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After Clause 38

Amendment
No.

119

BARONESS THORNTON
BARONESS RITCHIE OF DOWNPATRICK
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.
(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.

HL Bill 116—VII(Rev)

58/1

2

Medicines and Medical Devices Bill

LORD PATEL
LORD MACKAY OF CLASHFERN
120

Insert the following new Clause—
“Northern Ireland and regulatory divergence
(1) The Secretary of State must make 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.
(2) Where the Secretary of State has identified areas of potential regulatory
divergence between Northern Ireland and the rest of the United Kingdom, the
Secretary of State must set out plans to mitigate the adverse effects of such
divergence in the annual report.”
Member’s explanatory statement
This new Clause would require the Secretary of State to report on regulatory divergence
between Northern Ireland and the rest of the UK.
BARONESS CUMBERLEGE
LORD HUNT OF KINGS HEATH
BARONESS RITCHIE OF DOWNPATRICK

121

Insert the following new Clause—
“Independent medicines and medical devices safety review: task force for
implementation
(1) Within three months of this Act being passed, the Secretary of State must
appoint an independent task force.
(2) The task force must—
(a) have an independent Chair;
(b) be accountable to an oversight governance board; and
(c) include representatives of the Independent Medicines and Medical
Devices Safety Review, published on 8 July 2020.
(3) The task force’s functions are—
(a) to deliver a timeline for the implementation in full of the
recommendations of the Review in subsection (2)(c); and
(b) to implement the recommendations of the Review in subsection (2)(c).
(4) Once the task force has fulfilled the functions in subsection (3), it will cease to
exist.”
Member’s explanatory statement
This new clause would establish the task force whose role it would be to implement
recommendations set out in the report of the Independent Medicines and Medical Devices
Safety Review.
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LORD HUNT OF KINGS HEATH
BARONESS CUMBERLEGE
BARONESS BENNETT OF MANOR CASTLE
122

Insert the following new Clause—
“Medicines and Medical Devices Redress Agency
The Secretary of State must, by the end of the period of 12 months beginning
with the day on which this Act is passed, bring proposals before Parliament to
establish a Redress Agency for those harmed by medicines and medical
devices.”
BARONESS CUMBERLEGE
BARONESS BENNETT OF MANOR CASTLE

123

Insert the following new Clause—
“Redress schemes
The Secretary of State must, by the end of the period of three months
beginning with the day on which this Act is passed, bring proposals before
Parliament to establish redress schemes for those avoidably harmed by—
(a) hormone pregnancy tests,
(b) sodium valproate, and
(c) pelvic mesh.”
Member’s explanatory statement
This new clause would require the Secretary of State to create redress schemes for those who
have already suffered avoidable harm related to the medicines and medical devices specified in
the new clause, and would thus implement one of the recommendations made in the report of
the Independent Medicines and Medical Devices Safety Review.
LORD HUNT OF KINGS HEATH

124

Insert the following new Clause—
“Availability of medicines and medical devices for human use on the National
Health Service
(1) The Secretary of State must require the National Institute for Health and Care
Excellence to ensure that it takes account of the need for improved availability
of innovative medicines and medical devices for human use on the National
Health Service.
(2) The Secretary of State must lay a report and impact assessment before both
Houses of Parliament setting out how the implementation of the National
Institute for Health and Care Excellence processes and methods programme
manual will help to improve the availability of innovative medicines and
medical devices for human use within the National Health Service.
(3) The report in subsection (2) must set out the anticipated impact of the changes
contained within the new programme manual on inward investment and the
attractiveness of the UK life sciences sector for the development of medicines
and medical devices.”
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Member’s explanatory statement
This new Clause would require the Secretary of State to work with the National Institute for
Health and Care Excellence to ensure that the latest medicines for human use are able to reach
patients on the National Health Service.
BARONESS JOLLY
125

Insert the following new Clause—
“Future regulatory alignment
(1) The appropriate authority must ensure that the provisions of regulations
under section 1(1) and section 12(1) align as much as reasonably practicable
with the relevant law of the European Union.
(2) The Government must seek full membership of—
(a) the International Council for Harmonisation of Technical Requirements
for Pharmaceuticals for Human Use; and
(b) any other organisation the Government, in consultation with relevant
industry bodies, believes will improve regulatory alignment with the
European Union and standards in medicines and medical devices in the
UK.”
Member’s explanatory statement
This new Clause is intended to probe the Government’s intentions for future regulatory
alignment with the European Union, and the UK’s relationships with relevant international
organisations following our exit from the European Union.
Clause 41
LORD BETHELL

