment 114 would mean that Regulation 3B
on the requirement for confidentiality in the Medical
Devices Regulations 2002 would remain in place. It
is suggested in the Bill that this is removed.
Clause 37 provides for “Consequential and supplementary
provision”. Subsections (3) to (7) of Clause 37 variously
amend the Medical Devices Regulations 2002. In
particular, subsection (5) removes Regulation 3B from
the 2002 regulations. This was only recently inserted
into the law by the Medical Devices (Amendment etc.)
(EU Exit) Regulations 2019. Regulation 3B requires that
“all parties involved in the application of these Regulations must
respect the confidentiality of information and data obtained in
carrying out their tasks in order to protect … (a) personal data in
accordance with the Data Protection Act 2018; (b) commercially
confidential information … (c) the effective operation of …
inspections, investigations or audits.”

It is not clear why the requirement for confidentiality
has been removed so soon after it was created. While
Clause 35 provides that commercially sensitive data
cannot be disclosed except where necessary for the
Secretary of State to warn of serious harm in civil
proceedings or criminal proceedings, no other clauses
in the Bill reflect the similar requirements that have
now been removed by Clause 37. It is concerning that
in removing the requirement for confidentiality, the
Bill seems to emphasise protection for commercial
interests more than those of patients and users.
The Government should provide clarity on why
they wish to remove this condition to respect patient
confidentiality in operating the Medical Device
Regulations. This not notwithstanding, Clause 37(5)
should be removed.
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Lord Mackay of Clashfern (Con) [V]: My Lords, I
warmly support the noble Lord, Lord Patel, in both
these amendments. First, in relation to safety, the idea
that the Secretary of State “may” disclose information
in relation to concerns about patient safety strikes me
as extraordinary. If I knew that something was dangerous
and that somebody was just about to take it, I think I
might be in very grave difficulty if I did not warn the
person. The idea that the Secretary of State can have
information that suggests a danger to people, and yet
is allowed to keep it to himself in the exercise of his
discretion, strikes me as extraordinary. It may require
some explanation from the Minister as to why that
should be. There is a tendency to provide for discretion
rather than compulsion. We have seen a bit of that
already this afternoon. In the area of safety, discretion
should certainly give way to compulsion where it is a
matter of risk to a person who is involved.
Amendment 114 concerns confidentiality. Patient
confidentiality is one of the most important aspects of
the law on medical treatment. It requires to be taken
into account very carefully because people have a
great concern about the confidentiality of their medical
situation—some people more than others because it
depends on the origin of the difficulties of the medical
history. The general principle of confidentiality in
relation to patients is, in my opinion, extremely important
and I cannot understand why this little provision has
been included that interferes, in my mind, with a very
important principle, without much explanation. I support
both these amendments.
4.30 pm
Baroness Cumberlege (Con) [V]: I put my name to
Amendment 108 and, when listening again to the
noble Lord, Lord Patel, and my noble and learned
friend Lord Mackay of Clashfern, it was so good to
hear this tremendous commitment to the safety of
patients. The public must be paramount and know
where there are issues, conflicts and risks. It seemed to
me that if there really are concerns that a medical
device, for instance, may pose a threat to safety, surely
the public have a right to know?
We should have the right to make informed decisions
about our healthcare, our treatment options and the
medicines and medical devices available to us. Too
often—we have heard this and written about it in the
report, First Do No Harm—the healthcare system has
shown itself to be unwilling, or even unable, to be
transparent. There are too many examples of cases
where people have had treatments or medical devices
inserted without really being aware of the known
safety concerns surrounding them. That is quite
unacceptable.
My hope and expectation is that, once we have an
independent patient safety commissioner—of course,
we are coming on to that in the next amendment—these
safety concerns will be more swiftly and thoroughly
identified and communicated so that patients and
the public know what is going on. I fully support
the amendment. It would provide another layer of
transparency and assurance, which is why I am very
happy to support my noble and learned friend and the
noble Lord, Lord Patel, who I consider my noble
friend, on this amendment.
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The Deputy Chairman of Committees (Baroness Fookes)
(Con): I understand that the noble Baroness, Lady
McIntosh of Pickering, has withdrawn, so the next
speaker will be the noble Lord, Lord O’Shaughnessy.
Lord O’Shaughnessy (Con): My Lords, I will speak
to Amendment 108. In doing so, I remind noble Lords
of my interests as listed on the register and my membership
of the First Do No Harm All-Party Group, set up by
my noble friend Lady Cumberlege. It seems that the
debate and discussion on this issue revolve around the
use of “may” or “must”, as is often the case in legislation
—we are all familiar with this. I fully understand why
the Bill uses the word “may” in relation to concerns as
set out currently in the clause because, as described,
they involve ambiguity. That is implicit in the way the
clause is framed. It therefore requires judgment about
the balance of risks, which is difficult to prejudge.
It seems that Amendment 108 is a build, as they say,
on this and an elegant solution to the existence of a
higher-risk category of the kind that the noble Lord,
Lord Patel, my noble and learned friend Lord Mackay
and my noble friend Lady Cumberlege have talked
about. It would leave “may” in place for when ambiguity
exists, but would introduce “must” when, in their
words,
“there is a clear threat to public safety”,

which is the highest category of risk. It seems
unconscionable to think that, when there is knowledge
of such risks, they should not be communicated; indeed,
there should be, if there is not already, an obligation to
do so. Consequently, I feel that this amendment improves
on the Bill. It seems perfectly logical and rational to
me, and I hope my noble friend the Minister will be
sympathetic.
The Deputy Chairman of Committees (Baroness Fookes)
(Con): I next call the noble Baroness, Lady Jolly, and I
dare say that there will be a little pause before she
speaks.
Baroness Jolly (LD) [V]: I support Amendment 108,
led by the noble Lord, Lord Patel, which would place
a duty on the Secretary of State to disclose information
they hold
“relating to a medical device where there is a clear threat to public
safety.”

Amendment 114, also in the name of the noble Lord,
Lord Patel, would retain Regulation 3B of the Medical
Devices Regulations 2002, which was inserted by the
Medical Devices (Amendment etc.) (EU Exit) Regulations
2019 and, among other things, requires the 2002
regulations to comply with the Data Protection Act 2018.
I support these amendments but wonder what might
be the process to contact patients in the event of a
fitted medical device fault, which might lead to a
threat to public safety if it was more than just one. Would
it be the same sort of process as that for recalling
certain faulty domestic appliances, which, by law, also
need to be recorded? Noble Lords may chuckle, but
there is a system there. Where the patient has a medical
device implanted, who is responsible for taking patient
contact information?
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More importantly, how does the patient ensure that
their contact data is up to date? Will it link, using the
unique patient reference number: their 10-digit NHS
number? It would need the patient to ensure that their
personal data is kept up to date via the website or app.
Many do use the NHS app, but, given the patient
demographic, I would not be that confident in relying
on that mechanism. I am not sure that the general
public are ready for that requirement or, in many
cases, have the capacity or devices to fulfil it. Could
the Minister clarify this for me?
Baroness Thornton (Lab): I am very grateful to the
noble Lord, Lord Patel, and the noble and learned
Lord, Lord Mackay of Clashfern, for bringing these
amendments to the Committee. They are quite different,
although linked. On Amendment 108, which would
place a duty on the Secretary of State to
“disclose information … about concerns relating to a medical
device where there is a clear threat to public safety”,

the noble Lord, Lord O’Shaughnessy, absolutely got it
when he said that this is not a “may” but really is a
“must”. The thing about this that would interest me
most, because it is an important duty, is how it could
happen: what would trigger such a disclosure, where
would it come from and how would it be handled?
The only thing I would ask about this issue is
whether a Secretary of State is the right person to do
that. I have in mind someone who is now a respected
noble Lord of this House, who fed his daughter a
burger to show us that beef was safe during the BSE
outbreak, which led to the creation of the Food Standards
Agency as an independent organisation that would
say, “This food is actually unsafe”, to the Government.
It quite rightly has the powers to bring about a closure
or recall. This is exactly the right place to be on patient
safety. The only question I would pose is: is that the
right person to do it?
Amendment 114, on Regulation 3B, worries me
enormously. I would need to have an explanation from
the Minister as to why he would remove confidentiality
and seemingly protect commercial interests. It is very
worrying, and the Committee needs to know the
justification for that because it looks to me like it
probably needs to remain in place.
The Deputy Chairman of Committees (Baroness Fookes)
(Con): I understand that there was an error, and the
noble Baroness, Lady Bennett, was not called, so I call
her now.
Baroness Bennett of Manor Castle (GP) [V]: Thank
you, Madam Deputy Chairman; I resisted the urge to
leap in. My contribution, anyway, will be brief. I want
to build on my remarks in the previous group and, in
particular, to address Amendment 108 in the name of
the noble Lord, Lord Patel. I referred then to the
article in the British Medical Journal about the medicalpolitical complex. We have seen over the decades,
again and again, in respect of medicines, pesticides
and herbicides, situations where there has been growing
concern about a particular chemical. Critics have come
under tremendous pressure, including critics often from
Governments—critics in official positions—from very
large, powerful commercial interests to remain silent.
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The noble and learned Lord, Lord Mackay of
Clashfern, asked how anyone could not speak out in a
situation where they saw that there was a danger or a
serious cause for concern. We have seen again and
again, however, situations where people, including
Ministers in Governments, have come under tremendous
pressure. Does the Minister not think that an amendment
such as that proposed by the noble Lord, Lord Patel,
would protect the Government, the individual and the
public if she or one of her successors were in a situation
where there was grave cause for concern but also very
powerful multinational company forces at play?
Baroness Penn (Con): My Lords, I thank the noble
Lord, Lord Patel, for his amendment, designed to
ensure that the public are always warned about concerns
relating to a medical device where there is a clear
threat to public safety. The Government agree that
sharing information with the public—as well as the
healthcare system—is important. Safety information
is provided already to relevant special interest groups
and through social media channels to ensure that
messages are accessible and reach those affected who
need to be aware or take action. This can include
patients, healthcare professionals and members of the
public. For example, MHRA recently urged users of
Safe and Sound Infrared Ear Thermometers to check
their product code and lot number due to a voluntary
recall of specific lots because of a two-degree temperature
overreading fault. This is a safety concern for members
of the public who are monitoring their temperature,
particularly in view of the pandemic. However, noble
Lords are correct that it is critical that we do more to
improve transparency and share more safety information
to support patient safety. This has been made even
more apparent in the findings of the report by my
noble friend Lady Cumberlege.
Clause 35, along with Clause 13(1)(h)(iii), is designed
to ensure that in future we can share information with
key parts of the healthcare system, academia and the
public in a considered and effective way. Under the
current medical device legislation, MHRA does not
have a clear legal basis to report all incidents involving
medical devices occurring in the UK. By contrast, this
has been common practice in the USA, via the FDA’s
MAUDE database, and in Australia, via its DAEN
database. Medicines legislation already enables MHRA
to provide its interactive drug analysis prints, or iDAPs.
It is therefore right that, via the information-sharing
powers in this Bill, we are able to disclose in an
appropriate manner all medical-device serious incidents.
This will provide greatly improved transparency about
the safety of medical devices in the UK.
Amendment 108 would place a legal requirement
on the MHRA to disclose information to the public to
warn them about concerns relating to a medical device
where a clear threat to public safety had been determined.
The amendment is unnecessary, as the MHRA would
always share safety information with the public where
it was necessary to do so. However, issuing warnings
and safety information to the public needs careful
management, a good understanding of the situation,
full verification of the data and consideration of wider
complexities. There is a high risk that mandating the
disclosure of clear threats to public safety would commit
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MHRA to regular disproportionate direct communication
to the public about safety issues that the public cannot
act on.
The great majority of MHRA’s medical device safety
alerts require healthcare workers, not members of the
public, to take action to remove a public health threat.
For example, MHRA’s national patient safety alert of
23 September 2020, addressing a clear threat to public
health, instructed all hospital trusts and other healthcare
providers on actions to be taken to avoid potential
unexpected shutdown, leading to a complete loss of
ventilation, when using the Philips Respironics V60
ventilator. Such messages should not be targeted and
promoted to the public but should be made available
passively to the public; for example, via access to a
website. Otherwise, this would likely create unwarranted
anxiety in the public about safety issues that they
themselves could address because they required the
intervention and clinical support of healthcare
professionals.
4.45 pm
Clause 35(2) will ensure that the public are warned
of concerns about the safety of devices in the most
appropriate and effective way. We can proactively warn
the public when there are actions that they can take to
protect their own or others’ safety. In addition, we will
be able to ensure that the public have access to wider
information about the safety of devices, passively through
the MHRA website. All adverse incidents with medical
devices, for example, are published on the MHRA
website.
Amendment 108 would risk the MHRA being forced
to put out information that may cause harm. We must
ensure that patients receive safety information in a
proportionate manner, and that they will be in a
position to engage with the information when serious
safety warnings are given that affect them.
In response to the question about who makes the
decisions on issuing such safety warnings and what
that process is, I undertake to write to noble Lords
with more detail.
Amendment 114 from the noble Lord, Lord Patel,
would retain Regulation 3B of the Medical Devices
Regulations 2002, as amended by the Medical Devices
(Amendment etc.) (EU Exit) Regulations 2019. This
imposes certain confidentiality requirements on those
operating the regulatory system for medical devices. I
believe that the noble Lord’s intent is to ensure that
confidentiality requirements apply when information
is shared under Clause 35. I reassure the noble Lord
that subsections (5) and (8) already take into consideration
the disclosure of commercially sensitive information
and personal data, as described under Regulation 3B
of the Medical Devices Regulations 2002, and provide
safeguards to ensure that commercially sensitive
information will not be disclosed unless necessary and
proportionate and that any disclosure of information
will not contravene data protection legislation.
Keeping in place Regulation 3B of the Medical
Devices Regulations 2002 would create two conflicting
provisions: Regulation 3B, which would, on its face,
restrict the regulator operating under those regulations;
and what is currently Clause 35, which, with certain
restrictions and limitations, would allow the regulator
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to disclose some information to which that restriction
in Regulation 3B might apply. The Government seek
to use the powers within this Bill to improve transparency
around medical devices and want to be as clear as
possible in law about what they can and cannot disclose
and the circumstances in which that disclosure could
take place. By leaving Regulation 3B in place, there
would be contradictory and overlapping provisions
concerning confidentiality and disclosure of information
that would be unnecessarily confusing.
I reassure noble Lords that the provisions relating
to confidentiality that we are talking about in respect
of these clauses is the confidentiality of manufacturers
and not patient confidentiality. While respecting
manufacturers’ confidentiality, the measures that we
are taking in this Bill will allow us once we have left
the EU at the end of the transition period to share
more information with a view to patient safety than is
currently allowed under EU regulations. The steps
that we are taking are about being able to do more on
patient safety than we currently can under the EU and
do not contravene any of the measures on patient
confidentiality that noble Lords have expressed concerns
about.
I hope that I have reassured noble Lords that Clause 35
provides for an appropriate level of transparency while
providing appropriate safeguards, and that neither of
these well-intentioned amendments are therefore necessary
or appropriate. I therefore hope that the noble Lord,
Lord Patel, feels able to withdraw his amendment.

