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Medicines and Medical Devices Act 2021

CHAPTER 3

MEDICINES AND MEDICAL DEVICES ACT 2021

PART 1
THE COMMISSIONER FOR PATIENT SAFETY

1 Establishment and core duties etc
PART 2
HUMAN MEDICINES

CHAPTER 1
REGULATIONS: GENERAL

Power to make regulations about human medicines
Manufacture, marketing and supply

Falsified medicines

Clinical trials

Fees, offences, powers of inspectors

Emergencies
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CHAPTER 1A
REGULATIONS: INFORMATION SYSTEMS

7A  Information systems
7B Offence of disclosing information



i Medicines and Medical Devices Act 2021 (c. 3)
Document Generated: 2023-05-02
Changes to legislation: There are currently no known outstanding effects for
the Medicines and Medical Devices Act 2021. (See end of Document for details)

CHAPTER 2
INTERNATIONAL AGREEMENTS: DISCLOSURE OF INFORMATION
8 Disclosure of information in accordance with international agreements
CHAPTER 3
INTERPRETATION

9 Interpretation of Part 2
PART 3
VETERINARY MEDICINES

CHAPTER 1
REGULATIONS

10 Power to make regulations about veterinary medicines

11 Manufacture, marketing, supply and field trials

12 Fees, offences, powers of inspectors, costs
CHAPTER 2

INTERNATIONAL AGREEMENTS: DISCLOSURE OF INFORMATION

13 Disclosure of information in accordance with international agreements

CHAPTER 3

INTERPRETATION ETC

14 Interpretation of Part 3 and supplementary provision
PART 4
MEDICAL DEVICES
CHAPTER 1
REGULATIONS: GENERAL
15 Power to make regulations about medical devices
16 Manufacture, marketing and supply
17 Fees, information, offences
18 Emergencies
CHAPTER 2

REGULATIONS: INFORMATION SYSTEMS, ADVISORY COMMITTEE

19 Information systems
20  Advisory committee
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CHAPTER 3
ENFORCEMENT

Enforcement notices

Compliance notices

Suspension notices

Safety notices

Information notices

Applications to set notices aside etc

Compensation
Further appeals
Offences
Offences
Defence of due diligence
Offences by bodies corporate
Civil sanctions
Civil sanctions
Forfeiture

Forfeiture of medical devices
Appeals against forfeiture decisions

Recovery of expenses of enforcement

Recovery of expenses of enforcement

Recall of medical device by enforcement authority

Recall of medical device by enforcement authority

Power of officer of Revenue and Customs to detain medical device

Power of officer of Revenue and Customs to detain medical device
Offence of obstructing an officer of Revenue and Customs

Civil proceedings

Civil proceedings
CHAPTER 4
DISCLOSURE OF INFORMATION AND CONSEQUENTIAL ETC PROVISION

Disclosure of information
Disclosure of information
Offences relating to information
Consequential etc provision

Consequential and supplementary provision
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CHAPTER 5
INTERPRETATION OF PART 4

42 Interpretation of Part 4
PART 5
REGULATIONS UNDER PARTS 1, 2, 3 AND 4

43 Power to make consequential etc provision

44  Scope of powers of Northern Ireland departments
45 Consultation

46 Reporting requirements

47 Procedure

PART 6
REPORT ON OPERATION OF MEDICINES AND MEDICAL DEVICES LEGISLATION

48 Report on operation of medicines and medical devices legislation
PART 7
EXTENT, COMMENCEMENT AND SHORT TITLE

49 Extent

50 Commencement

51 Transitional etc provision in connection with commencement
52 Short title

SCHEDULES
SCHEDULE 1 — Further provision about the Commissioner for Patient Safety

Principles relating to core duties

1 (1) The Commissioner must prepare and publish a set of...

Involvement of patients

2 (1) The Commissioner must take reasonable steps to involve patients...

Supplementary functions and information

3 (1) For the purposes of carrying out the core duties,...

Individual cases

4 (1) The Commissioner may not exercise functions in relation to...

Amendments to primary legislation

5 (1) In Part 1 of the Table at the end...

Regulations about appointment and operation

6 (1) The Secretary of State may by regulations make such...



Medicines and Medical Devices Act 2021 (c. 3)
Document Generated: 2023-05-02
Changes to legislation: There are currently no known outstanding effects for
the Medicines and Medical Devices Act 2021. (See end of Document for details)

SCHEDULE 2 — Medical devices: civil sanctions
PART 1 — MONETARY PENALTIES
Imposition of monetary penalty
1 (1) The Secretary of State may impose a monetary penalty...

Notices, representations and appeals etc

2 (1) Where the Secretary of State proposes to impose a...

Information to be included in notices under paragraph 2

3 (1) A notice under paragraph 2(1) must include information as...

Monetary penalties: criminal proceedings and conviction

4 (1) Where a notice under paragraph 2(1) is served on...
PART 2 — ENFORCEMENT UNDERTAKINGS
5 (1) This paragraph applies where— (a) the Secretary of State...
PART 3 — ENFORCEMENT COSTS RECOVERY NOTICES
Imposition of enforcement costs recovery notices

6 (1) The Secretary of State may serve an enforcement costs...

Information to be included in enforcement costs recovery notices

7 (1) An enforcement costs recovery notice must specify the amount...

Appeals
8 (1) A person served with an enforcement costs recovery notice...
PART 4 — POWER TO MAKE SUPPLEMENTARY PROVISION ETC BY
REGULATIONS
Supplementary regulations: general
9 (1) The Secretary of State may by regulations (“supplementary
regulations”)—...
Monetary penalties and costs

10 (1) Supplementary regulations may make provision of any of the...

Enforcement undertakings
11 Supplementary regulations may make provision of any of the
following...
Appeals
12 (1) Supplementary regulations may make provision of any of the...
PART 5 — GENERAL AND SUPPLEMENTAL
Guidance as to enforcement

13 (1) The Secretary of State must prepare and publish guidance...



vi Medicines and Medical Devices Act 2021 (c. 3)
Document Generated: 2023-05-02
Changes to legislation: There are currently no known outstanding effects for
the Medicines and Medical Devices Act 2021. (See end of Document for details)

Pre-commencement consultation

14  If, before the day on which this Schedule comes into...

Reports on use of civil sanctions

15 (1) The Secretary of State must from time to time...

Disclosure of information

16 (1) Information may be disclosed to the Secretary of State...
PART 6 — INTERPRETATION
17  In this Schedule— “enforcement costs recovery notice” has the
meaning...

SCHEDULE 3 — Offence of breaching provisions in the Medical Devices
Regulations 2002
PART 1 — OFFENCE
1 In the Medical Devices Regulations 2002 (S.1. 2002/618), after
regulation...
PART 2 — PROVISIONS
2 In the Medical Devices Regulations 2002 (S.1. 2002/618), after the...
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