126

Page 24, line 9, leave out “consult such persons as the authority considers
appropriate” and insert “carry out a public consultation.
(1A) In relation to proposed regulations under section 16(1), the Secretary of State
must specifically consult—
(a) the Welsh Ministers,
(b) the Scottish Ministers, and
(c) the Department of Health in Northern Ireland.
(1B) In relation to proposed regulations under section 1(1), 8(1) or 12(1), the
consultation document must include a summary of the relevant authority’s
assessment of the matters mentioned in section 1(1A) and (2), 8(1A) and (2) or
12(1A) and (2)(as the case may be).”
Member’s explanatory statement
This amendment 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, as well as
requiring the Secretary of State to consult the devolved administrations in relation to
regulations under clause 16(1).
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LORD PATEL
LORD MACKAY OF CLASHFERN
127

Page 24, line 9, after “consult” insert “patients and end users directly affected by the
regulations, and any other”
BARONESS THORNTON
LORD HUNT OF KINGS HEATH

128

Page 24, line 9, leave out from “consult” to end and insert “—
(a) healthcare organisations;
(b) pharmaceutical organisations;
(c) veterinary organisations;
(d) medical research organisations;
(e) patient representatives’ organisations; and
(f) any other such persons the authority considers appropriate.”
Member’s explanatory statement
This amendment strengthens the consultation provisions.
LORD SHARKEY
BARONESS JOLLY

129

Page 24, line 9, at end insert “which must include—
(i) representatives of the relevant patient groups,
(ii) medical research charities,
(iii) the pharmaceutical industry,
(iv) academic researchers;
(b) publish on its website in advance of each consultation the—
(i) terms, start date and length of that consultation,
(ii) proposed consultees, and
(iii) proposed date and method of the publication of its results.”
BARONESS THORNTON
LORD HUNT OF KINGS HEATH

130

Page 24, line 19, leave out subsection (3)
Member’s explanatory statement
This probing amendment removes the provision which enables the consultation requirements
to have been satisfied by consultations that took place prior to the passing of this Act.
After Clause 41
LORD BETHELL

131

Insert the following new Clause—
“Reporting requirements
(1) As soon as reasonably practicable after the end of each reporting period, the
Secretary of State must lay before Parliament a report on the operation of any
regulations made by the Secretary of State under sections 1(1), 8(1) and 12(1)
that were in force at any time during the reporting period.
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After Clause 41 - continued
(2) In preparing a report, the Secretary of State must consult such persons as the
Secretary of State considers appropriate.
(3) A report must include a summary of—
(a) any concerns raised, or proposals for change made, by a person
consulted in accordance with subsection (2), and
(b) the Secretary of State’s response to those concerns or proposals,
including any plan the Secretary of State may have to make further
regulations under section 1(1), 8(1) or 12(1).
(4) The reporting periods are—
(a) the period of 24 months beginning with the day on which the first set of
regulations under section 1(1), 8(1) or 12(1) comes into force, and
(b) each successive period of 24 months.”
Member’s explanatory statement
This new Clause imposes reporting requirements on the Secretary of State in relation to the
operation of regulations made under Clauses 1(1), 8(1) and 12(1).
BARONESS THORNTON
BARONESS BENNETT OF MANOR CASTLE
132

Insert the following new Clause—
“Duty to consult devolved administrations
(1) Before making any regulations under this Act that contain provisions which
are within the legislative competence of a devolved legislature, the Secretary of
State must consult the Scottish Government, the Welsh Government and the
Northern Ireland Executive as relevant, and have regard to their views.
(2) In this section “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 requires the Government to consult the devolved administrations and have
regard to their views before making regulations.

7

Medicines and Medical Devices Bill

Clause 42
LORD BETHELL
133

Page 24, line 36, leave out subsections (3) to (9) and insert—
“(3) The procedure for making regulations under Part 1, 2 or 3 is to be determined
in accordance with this table and subsection (4)—

If the
regulations contain provision made in
reliance on
section 5(1)(a)
section 10(1)(a)
section 14(1)(a)
paragraph 9 of Schedule 1
section 6

section 15

any other provision in Part 1, 2 or 3

the regulations are subject to
the negative procedure
the negative procedure
the negative procedure
the negative
procedure
(a) the made affirmative procedure,
where the regulations contain a
declaration that the person making
them considers that they need to be
made urgently to protect the public
from an imminent risk of serious harm
to health
(b) the draft affirmative procedure in
any other case
(a) the made affirmative procedure,
where the regulations contain a
declaration that the Secretary of State
considers that they need to be made
urgently to protect the public from an
imminent risk of serious harm to health
(b) the draft affirmative procedure in
any other case
the draft affirmative procedure