The Deputy Chairman of Committees (Baroness Fookes)
(Con): I have received a request to speak after the
Minister, so I call the noble Baroness, Lady Thornton.
Baroness Thornton (Lab): My Lords, I thank the Minister
for her explanation in response to Amendment 114.
My desire to explore the issue slightly more is partly a
result of what the noble Baroness, Lady Cumberlege,
and others have said. It is also partly a result of the
very helpful discussions this morning about the time
that it is going to take to get the protection on devices
in place. If we have another mesh situation, will that be
able to emerge in this period of time? If so, who will be
responsible for saying that it is not a safe device?
Baroness Penn (Con): I believe that responsibility
will continue to lie with the MHRA. We have existing
systems, such as the yellow card reporting system. The
report by my noble friend Lady Cumberlege will have
made an important difference; as we discussed earlier
and in other sittings, not just the systems but the
culture will need to change. That culture change has
begun already.
We must get the systems right so that they operate
as intended and deliver the results that we all want, but
the noble Baroness, Lady Thornton, is right: in the space
that there will be while we implement these changes,
we need to be extra vigilant about these potential issues.
As I have already said, adverse incidents involving
medical devices are published on the MHRA website.
The job is to take all that information and make sure
that it is not just dispersed but that people can build
the bigger picture. That is what we are working towards.
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Lord Patel (CB) [V]: My Lords, before I start, let
me thank my noble friend Lady Cumberlege enormously
for putting her name to Amendment 108. I apologise
for not alluding to that earlier.
The noble Lord, Lord O’Shaughnessy, got it: my
amendment leaves it to the discretion of the Secretary
of State that there might be times when disclosure is
not required.
To my friend the Minister, I say: good try, but I am
not convinced. I do not see why my amendment cannot
be accepted—it provides discretion but just removes
“may”.
As far as Amendment 114 is concerned, the point is
exactly this. The Minister may recollect the journalist’s
report on the regulation of devices in the EU, which
raised concerns about manufacturers not agreeing to
provide safety information that they may have had when
they were testing the devices. Removing that requirement
for manufacturers does not help patient safety—hence
my amendment asking to leave Regulation 3B as it is.
I have listened. In the meantime, I beg leave to
withdraw the amendment.
Amendment 108 withdrawn.
Amendments 109 to 111
Moved by Lord Bethell
109: Clause 35, page 19, line 33, at end insert—
“(4A) The Secretary of State may disclose information to a
person outside the United Kingdom where required for
the purpose of giving effect to an international agreement
or arrangement concerning the regulation of medical
devices.”
Member’s explanatory statement
This amendment makes clear that information held by the
Secretary of State in connection with medical devices can be
disclosed, subject to certain restrictions, to persons outside the
United Kingdom in order to give effect to a relevant international
agreement or arrangement.
110: Clause 35, page 19, line 35, leave out “or (4)” and insert “,
(4) or (4A)”
Member’s explanatory statement
This amendment is consequential on amendment in the Minister’s
name inserting a new subsection into Clause 35.
111: Clause 35, page 19, line 37, leave out “or (4)” and insert “,
(4) or (4A)”
Member’s explanatory statement
This amendment is consequential on the amendment in the
Minister’s name inserting a new subsection into Clause 35.

Amendments 109 to 111 agreed.
Clause 35, as amended, agreed.
Clause 36 agreed.
Clause 37: Consequential and supplementary provision
Amendments 112 to 114 not moved.
Clause 37 agreed.
Amendments 115 and 116 not moved.
Clause 38 agreed.
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The Deputy Chairman of Committees (Baroness Fookes)
(Con): We now come to the group consisting of
Amendment 117. Once again, I remind noble Lords
that anyone wishing to speak after the Minister should
email the clerk during the debate.
Amendment 117
Moved by Baroness Cumberlege
117: After Clause 38, insert the following new Clause—
“Independent Patient Safety Commissioner
(1) An independent Patient Safety Commissioner is
established.
(2) The Office of Patient Safety is to be hosted and funded
by the Cabinet Office.
(3) The Patient Safety Commissioner must publish a
business plan, reviewed annually, which sets out, in
relation to the discharge of the Commissioner’s
functions—
(a) the Commissioner’s proposed main activities for the
period covered by the plan (including the matters
he or she intends to consider or investigate), and
(b) the Commissioner’s proposed strategic priorities for
that period.
(4) The Patient Safety Commissioner must appoint an
advisory board to provide the Commissioner with advice
and assistance relating to the discharge of his or her
functions, consisting of persons who (taken together)
represent a broad range of interests which are relevant to
the Patient Safety Commissioner’s functions, and must
from time to time publish a report on the procedure
followed and the criteria used when making
appointments to the advisory board.
(5) The Commissioner’s functions are to—
(a) promote and improve patient safety with respect to
the use of medicines and medical devices;
(b) promote the views and interests of patients and
other members of the public in relation to the
safety of medicines and medical devices;
(c) make recommendations to the Secretary of State;
(d) establish and, when deemed appropriate, revise
Principles of Better Patient Safety;
(e) receive direct reports from patients and other
members of the public, any other persons (whether
natural or corporate), and the Secretary of State
and, when the Commissioner deems appropriate,
share those reports with relevant organisations and
the Secretary of State;
(f) produce and lay before Parliament for the attention
of any committees of either House whose remit
covers medicines and medical devices—
(i) an Annual Report and Accounts, and
(ii) any other reports regarding patient safety, which
may include recommendations to improve patient
safety with respect to the use of medicines and
medical devices.
(6) For the purposes of subsection (5)(d), the Principles of
Better Patient Safety must—
(a) describe expected patient safety outcomes relating
to the safety of medicines and medical devices; and
(b) be drafted in consultation with the public.
(7) For the purposes of subsection (5)(f), the Commissioner
may require a public body and other persons (whether
natural or corporate) to provide such information as is
reasonable in order to fulfil that function relating to the
safety of medicines and medical devices.
(8) In fulfilling his or her functions, the Commissioner may
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do anything which appears to be necessary or expedient
for the purpose of, or in connection with, the
performance of his or her functions.
(9) The Commissioner has the duty to involve and inform
patients and other members of the public in carrying out
his or her functions.
(10) The Commissioner may make recommendations to the
Minister for the Cabinet Office for any additional
powers which the Commissioner considers may be
necessary to fulfil the duties and functions under this
section.
(11) The Minister for the Cabinet Office may by regulations
make any other provision relating to the establishment of
the Commissioner, including—
(a) the appointment of a Commissioner,
(b) the terms of office,
(c) remuneration and financial and other assistance,
(d) staff, and
(e) any other matters the Minister for the Cabinet
Office considers appropriate.
(12) A statutory instrument containing regulations under
this section may not be made unless a draft of the
instrument has been laid before and approved by a
resolution of each House of Parliament.”
Member’s explanatory statement
This new clause would establish the Patient Safety Commissioner
on a statutory basis, as recommended in the report of the Independent
Medicines and Medical Devices Safety Review.

Baroness Cumberlege (Con) [V]: My Lords, this
proposed new clause, which would implement one of
the most important recommendations in our report,
First Do No Harm, is about the independent patient
safety commissioner. I am conscious that you cannot
change history, but you can plan for the future; that is
what we seek to do through the independent
commissioner.
I thank noble Lords from all sides of the House
who have put their names to this amendment, particularly
the noble Baroness, Lady Jolly, and the noble Lords,
Lord Hunt of Kings Heath and Lord Patel. I also
thank the noble Lords who spoke in favour of the
commissioner at Second Reading and have done so
often since then.
Many people outside Parliament have also voiced
their support. It really gladdens my heart, when we
live in such troubled times, to have a rock-solid consensus.
Of course, I await the response from my noble friend
the Minister but I really do hope that he will choose
not to stand apart but to be instrumental in improving
safety and the lives of thousands of people by supporting
this amendment, even if it requires a bit of redrafting.
I think that noble Lords will be grateful that I will
not go through the amendment subsection by subsection,
paragraph by paragraph, because that would take all
night and it is all there for noble Lords to see. First,
though, let me put a question. Why do we need this
independent patient safety commissioner? It is quite
simple: because there is no one person whose task it is
to listen to the voices of patients, to stop the trends
and patterns that give rise to safety concerns, and to
encourage or require the healthcare system to act on
those concerns when they are not being recognised
and realised.
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The healthcare system has failed to listen to patients’
concerns. Our review vividly and tragically illustrated
that. Thousands of people have suffered. Lives have
been ruined. I am absolutely convinced that, had we
had a patient safety commissioner—that is, if that
person had existed—much of the harm done could
have been prevented.
It is not only what we found in our review that
proves the need for this. Think of the recent Paterson
inquiry. Its findings echoed ours, with patients voicing
concern but their voices not being heard and avoidable
harm going undetected. Sadly, we all know that there
is a long line of similar examples; indeed, Essure, a
contraceptive device that has caused many women
terrible suffering, was reported on by the BBC last
weekend.
We know our own bodies. We know when something
is not right. We know when a treatment is causing a
problem. We are the first to know, yet patient voices
and experiences are all too often simply referred to as
anecdotes and written off. They are not; they are
serious research. We think that a patient safety
commissioner would put an end to that—an end to
anecdotes simply being written off.
There have been suggestions that existing organisations
are already responsible for patient safety so we do not
need another one. I want to tackle that fallacy head
on. If it is true that organisations in the healthcare
system are performing this task and doing it effectively,
why has so much avoidable harm occurred?
The system simply is not working. Yes, the organisations
within the healthcare system are doing their job; people
are working very hard as individuals, and in the
organisation, but they are disjointed and siloed, and
patient safety is not their overriding purpose. They did
not prevent the avoidable harm that we discovered.
While some organisations have elements of safety
within their remit, not one has patient safety as their
total focus, and not one considers that they have the
responsibility to listen, spot trends, raise concerns and
get the system to act.

5 pm
When as a review team we worked together in July,
in the early days when we first met, we heard from patients
the enormity of their suffering, and we said, “Come
on, we must act now.” But we were only a review team
and could only recommend. Sir Cyril Chantler, my
vice-chairman, and I went to talk to NHS England, to
Professor Keith Willett and to the department’s then
Chief Medical Officer, Dame Sally Davies. We asked
them for these mesh operations to be paused until six
safety measures were introduced. I have to say that
those individuals were amazing and, to their credit,
agreed to halt operations immediately. Today, more than
two years later, those safety measures still have not
been delivered.
I have heard some people say that we could nest a
patient safety commissioner inside an existing body in
the healthcare system. Quite frankly, that troubles me.
The commissioner needs to be independent of the
system—a person who is outside the system looking
in, not somebody being in and looking out. We want
someone who is independent, outside the system
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looking in. The commissioner must have an uncluttered
and single-minded focus on patients and patients’
needs, and that person needs to hold their trust. The
notion that such an important and major role should
be nested within something else is practically flawed.
Rather than being subsumed by an existing body, it
would amount to a reverse takeover.
Similarly, the answer is not to set up another regulator
within the system. We do not need another regulator;
the space is too crowded already, as it is. No, we need a
new voice, one which will talk and act from the patients’
perspective and encourage the system to do what
needs to be done and hold it to account. Crucially, the
commissioner must have statutory powers; he or she
must have their powers established in legislation, which
is why I am proposing this amendment today.
We have looked at other commissioners—certainly
the Children’s Commissioner, who has proved herself
so effective. She speaks for children. When I looked at
her job description, I thought, “Yes, that’s what we
want from the patient safety commissioner.” I was
really interested to hear her on Radio 4 when there was
a lot of controversy about children going to school or
not. Parents were worried, as were the trade unions
and the teachers—as were the children, to some extent.
The Children’s Commissioner said, “Stop your squabbling.
These children need to get back to school.” And I
thought, “That’s great—that’s what we want from our
patient safety commissioner.”
We need a person of standing, independent,
accountable to Parliament and with the Cabinet Office
as their sponsor, within government but avoiding conflicts
of interest with other departments. This new voice will
continue the work we started in our review, pressing
the healthcare system to take timely action, where
action is needed to minimise harm.
The remit of the patient safety commissioner as set
out in the proposed new clause extends to medicines
and medical devices. I have been asked whether the
remit should not be wider, to cover all forms of treatment
or even all patient experiences, not just those linked to
safety. My answer is this: let us get to first base. The
remit could be extended in future beyond medicines
and devices, but this is where I believe the need is most
urgent and we should address it.
Our healthcare system is very good. It is full of
wonderful people, working hard to treat illness and to
help people live healthy lives. But we discovered in our
review that something is missing. We need something—no,
we need someone—to be the patients’ port of call,
their listener and their advocate. We need a person who
holds the system to account, monitors trends and
requires it to act. We need this person to be the golden
thread tying this disjointed system together in the
interests of those who matter most: the patients. Quite
simply, we need an independent patient safety
commissioner. I beg to move.
The Deputy Chairman of Committees (Baroness Fookes)
(Con): Before I call the next speaker, I must tell the
Committee that we normally have a break about now
but it has been suggested that we delay it until there is
the vote in the Chamber, expected very soon, and that
we then take 15 minutes. In the meantime, I call the
noble Lord, Lord Patel.
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Lord Patel (CB) [V]: My Lords, first, it was a
privilege to put my name to the amendment moved by
my noble friend Lady Cumberlege. It is a pleasure to
follow her powerful speech, which made the case for
an independent patient safety commissioner so powerfully
that I am tempted to say that no more needs to be said
about the amendment except for the Minister to accept
it. But of course I cannot do that. I will try to make a
case for why now is the time to accept what the noble
Baroness is asking for. The time for her amendment
has come.
I strongly support the amendment. It was one of
the key recommendations of the noble Baroness’s
report First Do No Harm to establish an independent
commissioner for patient safety and to do this through
legislation. The need to address patient safety as an
important aspect of healthcare was identified in England
following the publication of the report An Organisation
with a Memory. This was the watershed moment in the
history of patient safety development. In 2001, a
report was produced, Building a Safer NHS for Patients,
which led to the establishment of the National Patient
Safety Agency for England; a national reporting and
learning system was to be developed as part of it. In
2006, Safety First, a report for patients, clinicians and
healthcare managers, was published, with the objective
of recasting the functions of the National Patient
Safety Agency. It was after that that I took the chair
of it.
The National Patient Safety Agency did develop
several good and respected methodologies and
publications, and introduced some fundamental patient
safety protocols, but it lacked the power and authority
of an organisation established in statute. Functioning
as an arm’s-length body of the Department of Health,
and at its behest, was not the way to establish patient
safety. In my view, it weakened its ability to deliver
patient safety across the NHS.
As chair, I remember having to try to persuade
management at NHS Confederation meetings that
alert notices related to patient safety needed to be
implemented. This lack of statutory authority meant
that hospital trusts were not required to follow any
guidance or alert notices. On Friday 1 June 2012, the
functions of the NPSA were transferred to the special
commissioning board as the NPSA fell victim to the
cull of quangos. So what has happened since? Regulatory
organisations have come and gone. NHS structures
have changed and continue to do so. The NHS is a bit
of a political football; I remember that, when I suggested
that the political parties stop using it as one, the noble
Lord, Lord Hunt, laughed at my comment. Change is
a constant feature.
Patient safety documents and policies from 2000 to
the present day all sound alarmingly familiar: progress
is slow and incremental, even at present. An NAO
report criticised the pace of change as regards patient
safety, saying that it was too slow and that those who
manage trusts focused more on financial budgets than
patient safety. One result was the Mid Staffs crisis: we
all remember how devastating that report was, particularly
in what it had to say about the major patient safety
failings.
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We now have another devastating report, First Do
No Harm. It is the second, and I hope the last, call for
us to establish patient safety through legislation and
on behalf of patients. The Government’s response to
the Francis report defines the current patient safety
system. Patient safety became an important aspect of
government policy, with several initiatives and three
global ministerial meetings, et cetera, but the processes
are the same. Have things changed? In my view, not
much, especially in terms of a clear demonstration of
reducing patient harm. The patient safety organisations
that exist are still part of and accountable to NHS
departments, not to patients.
The noble Baroness focused her amendment on the
safety of medicines and medical devices. Of the top
five areas of patient safety errors, harm related to
medicines and medical devices rank second and fourth.
She is right to focus on these two areas as the first task
of the commissioner for patient safety. A 2018 review
of errors related to medicine estimated that 237 million
errors occur every year in England. The national
reporting and learning system had 204,000 incident
reports related to medicine, while 712 deaths are attributed
yearly to medicine-related harm, costing annually
something like £70 million.
Data in relation to the harm associated with medical
devices is not as readily available, except when investigated
as part of a report such as First Do No Harm. However,
figures from the USA can be used as a proxy, as its
larger population may give some indication of the
scale and types of devices implicated. A recent report
in the USA showed the following as examples: 60,000
cases related to the use of surgical mesh; a similar
number in relation to defibrillators; and 104,000 cases
related to hip prosthesis. There were many more. These
data clearly show not just the level of safety issues in
relation to medicines and medical devices but the need
to address them.
It is time to give patient safety the legal status it
needs, as the noble Baroness, Lady Cumberlege, said.
It is time for a bolder and more ambitious vision to
make patient care safer. I believe that her amendment
does this and I strongly support it.
The Deputy Chairman of Committees (Baroness Fookes)
(Con): I understand that there may be a delay in the
vote taking place in the House for technical reasons. I
do not think that we can go on here indefinitely so I
suggest that I call the noble Lords, Lord Hunt of
Kings Heath, and we break then regardless.
5.15 pm
Lord Hunt of Kings Heath (Lab) [V]: My Lords, it is
a great pleasure to follow the noble Lord, Lord Patel.
No doubt we will have further debates about the role
of politics in the National Health Service. I would just
say to him that I think the failure of NHS England is,
in many ways, an example of how we end up with a
quango that seems unaccountable to Parliament but
Ministers wash their hands of many of the decisions
that they make. The problem is that you can end up
with the worst of all worlds.
That perhaps reflects some of the issues relating to
patient safety because, thanks to the Minister, we all
enjoyed meeting the person responsible for patient
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safety in NHS England. The problem is that NHS
England has many other responsibilities, including
financial and target responsibilities. Patient safety does
not really seem to be that body’s top concern.

This seems to be the very point that the noble
Baroness, Lady Cumberlege, makes. Her report’s
conclusion is really rather shocking in many ways. She
made a general conclusion from the three areas that
she investigated. She said that the healthcare system
“is disjointed, siloed, unresponsive and defensive. It does not
adequately recognise that patients are its raison d’etre. It has
failed to listen to their concerns and when, belatedly, it has
decided to act it has too often moved glacially.”