(4) Provision that may be made by regulations subject to the negative procedure
may be made by regulations subject to the draft affirmative procedure.
(5) Where regulations are subject to “the negative procedure”—
(a) in the case of regulations made by the Secretary of State acting alone,
the statutory instrument containing the regulations is subject to
annulment in pursuance of a resolution of either House of Parliament,
(b) in the case of regulations made by a Northern Ireland department
acting alone, they are subject to negative resolution within the meaning
given by section 41(6) of the Interpretation Act (Northern Ireland) 1954,
and
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Clause 42 - continued
(c) in the case of regulations made by the Secretary of State and a Northern
Ireland department acting jointly, the statutory instrument containing
the regulations is subject to—
(i) annulment in pursuance of a resolution of either House of
Parliament, and
(ii) negative resolution within the meaning given by section 41(6) of
the Interpretation Act (Northern Ireland) 1954.
(6) Where regulations are subject to the “draft affirmative procedure”—
(a) in the case of regulations made by the Secretary of State acting alone,
the statutory instrument containing the regulations may not be made
unless a draft of the instrument has been laid before and approved by a
resolution of each House of Parliament,
(b) in the case of regulations made by a Northern Ireland department
acting alone, they may not be made unless a draft of the regulations has
been laid before and approved by a resolution of the Northern Ireland
Assembly, and
(c) in the case of regulations made by the Secretary of State and a Northern
Ireland department acting jointly, the statutory instrument containing
the regulations may not be made unless a draft of the instrument has
been laid before and approved by a resolution of—
(i) each House of Parliament, and
(ii) the Northern Ireland Assembly.
(7) Where regulations are subject to the “made affirmative procedure”—
(a) in the case of regulations made by the Secretary of State acting alone,
the statutory instrument containing the regulations—
(i) must be laid before Parliament after being made, and
(ii) ceases to have effect at the end of the period of 40 days
beginning with the day on which the instrument is made unless,
during that period, the instrument is approved by a resolution of
each House of Parliament,
(b) in the case of regulations made by the Department of Health in
Northern Ireland acting alone, they—
(i) must be laid before the Northern Ireland Assembly after being
made, and
(ii) cease to have effect at the end of the period of 40 days beginning
with the day on which they are made unless, during that period,
the regulations are approved by a resolution of the Assembly,
and
(c) in the case of regulations made by the Secretary of State and the
Department of Health in Northern Ireland acting jointly, the statutory
instrument containing the regulations—
(i) must be laid before Parliament and the Northern Ireland
Assembly after being made, and
(ii) ceases to have effect at the end of the period of 40 days
beginning with the day on which the instrument is made unless,
during that period, the instrument is approved by a resolution of
each House of Parliament and by a resolution of the Assembly.
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Clause 42 - continued
(8) In calculating the period of 40 days for the purposes of subsection (7)(a)(ii) or
(c)(ii) in relation to Parliament, no account is to be taken of any time during
which—
(a) Parliament is dissolved or prorogued, or
(b) either House of Parliament is adjourned for more than 4 days.
(9) In calculating the period of 40 days for the purposes of subsection (7)(b)(ii) or
(c)(ii) in relation to the Northern Ireland Assembly, no account is to be taken of
any time during which the Assembly is—
(a) dissolved,
(b) in recess for more than 4 days, or
(c) adjourned for more than 6 days.
(10) If regulations cease to have effect as a result of subsection (7) that—
(a) does not affect the validity of anything previously done under the
regulations, and
(b) does not prevent the making of new regulations.”
Member’s explanatory statement
This amendment provides for urgent regulations made in reliance on clauses 6 and 15
(emergencies) to be subject to the made affirmative procedure rather than the negative
procedure and for regulations under clauses 2(1)(j), (k) or (n) and 9(1)(f), (k) or (l) to be
subject to the draft affirmative procedure rather than the negative procedure.
BARONESS THORNTON
LORD HUNT OF KINGS HEATH
134