That is a devastating critique, particularly in relation
to patient safety.
I forgot to declare an interest as a member of the
GMC board, but I must make it clear that I am not
speaking on behalf of the GMC.
The noble Baroness’s recommendation of a patient
safety commission is so powerful because she proposes
that somebody sits outside the current system, accountable
to Parliament and not to Ministers or the devolved NHS
management system. She argues for the commissioner
to have the necessary authority and standing to talk
about, report on, influence and cajole where necessary
without fear or favour on matters related to patient
safety.
In pointing to the Children’s Commissioner, the
noble Baroness, Lady Cumberlege, has really put her
finger on it. This gives us an idea of the sort of person
we need—someone who, like the Children’s Commissioner,
challenges the positions of Governments, schools, unions
and local authorities. As the noble Baroness said, I am
certain that it was the Children’s Commissioner’s
comments that led to the reopening of schools. I do
not believe that somebody in a government department
or a quango could have done that. She did it because,
personally, she is a very admirable person, but structurally,
because she is wholly independent.
The noble Baroness made some very telling points
when she anticipated a potential criticism of her report.
The core of it is that many organisations already have
some responsibility for patient safety in their remit.
That is true, and they all do good work, but she is right
because none of them really has patient safety as a
systematic approach to the NHS as their sole remit.
Until we have some independent agency or person
with patient safety as their sole remit, I am afraid that
I do not think that we will make progress. We must
accept that, if patient safety is one of many objectives
of an organisation, compromises inevitably have to be
made.
There is a tension between funding, throughput,
targets and patient safety—not always, but sometimes.
Here, I turn back to my experience as a foundation
trust chair. The trust boards hold a huge amount of
tension within them. Of course they are concerned
with patient safety and quality, but they are also under
the cosh from NHS England and the regulator, NHS
Improvement, for their overall performance, whether
financial or in throughput. I certainly accept the argument
that many of the best organisations where everything
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runs well include patient safety, but to deny that there
is a tension between these other objectives and patient
safety is disingenuous.
That is why we look forward to the Minister making
a strong statement. If he simply says that this is
outside the Bill’s scope, as we have been told consistently,
it will not cut the mustard, because we could easily
start expanding and extending the Bill as we get other
legislation and when the Government finally respond
to the report of the noble Baroness, Lady Cumberlege.
In my view, the Bill will not leave this House unamended
unless the Government can make it clear that they are
determined to implement the noble Baroness’s central
recommendation.
The Deputy Chairman of Committees (Baroness Fookes)
(Con): My Lords, I suggest that the Committee adjourn
for 15 minutes.
5.21 pm
Sitting suspended.
5.36 pm
Lord Mackay of Clashfern (Con) [V]: My Lords, the
Bill will confer a power to amend or supplement the
law relating to human medicines, veterinary medicines
and medical devices. I respectfully submit that a power
to create a system to protect the public in relation to
all three, but particularly two of them, is well within
the scope of the Bill.
When I first read the report of my noble friend
Lady Cumberlege, I was extremely upset by what it
disclosed. When the noble Lord, Lord Hunt, followed
me last time, he said that doing so was a privilege. I
want to say that following him is a tremendous privilege
because he knows much more about the internal structures
of the health service and its related services than I do.
I was privileged to represent the Medical and Dental
Defence Union of Scotland for a good number of
years before I joined the public service. The work was
concerned primarily with mistakes of one kind or
another that doctors or dentists had been involved in,
but the need for safety was absolutely clear in most of
the cases I was involved in. The first time I ever came
to the House of Lords was on the instruction of the
Medical and Dental Defence Union of Scotland, but
of course, that was long ago. The case concerned the
safety of a patient.
The message that cries out from the report of the
committee chaired by my noble friend Lady Cumberlege
is that people are suffering considerable harm as a
result of treatments given in the health service, but
they have no one to turn to. There is no direct public
voice for patients to come to and discuss the matter. It
is essential to have someone to whom patients can
bring their concerns, which may not always be complaints.
It may start as something much less than a complaint—a
concern that becomes a complaint if not attended to
in any way.
It is essential that somebody with authority and
complete independence of the health service be put in
place now who is able to listen to what any patient may
want to say in connection with the treatment he or she
has received. There is a huge deficiency, as has been
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exposed clearly by the examples given in the report.
Therefore, there is an urgent need for Her Majesty’s
Government to deal with that immediately. It is all
very well to say that it is not this or that, but the truth
is that this is urgent, because people are suffering and
have suffered from the absence of anybody to whom they
can turn in situations such as those described in the
report. The Government would be heavily at fault if
treatments and difficulties of this kind emerged in the
future without them having done anything about it.
The setting up of a patient safety commissioner
seems to require in the first instance the appointment
of a completely independent person who would be a
voice for patients, with a knowledge of the service but
independent of it. He or she could bring a patient’s
question or trouble to the attention of the part of the
service that was intimately concerned with it and do
something about it. The report makes it clear that the
full powers that a patient safety commissioner should
have is a matter for detailed work by a taskforce, but in
the meantime statutory authority should be given to
an independent person to listen to those suffering in
some way from a difficulty in relation to the health
service so that it can be brought to people who understand
the nature of the subject. The independent person
could bring it to the appropriate authority. It is a
serious matter that should be dealt with straightaway.
I am very impressed by the example of the Children’s
Commissioner, which has been referred to. In the
recent discussion about whether to keep schools open,
the Children’s Commissioner could not be said to be
an organ of the Government, of the trade unions, or
particularly of children; she stood independently in a
relationship that considered all three parties. That
gave her tremendous authority in a very difficult situation,
which remains difficult. She was able as an independent
person authoritatively to say that children should come
back to school. Of course, it was necessary to take
effective steps to protect them, but I believe that she
was influential in bringing that about. In Scotland
also, that has been an important area in delivering
people from the stringency of the lockdowns.
So that is a very good illustration of what an
independent person can do. I strongly hope that the
Government will put forward an amendment to deal
with this matter in the simplest possible terms at present,
but with the possibility of enlargement as time goes
on. Indeed, I suggested some time ago to the Department
of Health that it would be useful for it to consider an
amendment that would give effect to the report—but I
gather that nothing has happened in that direction so
far. So we might have to think about amendments to
try to deal with some of those matters, as well as
the present one. But I strongly support the essence of
the present amendment, and I strongly support it
happening now.
The Deputy Chairman of Committees (Lord Russell
of Liverpool) (CB): Before I call the next speaker,
could I request that the noble Lord, Lord Patel, mutes
himself ?
5.45 pm
Lord O’Shaughnessy (Con): My Lords, it is a pleasure
to follow my noble and learned friend Lord Mackay of
Clashfern in talking to my noble friend Lady Cumberlege’s
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important amendment. It is impossible to match the
passion and forensic skill with which she introduced
her amendment—no one can make the case better and
I will not try—but I offer her my deepest support for
what she is trying to achieve through it.
The review that my noble friend carried out is quite
simply one of the most remarkable of its kind, detailing
as it does the extraordinary harm done to patients,
mostly women, because of an inadequate safety regime
that was too lax on products coming into the market,
not capable of fully monitoring the adverse effects of
products while they were used in the health system,
and unwilling to heed the voices of those crying out in
agony because of the harm being done to them and
their families.
The First Do No Harm report is full of arresting
facts: the 11-year delay between the first statistically
significant evidence of the links between hormone
pregnancy tests and malformations in babies; the lack
of clinical evaluation of the use of mesh—a supposedly
inert and harmless device—in the treatment of pelvic
organ prolapse in tens of thousands of people; and the
20,000 people exposed in utero to sodium valproate in
the UK, around half of whom have been affected
physically or mentally, often very severely. But its true
power comes from the testimony of those women
whose lives were turned upside down by the adverse
effects of these tests, pelvic mesh, sodium valproate
and other medical scandals.
It was a privilege to hear this testimony at first hand
when I was a Minister in the department, and I pay
tribute to those brave women who led delegations to
bring their message of pain and sorrow, and of being
patronised by those who claimed to care for them,
to us. Marie Lyon, Kath Sansom, Emma Murphy,
Janet Williams—women like them are the reason why
Ministers, and ultimately the then Prime Minister,
asked my noble friend to carry out her review. It is to
tens of thousands of women like them and their
families that we owe a duty to implement the findings
of that review.
There are many excellent proposals in the report,
and it is my sincere wish that my noble friend Lord Bethell
and his colleagues at the department will implement
its recommendations as soon as possible. However,
one recommendation stands out: the proposal for a
patient safety commissioner, which is the subject of
the amendment. Having served in government, I know
that there is often internal resistance when a review
proposes a new arm’s-length body or something of
that kind, so I will explain why I believe that this one is
so important and why there is a strong precedent for a
Conservative Government introducing one.
As my right honourable friend Jeremy Hunt said
when he first launched the medicine and medical device
safety review in February 2018, it is the responsibility
of the Government to listen, hear and act with
compassion, speed and proportionality when things
are going wrong. As the exhaustive findings of my
noble friend’s review show, this did not happen, time
and again, over many decades—and it must.
Whose responsibility, then, should it be? I, like
other noble Lords, have great confidence in the NHS,
the MHRA, the DHSC and other bodies, but we must
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be honest that none of them has consistently lived up
to the maxim propounded by the former Secretary of
State. More importantly, too many patients have had
negative experiences interacting with these organisations
when they were seeking help, so confidence in their
ability to act in patients’ interests is not robust.
As the review continued, it became clear to me, as it
did to my noble friend Lady Cumberlege, that there
was a need for an entirely independent body that
could act as the patient’s friend on safety in the
system, a gateway and a support mechanism where
those who were not being listened to could go—if you
like, a conscience for the system. This would benefit
the health system too, providing aggregated access to
new information on safety issues and a potential to
spot emerging concerns. Nothing that currently exists
could perform both these essential functions in a way
that carries the support of patients.
These are precisely the roles that the patient safety
commissioner is proposed to play. There are different
ways it could be implemented, of course, but it must
be independent of the department and the NHS, as
other noble Lords have said, and it must be patient-facing
in all it does. We already have examples of how this
could and should work. Many noble Lords have referred
to the excellent work of the Children’s Commissioner.
I also point to the Victims’ Commissioner, a role
fulfilled until recently with great expertise by my noble
friend Lady Newlove, and the new independent office
of the Domestic Abuse Commissioner. It is absolutely
right that these new positions have come into being,
and I am proud that it was a Conservative Government
who created them.
So once again I throw my weight behind the proposals
of my noble friend Lady Cumberlege. I am sure that
my noble friend the Minister is highly sympathetic to
this cause. For the sake of all those women—and the
men and children who have also been harmed—I hope
that we can work together to make it happen.

Lord Blunkett (Lab): First, I declare a tangential
interest in the sense that I am patron of the Society of
Occupational Medicine and, together with the faculty,
it obviously has a real interest in this area, as well as
its broader remit. I apologise to the noble Baroness,
Lady Cumberlege, and the Committee for not being in
my place at the beginning of her incredibly powerful
speech, and I endorse what people have said already
about not only the speech but the incredible work and
reflections in the report.
The history that the noble Lord, Lord Patel, gave
us, indicates very clearly the challenges that have been
faced in this area. I am the first Member to speak who,
as a former Member of Parliament, had people at my
surgery bewildered, frustrated and not in a position,
as they were in America, to go down the litigious route
to get any satisfaction. But, of course, down the road and
down the line is, as the report of the noble Baroness,
Lady Cumberlege, indicates, is too late. Having someone
who can intervene to prevent misery, hurt and, for
many, terrible trauma for life is really important.
When you have the noble and learned Lord,
Lord Mackay, and a former Health Minister, the
noble Lord, Lord O’Shaughnessy, on your side, you
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are on a winner, and I hope that the noble Lord,
Lord Bethell, will be able to indicate that he is prepared
to go back to what we used to call the Legislative
Committee—difficult as that is, because there is
enormous resistance in government, as the noble Lord,
Lord O’Shaughnessy, will remember and my noble
friend Lord Hunt will be painfully aware, to having
substantial amendments to Bills and to conceding that
measures were not thought of first within the department.
But I hope that on this occasion it will be possible to
do so.
Reference has been made to other commissioners,
and I endorse what the noble Lord, Lord O’Shaughnessy,
said about the noble Baroness, Lady Newlove, and the
powerful work that she did. I respect her greatly, as I
do Anne Longfield, the Children’s Commissioner. I
say to my good friend and noble friend Lord Hunt
that I like to think that some of us in the political
arena played a bit of a part in getting the schools
reopened as well as the commissioner, but she did a
phenomenal independent job in that area. I hope that
the commissioner recommended by the noble Baroness,
Lady Cumberlege, would be able to do the same in this
sometimes forgotten area.
I am not sure that she will thank me for this, but
perhaps the noble Baroness will accept that there may
be a connection with the Health and Safety Executive,
because the research and testing facilities it has may
have a relevance here, and some connection with the
commissioner that she has recommended may be sensible.
My noble friend Lord Hunt and I shared an interest in
this when we were both at the Department for Work
and Pensions and the HSE reported to us. We had a
number of ideas which, because we had both moved
on, did not come to fruition—but here we are, all
those years later, with an opportunity to do something
that would be of great benefit to many people—mainly,
as the noble Lord, Lord O’Shaughnessy, said, women—
who have suffered so grievously and did not need to.
The Deputy Chairman of Committees (Lord Russell
of Liverpool) (CB): The noble Baroness, Lady McIntosh
of Pickering, has scratched from this group, so we
move on to the noble Baroness, Lady Ritchie of
Downpatrick.
Baroness Ritchie of Downpatrick (Non-Afl) [V]: My
Lords, it is a great pleasure to follow the noble Lord,
Lord Blunkett, on this group. I pay tribute to the
noble Baroness, Lady Cumberlege, for her report and
for introducing this proposed new clause, which I feel
the Minister should accept.
I apologise for not participating on previous days
but I was involved in debates in the Chamber, so I ask
your Lordships to accept my apologies.
I fully accept the need for this new clause. At
Second Reading, I indicated that the recommendation
of an independent patient safety commissioner, on a
statutory basis—one of the central recommendations
in the report of the noble Baroness, Lady Cumberlege,
and her team—should be given legislative effect. The
provision of high-quality healthcare in which all citizens
can have confidence defines any nation. For me, that is
why this Bill is so important and why it should be
amended to include this proposed new clause, among
others. Our ethical practices are of the highest standard,
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and any medical product available in the UK, or
indeed anywhere, must be rigorously tested and be
shown to be safe and effective. That also goes for the
Covid vaccines which are currently under investigation
and awaiting licence.
I have long campaigned to get justice for pelvic
mesh sufferers who have been left with internal damage
and intense, chronic pain. They were failed by an
appalling culture of mismanagement, ignorance and
apathy within the health system. These victims deserve
better justice and we must ensure that this sort of
systemic failure never happens again. I remember, as a
Member of the other place, meeting many constituents
—in the main, women—who had a pelvic mesh inserted
and suffered immeasurable pain. They were trying
their very best to have it removed.
The recent report by the noble Baroness,
Lady Cumberlege, First Do No Harm, on surgical
mesh and other medical interventions, was scathing in
its assessment of the failure of a disjointed and defensive
health system to listen to and address patient concerns.
Much of the suffering, it concluded, was entirely
avoidable. As I said, I met victims of this appalling
mismanagement when I was a Member in the other
place. I learned at first hand of the pain they had been
forced to endure and the impact that it had on the
quality of their lives and those of their families. Therefore,
I am pleased that the report was commissioned and I
am happy to support the recommendation for an
independent patient safety commissioner, as per the
proposed new clause. It should be placed on the face
of the Bill. I believe that, if the Government are serious
about that report and about the Bill, this recommendation
should be given legislative effect, and I urge the Minister
to accept the amendment.
It would be vital for the commissioner to lead with
full patient group engagement, and be accountable to
Parliament. Patient groups should also be involved in
developing a set of better patient safety principles that
would govern the way the commissioner fulfilled her
or his remit.
As other noble Lords have referred to, we now have
experience of the work of various commissioners. I
can speak about those that exist in Northern Ireland.
There is now a Veterans Commissioner, a Children’s
Commissioner and a victims’ commissioner. They all
do good work, acting as advocates for people in their
specific fields, and bring forward recommendations to
the devolved Administrations. In this particular instance,
there is absolutely nothing to suggest that this
commissioner, if established through this legislation,
would not do likewise. They would be a listening ear
and would seek to improve existing health service
regulations and practice, particularly in the area of
medical devices.
Therefore, I am very happy to support this proposed
new clause, and I urge the Minister to accept it.
6 pm
Lord Sheikh (Con) [V]: My Lords, I commend my
noble friend Lady Cumberlege on putting forward this
important amendment, which has my full support.
I referred to this issue when I spoke at Second
Reading. At the outset, I congratulate my noble friend
on her thorough and excellent review, including the
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bravery of its participants. The Cumberlege review
was clear that there is an urgent need for action. I
welcome this Bill, which aims to put patient safety
first.
We need to listen to the review’s recommendations
and create an independent patient safety commissioner
through the enactment of this amendment. This
commissioner would be a trusted voice for patient
safety and would ensure that the Primodos, valproate
and mesh scandals, or any other previous scandals, are
not repeated. As the Cumberlege review shows, the
harm caused should have been avoided—and could
have been, if patients’ concerns had been properly
listened to and acted on.
Furthermore, Sir Cyril Chantler, one of the review’s
panel members, rightly said that if such a commissioner
had existed before, there would have been no need for
this latest inquiry as the Primodos, valproate and
mesh scandals would have been dealt with at an early
stage, thus preventing the high number of patient
incidents that were allowed to occur. Instead, thousands
of patients and their families suffered for many years.
Many of them were not listened to even though they
were right. If this Bill is to succeed in its goal of
promoting patient safety, we must accept this amendment.
Patients should not have to fight to be heard. They
should not be made to feel that they are in the wrong.
Patients and their families need to be consulted, listened
to and given a voice. Through this amendment, the
patient safety commissioner would be that voice. As is
stated in the amendment, the commissioner would
“promote the views and interests of patients”

and would be able to
“receive direct reports from patients and other members of the
public”.

This way, all concerns will be listened to and properly
acted on. The amendment also states that the
commissioner will be able to produce
“reports regarding patient safety … with respect to the use of
medicines and medical devices.”

This information will be essential in making patients
aware of any potential risks or harms so that they can
make fully informed decisions about their treatment.
I am glad to see that the commissioner would be
independent so that the public know that any information
is accurate and unbiased.
Our healthcare system is one of our greatest assets.
I would like to state my gratitude for all the marvellous
work that the NHS has done and continues to do. As
we have seen during this pandemic, NHS staff have
done sterling work and work effectively as a team.
Unfortunately, some key workers have paid the ultimate
price and we are for ever grateful to them.
The NHS is a very large organisation that does
many great things but it cannot do everything right.
Sometimes it is better when activities are undertaken
by outside bodies that have specific duties and expertise.
This is where a patient safety commissioner will play
an important role in overseeing the whole system.
Furthermore, as in this amendment, an advisory board
will support the commissioner in their work, using its
wide range of experience.
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Our current complaints system is too complex and
there have been issues with reports being misplaced
and poor co-ordination between the different departments
and actors. As the commissioner would be constantly
reviewing patient safety and be completely aware of
any potential issues, they would be able to keep the
Minister and the Cabinet Office informed, for the benefit
of patients. The commissioner will be able to join the
dots in our big healthcare system so that nobody gets
lost, and will provide a more straightforward direction.
I am also supportive of this amendment because it
requires the commissioner to publish an annual business
plan. As a businessman, I know how important this is
in creating a clear strategy to bring together different
stakeholders and respond to current issues. This annual
plan, alongside establishing and updating the principle
of patient safety, will help guide the whole healthcare
system. I am also glad to see that subsection (6) of the
proposed new clause means that these principles must
“be drafted in consultation with the public.”

This will make them more accurate, and help build
public trust.
Unfortunately, the Primodos, valproate and mesh
scandals are not the only cases of a lack of patient
safety and we must learn from previous historic mistakes.
In 1958, Distaval was licensed in the UK. It was sold
as a wonder drug for insomnia, coughs, colds and
headaches. It also gave many women relief from morning
sickness symptoms, but this drug contained thalidomide
and had not been tested on pregnant women.
In November 1961, it was withdrawn from sale and,
in May 1962, the Government released an official
warning against its use by pregnant women. Thalidomide
harmed the development of unborn babies, causing
serious life-threatening birth defects, and affected 10,000
babies worldwide, and many more are thought to have
died before birth. The drug led to the arms or legs of
the babies being very short or incompletely formed, as
well as causing deformed eyes, ears and hearts. In the
UK, more than 400 adults are still living with these
consequences.
In 1968, the UK producer Distillers paid 62 families
of thalidomide-affected babies compensation amounting
to 40% of assessed damages. A similar amount was
paid to a further 367 children in 1973. However,
it later became clear that these settlements were not
large enough to support those affected in their day-to-day
lives. Only in the last 10 or 15 years since the scandal
have significant settlements been made and provided
by Distillers, now part of Diageo, as well as by the UK
Government.
Although there have been many improvements in
drug testing since the thalidomide scandal, the delays
in dealing with potential risks and proper compensation
were totally unacceptable. I comment again that, if
there had been a patient safety commissioner, the scale
of harm would have been limited, action could have
been taken more quickly and compensation may have
been paid earlier.
It is imperative that we learn from these historic
scandals and the more recent scandals related to Primodos,
valproate and mesh. Therefore, we must have a patient
safety commissioner. We have to support this amendment,
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and I welcome its objective to lay reports before Parliament
and committees. It is important to take quick and
appropriate action against any harmful medicines or
medical devices before they become a scandal. It also
means that the correct bodies and people can be held
to account so that the right improvements can be
made.
Independent commissioners have been incredibly
valuable in certain areas; for example, the Children’s
Commissioner, which was established in 2004. Since
the start of the pandemic, 14 different reports and
policy briefs have been produced by the Children’s
Commissioner. They have provided key information
on how children are affected, different vulnerabilities
and how the Government—
The Deputy Chairman of Committees (Lord Russell
of Liverpool) (CB): My Lords, excuse me. The Grand
Committee will adjourn for five minutes because there
is a Division. We will reconvene at 6.16 pm.
6.11 pm
Sitting suspended for a Division in the House.
6.16 pm
The Deputy Chairman of Committees (Lord Russell
of Liverpool) (CB): My Lords, the Grand Committee
will reconvene again, and I call upon the noble Lord,
Lord Sheikh, to finish his contribution.
Lord Sheikh (Con) [V]: Thank you. My Lords, I
have nearly finished. I conclude by saying that a
patient safety commissioner will be a champion to
mobilise changes and deliver necessary improvements.
This is vital for creating a healthier system that works
for everyone because it can listen to everyone. We must
ensure that historical or recent scandals are not repeated,
and we must therefore accept this amendment.
Baroness Masham of Ilton (CB) [V]: My Lords,
I would support an independent patient safety
commissioner, as its aim would be to
“promote and improve patient safety with respect to the use of
medicines and medical devices,”

which is vital. In the past years there have been some
tragic cases: patients have been left in long-term pain
after operations with medical mesh; pregnant women
have taken medicines that have caused disabilities in
their children; and people have died due to the wrong
dose of morphine or potassium chloride by the wrong
button being pressed on the infusion pump.
I hope that, if established, the patient safety
commissioner would be able to help patients from the
private health sector as well. There have been some
unfortunate incidents in plastic surgery, for example.
I would like to ask a few questions, but I do not
know whether it is the noble Baroness, Lady Cumberlege,
or the Minister who can answer them. The NHS is so
huge and has so many different bodies and groups.
Many people get confused about who does what.
Would the patient safety commissioner co-operate
with the Healthcare Safety Investigation Branch and
the Citizens’ Partnership, which will work with HSIB
on healthcare safety investigations?
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AvMA—Action against Medical Accidents—which
works for patient safety and justice, would be happy to
work with an independent patient safety commissioner.
Would that be helpful? Many all-party groups take
evidence from patients and experts on safety issues.
Would the safety commissioner be interested in collecting
the data and promoting what is appropriate? A great
deal of time, energy and experience goes into producing
these reports.
There are still cover-ups and fears about reporting
safety issues. Patients and their supporters need to feel
that their voices are heard and will be acted on
independently, and that they will stay safe and not be
victimised for reporting patient safety matters. I thank
the noble Baroness, Lady Cumberlege, for her report
and for bringing this subject up the agenda to where it
should stay, with the lead of a patient safety commissioner.
Baroness Bennett of Manor Castle (GP) [V]: My
Lords, I can only begin this contribution, as I did at
Second Reading, by paying tribute to the power and
importance of the report by the noble Baroness,
Lady Cumberlege, as so many other noble Lords have.
I also note that the length of the list of Peers speaking
to this amendment reflects the fact that this is perhaps
the most important element of her recommendations,
or certainly the most easily and directly deliverable
through legislation.
When thinking about how I could contribute within
this long list of speakers in a positive way, I decided to
go back to the noble Baroness’s report and to the
patients who spoke to her. If I were delivering this as a
public speech, I would at this point deliver a trigger
warning: what I am about to say is very disturbing.
That needs to be said now.
I will quote three of the patients quoted in the
noble Baroness’s report. The first is identified as a
mesh-affected patient who said:
“I have had a constant battle to get the help and treatment I
needed with my mesh complications. ‘Gaslighting’ and a ‘fobbing
off’ culture appears to be rife”.

The second quote is from a former GP and mesh-affected
patient:
“I do … believe there is a huge unconscious negative bias
among you all towards middle aged females in chronic pain.”

Finally, the third quote is from Teresa Hughes, from
Meshies United:
“They would tell you there is nothing wrong with you and that
you are just a hysterical woman”.

It is worth reflecting briefly on the history of medicine
and the medical profession. The idea of a wandering
womb—with strange afflictions supposedly affecting
women, particularly those of reproductive age—goes
back to the ancient Greeks. We have something here
that has been embedded for literally millennia. If we
look to more recent history, it was the book on hysteria
by Edward Jorden in 1603 that really pinned down in
English something that became medical doctrine for
centuries. This treatment of female patients has a very
long and embedded history.
If we look back at the 1960s and 1970s, up until
that point in time the culture of medicine was very
much one of paternalism. The doctor, who was most
often a male, knew best; the patient was told what they
should do and how they should be treated. The doctor
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knew what was best for them and the patient had very
little say or control. We can credit the women’s movement
as an important part of the forces driving for change
in the medical profession. We have seen change, but
medical habitus does not change quickly in its practices
and culture. It is clear from those quotes I just read
out that there is still a long way to go. There is a strong
gender aspect to this, but many male and child patients
were affected by it as well.
A patient safety commissioner could be someone to
go to: someone who knows the system and has sufficient
technical support to understand the issues, and to see
where systematic breakdowns are happening and act
on them. The Children’s Commissioner is a wonderful
example—the noble Baroness, Lady Cumberlege, referred
to it—and by chance I was referring to that commissioner
approvingly in this very same Room yesterday.
We have already seen action on the recommendation
for a patient safety commissioner in Scotland, and I
am proud that the England and Wales sister party, the
Scottish Greens, was very strong in supporting that.
With this amendment, your Lordship’s House has a
real chance, as we have been doing with so many Bills
lately, to insert an important and key improvement.
I hope that, if not today then sometime very soon,
the Government might see the sense of following the
Scottish lead and the recommendations of the report
of the noble Baroness, Lady Cumberlege. However, if
that is not the case, I can certainly offer the Green group’s
very strong support for pushing this further—as far as
it needs to be pushed—to deliver this vital figure.
Baroness Jolly (LD) [V]: My Lords, Amendment
117 would establish the independent patient safety
commissioner on a statutory basis, as recommended
in First Do No Harm, the report of the Independent
Medicines and Medical Devices Safety Review. As the
noble Baroness, Lady Cumberlege, said, it is a future-facing
amendment towards a proposed organisation. It has
not been a surprise that all noble Lords who have
spoken have been hugely supportive of her report.
This recommendation from the Cumberlege review
was overwhelmingly supported by the House at Second
Reading and is vital to ensure that the interests of
patients are represented, to try to prevent scandals
such as that regarding mesh implants from recurring.
We support it wholeheartedly, and I was delighted to
add my name to the amendment.
At present, there is no one to listen to the voice of
patients, act on concerns, gather data and put together
a clear picture to report back to the department.
Commissioners can bring a fresh pair of eyes to an
area but also a strong voice for patients. Of course, as
the noble and learned Lord, Lord Mackay of Clashfern,
said, they bring independence too. In addition, they
will have unique statutory powers and responsibilities,
such as powers to get access to data, and investigatory
powers, with power of entry if necessary. Of course,
patients’ voices would need to be heard, so in all
probability, there would be a helpline, as well as email
access and access via a website and by letter.
The noble Baroness, Lady Cumberlege, spoke of
the Children’s Commissioner, and she was not alone.
It has been a great success. The commissioner knows
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her remit and, as the noble Lord, Lord Hunt of Kings
Heath, said, she speaks with no vested interest except
in children, and she stays within it. She champions
children and, as has already been said, this has given
her authority. As a consequence, the organisation is
hugely respected.
I have heard the criticism of the cost of such a body
as the patient safety commission, and I feel sure that
the noble Baroness would have squared off the funding
for a commissioner and their office with the Cabinet
Office, which would be the funding vehicle. However,
compared with similar commissions, it would amount
to less than £1 per head of population per year—less
than tuppence per person per week. I defy anyone to
claim that that is excessive. This is indeed of value, and
patients of course deserve it.