Page 24, line 40, leave out subsections (4) to (9) and insert—
“(4) Subject to subsection (11), regulations of a Northern Ireland department acting
alone under section 1(1) or 8(1) may not be made unless a draft of the
regulations has been laid before and approved by a resolution of the Northern
Ireland Assembly.
(5) Subject to subsection (15), a statutory instrument containing regulations of the
Secretary of State and a Northern Ireland department acting jointly under
section 1(1) or 8(1) may not be made unless a draft of the instrument has been
laid before and approved by a resolution of—
(a) each House of Parliament, and
(b) the Northern Ireland Assembly.
(6) A statutory instrument containing regulations of the Secretary of State acting
alone to which subsection (16) applies may be made without a draft of the
instrument being laid before, and approved by a resolution of, each House of
Parliament.
(7) A statutory instrument containing regulations made under subsection (6) must
be laid before Parliament after being made.
(8) Regulations contained in an instrument made in accordance with subsection
(6) cease to have effect at the end of the period of 28 days beginning with the
day on which the instrument is made unless, during that period, the
instrument is approved by a resolution of each House of Parliament.
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Clause 42 - continued
(9) In calculating the period of 28 days for the purpose of subsection (8), no
account is to be taken of any time during which—
(a) Parliament is dissolved or prorogued, or
(b) either House of Parliament is adjourned for more than four days.
(10) Where regulations cease to have effect as a result of subsection (8), that does
not—
(a) affect the validity of anything previously done under the regulations, or
(b) prevent the making of new regulations.
(11) Regulations of a Northern Ireland department acting alone to which subsection
(16) applies are subject to the made affirmative procedure.
(12) For the purposes of subsection (11), “subject to the made affirmative
procedure” means that the regulations—
(a) must be laid before the Northern Ireland Assembly as soon as
reasonably practicable after being made, and
(b) cease to have effect at the end of the period of 40 days beginning with
the day on which the regulations are made, unless during that period
the regulations are approved by a resolution of the Northern Ireland
Assembly.
(13) In calculating the period of 40 days mentioned in subsection (12)(b), no
account is to be taken of any time during which the Northern Ireland
Assembly is—
(a) dissolved,
(b) in recess for more than four days, or
(c) adjourned for more than six days.
(14) Where by virtue of this section a Northern Ireland department makes
regulations that are subject to the made affirmative procedure and the
regulations cease to have effect because they are not approved within the
period mentioned in subsection (12)(b), the fact that the regulations cease to
have effect does not—
(a) affect anything previously done under or by virtue of the regulations, or
(b) prevent the making of new regulations.
(15) A statutory instrument containing regulations of the Secretary of State and a
Northern Ireland department acting jointly to which subsection (16) applies is
subject to—
(a) the made affirmative procedure in Parliament (as described in
subsections (6) to (10)), and
(b) the made affirmative procedure in the Northern Ireland Assembly (as
described in subsections (12) to (14)).
(16) This subsection applies to regulations that contain only provision made in
reliance on—
(a) section 6, where the regulations contain a declaration that the person
making them considers that they need to be made urgently to protect
the public from an imminent risk of serious harm to health; or
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Clause 42 - continued
(b) section 15, where the regulations contain a declaration that the Secretary
of State considers that they need to be made urgently to protect the
public from an imminent risk of serious harm to health.”
Member’s explanatory statement
This amendment removes provision for certain regulations to be subject to the negative
procedure and would thus require all regulations to be subject to the affirmative procedure. In
declared urgent cases, regulations would be subject to the made affirmative procedure, rather
than the negative procedure as the Bill currently allows for.
LORD SHARKEY
LORD FORSYTH OF DRUMLEAN
BARONESS ANDREWS
135

Page 25, line 8, leave out from “to” to “if” in line 9 and insert “the made affirmative
procedure”
LORD SHARKEY

136

Page 25, line 12, leave out from beginning to “if” in line 13 and insert “the
confirmatory procedure under the Statutory Rules (Northern Ireland) Order 1979”
LORD PATEL
LORD PANNICK
LORD MACKAY OF CLASHFERN

137

Page 25, line 27, leave out sub-paragraph (iii)
Member’s explanatory statement
This amendment will require that regulations under Clause 6 are subject to the affirmative
resolution procedure.

138

Page 25, line 34, leave out sub-paragraph (vii)
Member’s explanatory statement
This amendment will require that regulations under Clause 15 are subject to the affirmative
resolution procedure.
After Clause 42
LORD SHARKEY
BARONESS JOLLY

139

Insert the following new Clause—
“Expiry of powers
All the powers to make regulations contained in this Act expire at the end of
the period of three years beginning with the day on which this Act is passed.”
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After Clause 42 - continued
BARONESS THORNTON
LORD HUNT OF KINGS HEATH
140

Insert the following new Clause—
“Time limits on delegated powers
Sections 1, 8, 12 and 16 of this Act, and the powers they confer, expire at the
end of the period of two years beginning with the day on which they come into
force.”
Member’s explanatory statement
This new Clause would ensure that the delegated powers are time limited to 2 years.
LORD PATEL
LORD PANNICK
LORD MACKAY OF CLASHFERN

141

Insert the following new Clause—
“Expiry of powers
Sections 1, 8, and 12 and the powers conferred under those sections expire at
the end of the period of three years beginning with the day on which this Act
is passed.”
Member’s explanatory statement
This amendment is a sunset Clause on sections 1, 8 and 12 of the Bill.
LORD SHARKEY
LORD FORSYTH OF DRUMLEAN
BARONESS ANDREWS
BARONESS JOLLY

142

Insert the following new Clause—
“Made affirmative procedure
A statutory instrument containing regulations subject to the made affirmative
procedure must be laid before Parliament as soon as reasonably practicable
after being made and ceases to have effect at the end of the period of 40 days
beginning with the day on which the instrument is made, unless during that
period the instrument is approved by a resolution of each House of
Parliament.”
LORD SHARKEY
LORD FORSYTH OF DRUMLEAN
BARONESS ANDREWS

143

Insert the following new Clause—
“Super-affirmative procedure
(1) For the purposes of section 1(1), section 8(1), section 12(1) and section 16(1), the
“super-affirmative procedure” is as follows.
(2) The Secretary of State must lay before Parliament—
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After Clause 42 - continued
(a) a draft of the regulations, and
(b) a document which explains the draft regulations.
(3) Where a draft of the regulations is laid before Parliament under subsection (2),
no statutory instrument containing the regulations is to be laid before
Parliament until after the expiry of the 30-day period.
(4) The Secretary of State must request a committee of either House whose remit
includes health, science or technology to report on the draft regulations within
the 30-day period.
(5) In preparing a draft statutory instrument containing the regulations, the
Secretary of State must take account of—
(a) any representations,
(b) any resolution of either House of Parliament, and
(c) any recommendations of a committee under subsection (4),
made within the 30-day period with regard to the draft regulations.
(6) If, after the 30-day period, the Secretary of State wishes to make regulations in
the terms of the draft or a revised draft, he or she must lay before Parliament a
statement—
(a) stating whether any representations, resolutions or recommendations
were made under subsection (5);
(b) giving details of any representations, resolutions or recommendations
so made; and
(c) explaining any changes made in any revised draft of the regulations.
(7) The Secretary of State may make a statutory instrument containing the
regulations (whether or not revised) if, after the laying of the statement
required under subsection (6), a draft of the instrument has been laid before
and approved by a resolution of each House of Parliament.
(8) In this section, reference to “the 30-day period” in relation to any draft
regulations is to the period of 30 days beginning with the day on which the
original draft regulations were laid before Parliament.
(9) For the purposes of subsection (8) no account is to be taken of any time during
which Parliament is dissolved or prorogued or during which either House is
adjourned for more than four days.”
144

Insert the following new Clause—
“Super-affirmative procedure: Northern Ireland
(1) For the purposes of section 1(1), section 8(1), section 12(1) and section 16(1), the
“super-affirmative resolution procedure” in the Northern Ireland Assembly is
as follows.
(2) The Department must request a committee of the Assembly whose remit
includes health, science or technology to report on the draft order within the
30-day period.
(3) A Northern Ireland Department must take account of—
(a) any representations,
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After Clause 42 - continued
(b) any resolution of the Assembly, and
(c) any recommendations of a committee under subsection (2),
made within the 30-day period.
(4) If, after the 30-day period, the Department wishes to make an order in the
terms of the draft, it must lay before the Assembly a statement—
(a) stating whether any representations were made under subsection (2)(a);
and
(b) if any representations were so made, giving details of them.
(5) The Department may after the laying of such a statement lay before the
Assembly for approval by affirmative resolution the draft order in its initial
form, or a revised draft order together with an explanation of the changes
made.
(6) In this section, reference to the “30-day period” in relation to any draft order is
to the period of 30 days beginning with the day on which the original draft
order was laid before the Assembly.
(7) For the purposes of subsection (6) no account is to be taken of any time during
which the Assembly is dissolved or adjourned for more than four days.”
Clause 44
LORD SHARKEY
BARONESS JOLLY
145

Leave out Clause 44 and insert the following new Clause—
“Commencement
This Act comes into force on the day on which it is passed.”
Schedule 1
BARONESS THORNTON
LORD HUNT OF KINGS HEATH

146

Page 34, line 10, leave out “have regard to” and insert “act in accordance with”
Member’s explanatory statement
This amendment places a duty on the Secretary of State to follow, rather than have regard to,
guidance.
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