Baroness Thornton (Lab): The last remark of the
noble Baroness, Lady Jolly, was very pertinent indeed.
After this debate, I probably need to say only that,
from these Benches, we support the noble Baroness,
Lady Cumberlege, in her proposal to establish a patient
safety commissioner on a statutory basis. We have
heard powerful contributions from the noble Baroness,
Lady Cumberlege, herself, the noble Lord, Lord Patel,
and my noble friend Lord Hunt. I always thought,
when I was a Minister and since, that you should
always listen when the noble and learned Lord,
Lord Mackay of Clashfern, says that, in his “respectful
submission”, something is a good idea; it is always a
good idea for the Minister to take note of that.
6.30 pm
The scale and severity of avoidable harm that resulted
from the three interventions over a period of several
decades is shocking, as noble Lords have said. As the
noble Baroness says, such experiences resulted in
“relationships destroyed, careers broken, and as a result financial
ruin, with no income, many lost their homes, and faced their
children being taken into care”.

The report also strongly states that patients and their
families should not be left to
“join up the dots of patient safety”

for themselves.
Over the 20 years that I have been in your Lordships’
House, there have been at least three reports about
patient safety—some as a result of scandals—yet
the systematic causes of unsafe care persist. I recall
Liam Donaldson’s report in 2000, An Organisation
with a Memory, a report of an expert group on learning
from adverse events in the NHS, and Ian Kennedy’s
heart-wrenching 2002 report on the public inquiry
into children’s heart surgery at the Bristol Royal Infirmary,
Learning from Bristol. Of course, I was the Minister
who, from the Dispatch Box, had to deal with the
Report of the Mid Staffordshire NHS Foundation Trust
Public Inquiry, or Francis report, which was as harrowing
in what it said as the report of the noble Baroness.
And yet we have still not learned how to ensure that
patient safety is at the heart of our work in the NHS
and that patients have a voice. That is what is at the
heart of this amendment.
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The amendment also deals with health inequalities.
The interventions focused on in the report were all
taken and used by women, and its findings highlight
consistent themes around sexist attitudes to patients’
concerns. That is yet another reason why having an
independent patient voice is so important.
I hope that the Minister supports this amendment
and, if he cannot, that he will commit to bringing an
amendment back on Report which recognises the patient
voice and influence within the NHS, and that a new
patient safety commissioner would strengthen that
voice and the NHS enormously by bringing a focused
perspective to improving patient safety.
Lord Bethell (Con): My Lords, I start by profoundly
thanking my noble friend Lady Cumberlege. It has not
escaped the notice of anyone in this Grand Committee
that her amendment has the support of a very large
number of noble Lords, including the noble Lords,
Lord Patel and Lord Hunt, and the noble Baronesses,
Lady Jolly and Lady Thornton. Many Members spoke
in favour of her report’s recommendation at Second
Reading, and I expected that we would spend time on
these matters now.
Let me say at the outset that the Government take
very seriously the report of the Independent Medicines
and Medical Devices Safety Review, led by my noble
friend Lady Cumberlege. We are absolutely determined
to learn from it. We are taking time to carefully
consider the report and all its recommendations before
we respond, which is reasonable. Given the important
issues it raises, it is only right that the report gets due
consideration. It is right that, on a report of this
length and breadth, we take the time to do this properly.
At the heart of the review are harrowing stories of
hundreds of people and their families. It is right that
the Government have made an unqualified apology on
behalf of the health system to all the individuals
affected by this report.
I shall say a word about the pause in the use of
vaginal mesh in the treatment of prolapse and incontinence
which was introduced in mid-2018. As my noble friend
Lady Cumberlege rightly observed, the pause introduced
a period of high vigilance, restricted practice to ensure
that NICE guidance was followed. A blanket ban on
the relevant procedures was not recommended as there
needed to be some exceptions within the pause. I am
aware of the six conditions that must be met before the
pause can be lifted. The majority of the six measures
are in hand. NHSE is working closely with providers
to set up specialist mesh removal centres and is working
in partnership with the British Association of Urological
Surgeons and the British Society of Urogynaecology
to ensure that there is a consistent approach to informed
consent and shared decision-making in these centres
with clear and accessible information available for
patients. I am aware that a data solution is yet to be
fully implemented, but I reassure noble Lords that I
understand that NHS Digital, working with NHSX,
has put together a programme of work to establish an
information system to collect surgical implants and
devices data from all NHS and private provider
organisations, starting with mesh-related procedures,
and that this work is in the pilot stage with a view to
establishing a medical device information system.
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We recognise that Amendment 117 stems from the
centrepiece recommendation of that bold and far-reaching
report to establish an independent patient safety
commissioner. He or she would promote the interests
of patients and other members of the public in relation
to the safety of medicines and medical devices. We
recognise that the role would be to help patients navigate
the healthcare system architecture and to troubleshoot
problems and that, as my noble friend put it in her
report, the commissioner could be a golden thread
tying our complex health system together in the interests
of patients and the public. We recognise the significance
of the intention of this amendment. We wholeheartedly
accept that listening to patients is a key step to preventing
the sort of issues that the report by my noble friend
Lady Cumberlege has highlighted.
We accept that policymakers, the NHS, private
providers, regulators, professional bodies, pharmaceutical
and device manufacturers need to do more to engage
patients and families, and to recognise and use their
insights as a vital source of learning. It is only by
listening to patients, their families and staff that we
can learn from mistakes and continually improve. On
this point, it has been imperative that we listen, and I
am listening very carefully today to the points made
by colleagues about the arguments for a commissioner
and how this might sit within the wider system. I will
continue to listen.
However, before I turn to Amendment 117, allow
me to explain why patient safety is an unwavering
commitment for the Government and the measures we
are taking to embed patient safety throughout the
NHS. These include putting a positive learning culture
at the heart of the NHS and ensuring that providers
are listening to those who raise concerns at the time
they are raised, whether by patients, their families or
staff, and that they show empathy and sensitivity when
they respond. This is a culture where patients are
listened to in the first place and not one where they
feel they must resort to a third party in order to be
heard.
Following the tragedy of Mid-Staffs, which the
noble Baroness, Lady Thornton, referred to, and some
other very concerning cases, we have overhauled the
infrastructure underpinning safety and quality in the
past decade. That includes taking steps to help staff
speak up when they see things going wrong. A culture
that listens and responds to concerns in the first place
is crucial if the right lessons are to be learned and
errors are to be minimised. Our measures include
establishing: the Healthcare Safety Investigation Branch
to examine the most serious patient safety incidents
and promote system-wide learning; medical examiners
to provide much-needed support for bereaved families
and to improve patient safety; a duty of candour so
that hospitals tell patients if their safety has been
compromised and apologise; and protections for
whistleblowers and freedom to speak up guardians
across all trusts, supported by a national guardian.
In addition, the NHS people plan for 2020-21 sets
out our vision for a health service that is compassionate
and inclusive, that is not hierarchical and where people
are listened to. We know that implementing change
can be a slow and complex process for many organisations
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and individuals. Healthcare will always involve risks,
but they can be reduced by analysing and tackling the
root causes of patient safety incidents.
However robust our regulatory and oversight system
is, ultimately, improving patient safety requires those
at the executive level of our health service to act just as
much as individuals involved in patient care. It is why
in 2019 we commissioned the NHS national director
of patient safety, Dr Aidan Fowler, to publish a new
NHS patient safety strategy. Substantial programmes
are planned which include: a framework to support
patients to contribute to their own safety by having
patients or their advocates on all safety-related
clinical governance committees in NHS organisations;
a requirement for all NHS organisations to identify a
specialist to lead on patient safety; the first ever systemwide patient safety syllabus and training for all staff so
that they have the knowledge to make care safer
themselves; a new patient safety incident response
framework to improve the handling of patient safety
investigations in the NHS; a successor to the national
reporting and learning system to support safety
improvement and help the NHS when things go wrong;
and a national patient safety improvement programme
to prioritise the most important safety issues in the
NHS, including medicines safety.
Implementation of the 10-year NHS patient safety
strategy is being led by a team that is more than
50 strong. At its core, the strategy seeks to significantly
improve the way the NHS learns, treats its staff and
involves patients. The strategy seeks to ensure that all
healthcare organisations in England adopt a different
focus for patient safety that is based on culture and
systems. NHS England and NHS Improvement have
assessed that getting patient safety right could save
1,000 lives and £100 million in care costs each year
from 2023, with the potential to reduce claims provision
by around £750 million a year by 2025. The NHS
patient safety strategy will be refreshed each year to
support our ambition of cementing patient safety into
the everyday fabric of the NHS and encouraging a
safety and learning culture. NHS safety bodies are
doing more to involve patients to better understand
issues that give rise to patient safety concerns. Let me
give a couple of examples.
The Healthcare Safety Investigation Branch has
established a citizen partnership panel to bring in
patient insights and ideas for referrals or improvements
in HSIB’s investigations. The experiences of patients
and their families are central to the regulatory approach
of the CQC and its future direction. The MHRA has
begun a substantial programme of work to drive
forward change in its culture, where a key priority is
listening and responding to patients.
Lest we forget, the healthcare system architecture is
complex. This means that patient safety regulation
is prone to overlaps of remit and gaps between oversight
bodies. It is why our consideration of the
recommendations by my noble friend Lady Cumberlege
includes how a patient safety commissioner would
interact with other bodies across the healthcare landscape,
ensuring that they could make a difference without
creating duplication or confusion.
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With this in mind, although Amendment 117 from
my noble friend Lady Cumberlege, the noble Lords,
Lord Patel and Lord Hunt, and the noble Baroness,
Lady Jolly, would give the patient safety commissioner
considerable latitude about how he or she would operate,
it is without detail about how the commissioner would
interact with other bodies. For example, proposed new
subsection (5)(e) would allow the commissioner to
receive direct reports from patients and the public.
However, the CQC, the Parliamentary and Health
Service Ombudsman and the MHRA, among many
others, are all open to receiving direct reports from
patients and the public. They have a responsibility to
listen to complainants whatever the cause of the complaint
may be. These bodies also have their own routes for
reporting. For example, adverse incidents relating to
medicines and medical devices are reported through
the MHRA’s yellow card scheme. Proposed new subsection
(5)(e) does not address how a new route for patients to
report safety concerns would mitigate the risk of drawing
patients away from reporting these incidents to the
MHRA or of causing a delay in the MHRA receiving
this vital information or receiving it at all.
Proposed new subsection (7) enables the commissioner
to require information from public bodies and others
for the purposes of producing and laying before
Parliament reports regarding patient safety. Although
this power does not, as we might expect, extend to
requiring information for the purposes of fulfilling the
commissioner’s other functions, it is otherwise broad,
because it would apply to both public and private
bodies, and individuals, and could involve requests for
sensitive personal data and confidential commercial
information that these bodies may not agree are reasonable
for the purposes of the commissioner’s public reports.

6.45 pm
The Government want to ensure that patients in
England are not let down by our most loved institution,
which was set up to protect each and every one of us.
There is no doubt that the report by my noble friend
Lady Cumberlege gives the Government and everyone
in healthcare a lot to think about. My noble friend has
done a great service by highlighting the importance of
listening to patients and we are considering carefully
her recommendation to establish a patient safety
commissioner.
Whatever structures we put in place, the reality is
that patient safety is a combination of culture, behaviours
and underlying conditions. Patients should be able to
trust that their concerns will be listened to without
feeling that they must resort to a third party to be
heard. It is ultimately about the way we work with,
and behave towards, each other, and towards patients
and their families. Any approach to add a further layer
to an already complex health system architecture should
aim to mitigate the potential for issues to get lost,
confused or duplicated. It definitely should not hamper
the effectiveness of existing patient safety bodies. It is
absolutely right that we put the patient at the heart of
the system and improve the system around them.
I am very grateful to my noble friend Lady Cumberlege,
to the noble Lords, Lord Patel and Lord Hunt, and
to the noble Baroness, Lady Jolly, for tabling their
amendment. However, with the utmost respect to them,
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the Government are unable to accept it for the reasons
I have outlined. I therefore hope the noble Baroness
feels able to withdraw her amendment.
The Deputy Chairman of Committees (Lord Russell
of Liverpool) (CB): I have received one request to
speak after the Minister. Baroness Thornton.
Baroness Thornton (Lab): I am grateful to the Minister
for that detailed answer, but as far as I can see, it
underlined the point about the fragmentation of patient
safety. He is undoubtedly right about the need to
change culture. Will the Minister look at this again,
because I mentioned the three inquiries in the past
20 years that I knew about very well, and every one of
them said very similar things to what the Minister has
said? None of them has produced the kind of support
that one would want for patients or been the catalyst
required here from the patient safety commissioner.
Will the Minister go back and think about this again?
Lord Bethell (Con): I take the encouragement of the
noble Baroness to heart. I would be very happy to
think further on it. She makes a very good point: we
know about the terrible incidents of the past and the
very substantial responses that they had. I share with
her the frustration that these problems continue to
arise. For that reason, as I said, we are looking for a
really thoughtful, considered response to the review
overall. As I said in my earlier remarks, the case for a
patient safety commissioner is one that we are looking
at. I listened to absolutely everyone who has spoken in
its advocacy, but we do not regard it as a silver bullet
or a single point of catalysis, which I do not think the
noble Baroness was alluding to. We are looking for a
broad response to the review that would ultimately
take on all the different points that the noble Baroness
and her review team have made.
Baroness Cumberlege (Con) [V]: My Lords, I will
come to the Minister’s summing up at the end, but I
thank all noble Lords who have taken part in this
debate. I have not heard anything really contrary or
disturbing against a patient safety commissioner. It
has been supported, and I am very grateful for that.
I first thank the noble Lords, Lord Patel and Lord Hunt
of Kings Heath, and the noble Baroness, Lady Jolly. I
know that the noble Lord, Lord Patel, has been a
champion of safety both in Scotland and in this
country. I share his impatience. He considered some of
the interesting reports that have been produced and we
hope that they all have made a little difference—but
not enough. He is so right to say that we are searching
for independence, as other noble Lords have mentioned.
The person who we appoint to this position is so
important. We do not want a patsy or someone who is
just going to do what the department and Ministers
want. We want an independent voice. I thank all those
who also talked about a patient safety commissioner
and the Children’s Commissioner, who, as we all said,
has been outstanding. I also thank the noble Lord,
Lord Patel, for his revealing statistics, which were
interesting.
I understand the cynicism of the noble Lord,
Lord Hunt of Kings Heath, about NHS England. I
say just one thing about it, but I should have declared
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my interest at the start of the debate because I am
employed by NHS England in the context of maternity
services. The chief executive took our report, Better
Births, and said, “I am giving you five years to implement
it”. He gave us the people, resources and everything
else. We were making real progress until March. The
virus has really knocked us back—we did not expect
it. However, in the four years that we have completed,
we have changed much of the culture within maternity
services and improved the lot of many women. We
have not had that response from the Government on
this report. They have not said, “We will give you five
years and some resources. See what you can do”. No,
they have been silent. Today, the Minister told us a bit
about what he has been doing. However, none of that
was news to us. We know all that already.
Moving on, I refer to what the noble Lord, Lord Hunt
of Kings Heath, said about the tension within boards.
I chaired the Brighton health authority board when
the Grand Hotel was bombed. It was a tragedy—lives
were lost—but when one looked at the whole system,
it worked. Why was that? It was because we had a
good leader in A&E who conducted a rehearsal three
weeks before the bombing. That rehearsal paid off.
Preparation is extremely important. The noble Lord
was of course right about the financial problems that
must be weighed up within trusts.
We are so lucky to have in our House my noble and
learned friend Lord Mackay of Clashfern, a previous
Lord Advocate and Lord Chancellor. I remember
working with him on debates about the family and all
sorts of matters. If you want somebody with true
wisdom, understanding and foresight, you go to him.
He has done it all, knows about it and always has such
integrity. I thank him very much for his support and
his impatience, which I share. We know today that
babies are being born deformed. One in two have a
chance of having a disabled child if they are on
sodium valproate, and they do not know about it. We
are impatient. We do not want to see more of that. We
want to see safety become a reality.
My noble friend Lord O’Shaughnessy has, of course,
been a Minister in the House and he knows the
tensions and difficulties. One of the things that I know
about him is that he listens to patients: he takes time
out to do that. He appreciates, almost more than all of
us, how people have waited for decades in terrible
conditions, suffering terribly. I know that he has done
a lot with sodium valproate and the patient groups
there, and I thank him for that. What he was telling
us about Jeremy Hunt and the way that this review
was first commissioned was really helpful, because
Jeremy Hunt set the parameters. He was invited to
take on three different areas by the Prime Minister,
Theresa May. It was really her initiative first, and then
Jeremy worked extremely well. I am of course delighted
that he appointed me to chair the team.
I want to say a word about the noble Lord,
Lord Blunkett. I am very pleased that he is taking part
in this Committee; he apologised for not being at
Second Reading. Whenever he comes in on a debate,
we welcome him. Again, with him having been a really
strong leader in his own area and then in the Commons,
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it is really good to have had him join us today. He
talked about the Health and Safety Executive and how
we have to work with it. He is of course right.
The Minister, in his summing up, asked who this
patient safety commissioner is going to work with. We
do not know exactly—of course not. He can read the
amendment, which sets out quite a lot. He can read
the report and see there what we were thinking about,
but of course this needs more work. In fact, one of the
members of our team said to us, “Do not lose out on
the coroners’ courts; you learn a lot from them”. Her
husband is a judge, so she knows a bit about it. We are
saying that you have to map the whole horizon and see
where things are not quite right. Why is something
going wrong? That is something we ought to look at
more carefully.
It is about listening to patients but, much more
than that, it is about working with all the different
healthcare systems. My noble friend Lord Sheikh and
others talked about the NHS. We are thinking much
more broadly than the NHS. We are thinking about it,
of course, and we know it has done a fantastic job
with the coronavirus, but we are also thinking about
private providers. I was very interested that the noble
Baroness, Lady Masham, brought in private providers.
We need to think about other public bodies and certainly
about the royal colleges, the pharmaceutical and devices
industries, the manufacturers and of course the
policymakers—the politicians. I appreciate that it is a
broad area but that is the problem with it at the
moment: it is disjointed and siloed, it is unresponsive
and defensive. We need some person who is going to
get into all of that and call all the organisations to
account—encourage them but call them to account
when things are not working right.
7 pm
I thank the noble Baroness, Lady Ritchie of
Downpatrick, for her strong support and what she
said about the different stories she had heard. It is
shocking that they have been avoidable. Perhaps I
could pick up just one. Throughout the report, there
are a lot of quotes but this one really struck me. This is
a woman who had mesh, and she says:
“This device took everything from me my health my life my
job my dignity my marriage my freedom. There are a lot of us
suffering.”

That is the impact that some of this has had on
thousands of individuals. That is our nation’s tragedy.
I thank the noble Lord, Lord Sheikh, very much for
his report. We were working as a very small team and
met very often; through Cyril Chantler and others, we
were thinking about the patient. We said, “Where is
the patient?”. The patient is the pilot, while the clinician
is the navigator. We said that often what happens is
that the clinician is the pilot and the patient is the
passenger. We want to change that. Who is this service
run for? It is run for the patients. Who pays for it? The
public, who are patients. We were really thinking a lot
about that. Of course, we want to trust patients and to
have someone who is going to help them and join the
dots, as the noble Lord, Lord Sheikh, said.
I thank the noble Baroness, Lady Masham. As I
have said, she was on the button with the private
health sector. We always have to include it, and we
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have, when we talk about the healthcare system as a
whole. She mentioned charities, which are also terribly
important. We essentially worked with 15 charities
and with hundreds and hundreds of individuals. I still
have a postbag full of their worries and requests, such
as “What is happening to your report? Why isn’t it
implemented? What are the Government doing?”—I
get all those questions all the time.
I thank the noble Baroness, Lady Bennett of Manor
Castle. She is so correct—go back always to the patients’
quotes. That is what this is all about. We have certainly
talked a lot about Anne Longfield and the patient safety
commissioner. People have spoken glowingly of her, and
perhaps we ought to canonise her—I do not know.
I thank the noble Baroness, Lady Thornton, for all
her support and the encouragement she has given me.
She was also so right to talk about three reports on
patient safety, complete with Mid Staffs. The problem
with Mid Staffs was that it had so many recommendations;
I think it was about 160, but I cannot remember the
exact number. That is why we had only nine, but these
nine are key. One of them was about an apology,
which we asked for and which was given by the Secretary
of State, so we have eight. But those eight are key to
ensuring that in the future we have a much better
system that is totally influenced by patients and their
experiences. That is really important and this Bill
brings a lot of it in. I am very grateful for that.
I thank my noble friend the Minister for his summing
up. He warned me beforehand that it was likely to be
long. It was very thorough but for us, there was no
news. We know all about special centres, and we have
been working with the people there to establish them.
Of course, we have worked with the British Society of
Urogynaecology. We have talked a lot about consent
and how that should operate. Of course, a lot of work
has gone on with NHS Digital and NHSX. We have
talked to their leaders and listened to what they have
to say. As the Minister knows, we asked certain questions
of them and we had the replies.
Of course we must listen to patients, but we need
to do much more than that. We need some sort of
mechanism. We need something that makes this a
reality. We do not want warm words; we want action.
We have thought about this for two and a half years.
What would make a real difference? The eight
recommendations would, but the most important, and
the one that needs legislation, is that of an independent
patient safety commissioner.
I say to my noble friend the Minister that of course
we know about the HSIB, the duty of candour, speak
up guardians, the MHRA, the CQC and all that. We
are trying to promote something and someone different—
someone who is not part of the system and is not
going to have a vested interest in how it works. We
want someone independent. I know that scares the
pants off the Department of Health and Ministers.
They do not like independence but, my goodness, it is
so important, as we have learned with the patient
safety commissioner.
I understand my noble friend talking about the fact
that it is a big report and the Government will have to
think a lot about it. I have done a lot of reports in
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my time. The first was to ensure that nurses could
prescribe. It took me 20 years to get that to happen. I
have not got 20 years. The people suffering now do not
have two years or 18 months. Suffering cannot wait.
This is important and it is critical that we move
quickly because our people are in a terrible state and
are suffering. I will talk later about redress and things
like that, but that is another amendment.
I thank my noble friend for his summing up. I am
disappointed but I am delighted that he said, in answer
to questions from the noble Baroness, Lady Thornton,
that he will think further. We know that we have
something important here. Nobody has countered this
in the Lords, the Commons or anywhere else. They
have all agreed with it. I have talked to Aidan Fowler,
who is newly appointed and has his strategy, and he
told me that if we have a patient safety commissioner
he would work with him or her.
We need somebody. Perhaps all of us here, with all
our contacts, should be thinking about who would be
a good person to take on this role. I am not going to
be on the appointments commission, but we should be
moving this forward. We cannot just sit on it because
there are too many people suffering now and who will
continue to suffer unless we really get to grips with this.
Finally, on sodium valproate, surgical mesh and
Primodos, a lot of these people are very sick. They
have nevertheless given their lives to help others and to
take forward what they know needs to be done. We
have had no opposition at all from those people. On
the contrary, we have had a lot of support.
At a time of great difficulty for this country, when
we know that it is divided, here is something consensual
that we can be proud of as a nation. Yes, we have been
managing the coronavirus and that will be part of our
legacy, but what a tragedy if that alone is our legacy.
We want something more than that. We could go
down in history as having made a real difference to the
population, to people who would have suffered if we
had not made a stand.
I say to my noble friend the Minister: do not be
worried about disturbing the pond. I can see that he is
worried that this will upset some people, but they have
not come to me about being upset. This is the time
when we should all be on the side of the angels. I beg
leave to withdraw the amendment.
Amendment 117 withdrawn.
Amendment 118 not moved.
The Deputy Chairman of Committees (Lord Russell
of Liverpool) (CB): We now come to the group beginning
with Amendment 119. I remind noble Lords that
anyone wishing to speak after the Minister should
email the clerk during the debate.
Amendment 119
Moved by Baroness Wheeler
119: After Clause 38, insert the following new Clause—
“Northern Ireland and regulatory divergence
(1) The Secretary of State must work together with the
appropriate authority in Northern Ireland to minimise
the potential for and mitigate against regulatory divergence
in relation to human medicines, veterinary medicines and
medical devices.
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(2) Where the Secretary of State has identified areas of
regulatory divergence in relation to human medicines,
veterinary medicines and medical devices between Northern
Ireland and the rest of the UK, the Secretary of State
must lay a report before both Houses of Parliament
setting out how the divergence will impact—
(a) the UK; and
(b) Northern Ireland.
(3) The report must set out the steps the appropriate authorities
have taken to mitigate against such divergence.”
Member’s explanatory statement
This Clause would require the Secretary of State to work with
the appropriate authority in Northern Ireland to minimise the
potential for regulatory divergence relating to medicines and
devices, and report any areas of regulatory divergence to Parliament,
including the impact they will have, and report on actions to
mitigate against adverse consequences arising from divergence.

Baroness Wheeler (Lab): My Lords, on behalf of
my noble friend Lady Thornton, I am moving
Amendment 119 on the important issue of regulatory
divergence with Northern Ireland and reporting to
Parliament. I am grateful for the support of the noble
Baroness, Lady Ritchie, who raised this key issue at
Second Reading, as did the noble Lord, Lord Patel,
whose Amendment 120 is grouped with this amendment.
I look forward to their contributions and to those of
other noble Lords.
Amendment 119 would add a new clause to the Bill
on the interpretation of Part 3, “Medical Devices”. It
would require the Government to work with the
appropriate authority in Northern Ireland to
“minimise the potential for and mitigate against regulatory divergence
in relation to human medicines, veterinary medicines and medical
devices.”

Where an area of divergence is identified, the Secretary
of State would be required to lay a report before
Parliament on the impact it will have and the steps
being taken to mitigate it.
Human and veterinary medicines are transferred
matters in Northern Ireland. For this reason, Clauses 1
and 8 lay out in black and white the possibility of
regulatory divergence, as they give separate powers to
Northern Ireland departments to make regulations
relating to Northern Ireland. However, despite this
being in the Bill, the rest of the legislation as drafted is
completely silent on the implications this may have, or
on any mechanism for dealing with them. This means
Northern Ireland could end up passing different
legislation.
As well as those powers in the Bill, there is the
wider context of the Northern Ireland protocol, under
which Northern Ireland will continue to apply certain
European Union standards that will no longer
automatically be part of the law governing Great
Britain. For example, in the Government’s own guidance
on regulating medical devices from 1 January 2021, it
is stated that, unlike in Great Britain, the EU medical
device regulations and the EU in vitro diagnostic
medical device regulations will apply in Northern
Ireland from May 2021 and May 2022 respectively.
The risks of divergence have been raised by Members
in both Houses, including the risk that what may on
the face of it seem to be only minor or technical
differences could create a butterfly effect, leading to
much larger legal and operational problems. The Bill

Medicines and Medical Devices Bill

GC 686

does not itself create divergence and nor for that
matter does the Northern Ireland protocol, but both
permit it or create a situation in which it may arise. It
is therefore vital that the implications of this are part
of discussions on the Bill.
7.15 pm
On the issue of reporting to Parliament,
Amendment 120, in the name of the noble Lord,
Lord Patel, which we support, calls for an
“annual report to Parliament on potential areas of regulatory
divergence between Northern Ireland and the rest of the United
Kingdom in matters covered by this Act.”

Can the Minister tell the Committee what preparatory
work is being done, specifically in response to this Bill,
to minimise and mitigate against any adverse consequences
of possible divergence between Great Britain and
Northern Ireland in the medium and longer term?
What structures will be put in place to address this
issue? Who will have responsibility for identifying
possible areas of divergence? How will Parliament be
kept informed?
There is deep concern about this issue and what
happens if Northern Ireland and Great Britain end up
with increasingly different legislation covering medicines
and medical devices. I look forward to the debate and
the Minister’s response.
Lord Patel (CB) [V]: My Lords, I will speak to
Amendment 120 and, again, I am very grateful to my
friend the noble and learned Lord, Lord Mackay of
Clashfern, for joining me on this amendment. I beg
noble Lords’ indulgence because, when I read the
legislation and the Bill related to this and then looked
at the advice or guidance issued by MHRA, I got
more and more confused about what the divergence is
going to be, how much of it there will be and how clear
the Bill is. I am sorry, but I will be labouring the point
at length to get some answers.
My proposed new clause would require the Secretary
of State to report on
“regulatory divergence between Northern Ireland and the rest of
the United Kingdom”.

This amendment would address the issues of potential
regulatory divergence between Northern Ireland and
the rest of the United Kingdom. In relation to medicines
and veterinary medicines, Northern Ireland is referred
to separately from the rest of the UK. This means
that, as set out in Clause 1(4)(b) and Clause 8(4)(b),
the power to make regulations in respect of Northern
Ireland lies with the Department of Health in Northern
Ireland or both the department and the Secretary of
State, when acting together.
Clause 40 limits the capacity of the Department of
Health in Northern Ireland to act alone, only allowing
it to do so when it would be
“within the legislative competence of the Assembly, and … would
not require the consent of the Secretary of State.”

It is not clear in the Bill which areas would be in the
sole competence of the Northern Ireland Assembly.
Will the Minister clarify that?
Furthermore, while powers on medical devices are
not reserved, the guidance most recently published by
the MHRA paints a picture of two different systems—
market authorisation and registration, among other
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issues—and distinguishes between the “Northern Ireland
market” and the “Great Britain market”. This implies
that regulation different from that in the rest of the
UK may be intended for Northern Ireland in respect
of medical devices.
The MHRA published guidance on medicines and
medical devices based upon the potential situation at
the end of the transition period, days before this
House was due to sit for the Second Reading of the
Bill. This advice implies that a dual system would be
operating in respect of Northern Ireland for both
medicines and medical devices due to the operation of
the Northern Ireland protocol, to which the noble
Baroness, Lady Wheeler, referred. This assumes that
the Government will actually honour that agreement.
The Northern Ireland protocol requires that EU
regulations relating to medicines, veterinary medicines
and medical devices apply to Northern Ireland.
The MHRA guidance makes a distinction between
the EU market, the market of Great Britain and the
market of Northern Ireland. It sets out that CE marks
will cease to be recognised in the market of Great
Britain from July 2023, unless the products in question
are from manufacturers based in Northern Ireland.
There are essentially two different baskets envisaged in
the guidance for manufacturers that are based in Northern
Ireland to bring a medicinal or medical product to the
markets of Great Britain and Northern Ireland.
The first is to go through UK-based approved
bodies for their assessments and market authorisations,
which would be approval for the Great Britain or
Great Britain and Northern Ireland markets, but it
would not be recognised in the EU. The second is to
submit their application to approval or notified bodies
in the EEA, gaining a CE mark and thus access to the
markets of Great Britain, Northern Ireland and the
EU without further needing to apply to a UK body for
approvals for the Great Britain market. Noble Lords
will see how confusing the whole system sounds.
In contrast, manufacturers based in Great Britain
would need approval from UK-based bodies to place
their products on the market in Great Britain and
Northern Ireland but would need to undertake the
separate task of getting an EU-based responsible person
and applying separately for a CE mark in the EU if
they were to bring their product to the EU market.
Further, from 30 June 2023, CE-marked devices
originating from the EU market but not manufactured
in Northern Ireland will no longer be able to flow to
Great Britain. This regulatory set-up in Northern Ireland
could therefore be an incentive for EU manufacturers
to base their European operations in Northern Ireland
to have unfettered access to both markets. Discussions
about whether this constitutes state aid and would
distort the EU single market are still ongoing.
On the face of the MHRA guidance, it appears that
the recognition of the CE mark on medicines and
devices coming from Northern Ireland provides easier
access for Northern Ireland-based manufacturers to
both the UK and EU markets. It certainly suggests a
dual system applying between Northern Ireland and
the UK, but the extent to which those systems will
diverge in substance in future is not clear. It is not
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clear how systems of pharmacovigilance or the monitoring
of medical devices will be co-ordinated for products
available in the Great Britain market that are manufactured
in Northern Ireland and subject to EU regulations
and monitoring. If monitoring systems and databases
are to be fit for purpose in the EU, surely it is essential
that the UK has access to EU databases. In the absence
of this access, how can the Government guarantee, or
claim to be prioritising, the safety of patients?
What is clear, because the guidance states it, is that
draft regulations with reference to medicines and medical
devices exist but have not yet been introduced to
Parliament. These draft regulations are what the guidance
claims to be based on. If these regulations exist to the
extent that the MHRA is publishing guidance based
on them on issues of significant policy in these areas,
why has this House not had sight of them? Why have
they not been included as part of the substance of the
Bill where they would receive proper scrutiny and
provide much-needed clarity to all stakeholders for
medicines and medical devices?
The situation regarding regulatory alignment or
divergence between Northern Ireland and the rest of
the UK is politically charged and should be dealt with
explicitly. Given the potential for some aspects of
medicine and veterinary medicine to be subject to the
distinct competence of the Northern Ireland Assembly,
there is potential for the requirement to have regard to
“attractiveness” to have different interpretations in
Northern Ireland and the rest of the UK. Further, the
ambiguity surrounding the Northern Ireland protocol
and its implications raises the potential for divergence,
even where the United Kingdom Government have
competence to regulate in respect of medical devices.
For these reasons—I hope that I have made this point
at length—the Government should clarify the position.
This amendment would provide greater transparency
about the potential regulatory divergence with a
commitment to mitigate where possible.
Baroness Ritchie of Downpatrick (Non-Afl) [V]: My
Lords, I am delighted to follow the noble Baroness,
Lady Wheeler, and the noble Lord, Lord Patel, on these
amendments dealing with regulatory divergence and
Northern Ireland. I am a signatory to Amendment 119
in the name of the noble Baroness, Lady Thornton.
During Second Reading, I stated that there is the
issue of potential regulatory divergence in relation to
Northern Ireland, as medicines are a devolved power
but medical devices are not. The Bill raises the possibility
of future regulatory divergence between Northern Ireland
and the rest of the UK, and that matter requires
clarification, hence my support for Amendment 119.
Both amendments seek to ensure greater accountability
and transparency, to which the noble Lord, Lord Patel,
referred, in that Parliament should receive reports on
regulatory divergence as a means of oversight and
accountability—with which I totally agree.
In some areas, this also relates back to the Northern
Ireland protocol. There is no doubt that we must
ensure the highest level of standards in relation to
veterinary medicines, human medicines and medical
devices. In his response at Second Reading, the Minister
indicated to me that the Government intended to
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implement the Northern Ireland protocol, but I ask
how that squares with the UK internal market Bill,
this Bill and the need to ensure that we have the
highest standards for medicines, medical devices and
veterinary medicines—how does this all square?
I note that the NHS Confederation will continue to
follow developments, analyse the implications for the
health sector in the UK and push for as much clarity
as possible on the implementation of the Northern
Ireland protocol from 1 January 2021. It has also been
stated that Northern Ireland will remain part of the UK
customs arrangements constitutionally, so HMRC—
not EU officials—and the UK’s Medicines and Healthcare
products Regulatory Agency should administer the
necessary controls. The MHRA remains responsible
for placing the goods on the market and monitoring
products once sold, but they will have to be approved
through the European procedures because Northern
Ireland will be treated as a member state in terms of
regulatory decisions.
There is also concern that there will be delays in the
import and export of medicines and medical devices,
which need to continue to reach patients as quickly as
possible, and we must ensure that any such delays are
minimised, particularly during a pandemic. Avoiding
delays caused by tariffs and regulatory barriers requires
the UK and the EU to reach agreement on shared
standards, such as manufacturing and inspections, so
that goods can be licensed for rapid release into the
UK market, or vice versa. With potential new checks
and the lack of clarity on how the regulatory framework
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will apply, this could create unnecessary delays and
impact on individual patients but also on medical
practitioners.
There is also a need, as the Northern Ireland Affairs
Committee said, for the Government to commit to
covering all costs to businesses for complying with the
protocol, which includes the whole area of medicines.
I ask the Minister, the noble Baroness, Lady Penn,
what discussions she and the noble Lord, Lord Bethell,
have had with Minister Swann in the Northern Ireland
Executive, as the Minister responsible for the Department
of Health, about these issues, particularly in relation
to the measures to minimise and mitigate the impact
of divergence and how that will be achieved. We want
to ensure the least impact from regulatory divergence
on the availability and accessibility of medical devices
and any other forms of medicine, whether for humans
or for animals.
Baroness Penn (Con): My Lords, we have unfortunately
come to the end of our allotted time for this Grand
Committee. I am afraid that I will need to adjourn our
debate for today.
The Deputy Chairman of Committees (Lord Russell
of Liverpool) (CB): That concludes the work of the
Committee this afternoon. I remind Members to sanitise
their desks and chairs before leaving the Room.
Committee adjourned at 7.30 pm.

