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STATUTORY INSTRUMENTS

2004 No. 1031
MEDICINES

The Medicines for Human Use
(Clinical Trials) Regulations 2004

Made - - - - 31st March 2004
Laid before Parliament Ist April 2004
Coming into force - - Ist May 2004

The Secretary of State, being a Minister designated *' for the purposes of section 2(2) of the European

Communities Act 1972 ¥ in relation to medicinal products, in exercise of the powers conferred by
the said section 2(2), and of all other powers enabling him in that behalf, hereby makes the following
Regulations:

Textual Amendments
F1 S.I. 1972/1811.
F2 1972 c. 68.

PART 1
INTRODUCTORY PROVISIONS

Citation and commencement

1. These Regulations may be cited as the Medicines for Human Use (Clinical Trials) Regulations
2004 and shall come into force on 1st May 2004.

Interpretation
2.—(1) In these Regulations—
[*“the 2012 Regulations” means the Human Medicines Regulations 2012;]

“the Act” means the Medicines Act 1968 ™;

“adult” means a person who has attained the age of 16 years;
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“adverse event” means any untoward medical occurrence in a subject to whom a medicinal
product has been administered, including occurrences which are not necessarily caused by or
related to that product;

“adverse reaction” means any untoward and unintended response in a subject to an
investigational medicinal product which is related to any dose administered to that subject;

“authorised health professional” means—
(a) adoctor,

(b) adentist,

(c) anurse, or

(d) apharmacist;

[*“appropriate committee” for the purposes of any provision of these Regulations under which

a function falls to be performed means whichever the licensing authority considers to be
appropriate of—

(a) the Commission on Human Medicines; or
(b) an expert committee appointed by the licensing authority;]
“assemble”, in relation to an investigational medicinal product, means—

(a) enclosing the product (with or without other medicinal products of the same description)
in a container which is labelled before the product is sold or supplied, or used in a clinical
trial, or

(b) where the product (with or without other medicinal products of the same description)
is already contained in the container in which it is to be sold or supplied, or used in a
clinical trial, labelling the container before the product is sold or supplied, or used in a
clinical trial, in that container,

and “assembly” has a corresponding meaning;

“business”, except in Schedule 2, includes a professional practice and includes any activity
carried on by a body of persons, whether corporate or unincorporate;

“chief investigator” means—

(a) inrelation to a clinical trial conducted at a single trial site, the investigator for that site, or

(b) inrelation to a clinical trial conducted at more than one trial site, the authorised health"...
professional, whether or not he is an investigator at any particular site, who takes primary
responsibility for the conduct of the trial;

“clinical trial” means any investigation in human subjects, other than a non-interventional trial,
intended—

(a) to discover or verify the clinical, pharmacological or other pharmacodynamic effects of
one or more medicinal products,

(b) to identify any adverse reactions to one or more such products, or

(c) tostudy absorption, distribution, metabolism and excretion of one or more such products,
with the object of ascertaining the safety or efficacy of those products;

“Commission Directive 2003/94/EC” means Commission Directive 2003/94/EC*" laying
down the principles and guidelines of good manufacturing practice for medicinal products for

human use and for investigational medicinal products for human use;

[**“the Commission on Human Medicines” means the Commission on Human Medicines

within the meaning of regulation 9 of the 2012 Regulations;]
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“conditions and principles of good clinical practice” means the conditions and principles
specified in Schedule 1;

“conducting a clinical trial” includes—

(a) administering, or giving directions for the administration of, an investigational medicinal
product to a subject for the purposes of that trial,

(b) giving a prescription for an investigational medicinal product for the purposes of that
trial,

(¢c) carrying out any other medical or nursing procedure in relation to that trial, and

(d) carrying out any test or analysis—

(i) to discover or verify the clinical, pharmacological or other pharmacodynamic
effects of the investigational medicinal products administered in the course of the
trial,

(i) to identify any adverse reactions to those products, or

(iii) to study absorption, distribution, metabolism and excretion of those products,

but does not include any activity undertaken prior to the commencement of the trial which
consists of making such preparations for the trial as are necessary or expedient;

“container”, in relation to an investigational medicinal product, means the bottle, jar, box,
packet or other receptacle which contains or is to contain it, not being a capsule, cachet or
other article in which the product is or is to be administered, and where any such receptacle
is or is to be contained in another such receptacle, includes the former but does not include
the latter receptacle;

“dentist” means a person registered in the dentists register under the Dentists Act 1984 **°__;

[F""“the Directive” means Directive 2001/20/EC of the European Parliament and of the Council
on the approximation of the laws, regulations and administrative provisions of the Member
States relating to the implementation of good clinical practice in the conduct of clinical trials
on medicinal products for human use;]

["*“Directive 2001/83/EC” means Directive 2001/83/EC of the European Parliament and of
the Council on the Community code relating to medicinal products for human use;]

“doctor” means a registered medical practitioner "%,

[F"““EEA State” means a Member State, Norway, Iceland or Liechtenstein;]

F15 F16F17

“electronic signature” means data in electronic form which are attached to or logically
associated with other electronic data and which serve as a method of authentication;

“European Economic Area” means the European Economic Area created by the EEA
Agreement;

[F'*“the European Medicines Agency” means the European Medicines Agency established by

Regulation (EC) No. 726/2004 of the European Parliament and of the Council laying down
Community procedures for the authorisation and supervision of medicinal products for human
and veterinary use and establishing a European Medicines Agency;]

“ethics committee” means—
(a) acommittee established or recognised in accordance with Part 2,

(b) the Ethics Committee constituted by regulations made by the Scottish Ministers under
section 51(6) of the Adults with Incapacity (Scotland) Act 2000 ", or

(c) the Gene Therapy Advisory Committee;
3


http://www.legislation.gov.uk/id/eudr/2001/20
http://www.legislation.gov.uk/id/eudr/2001/83
http://www.legislation.gov.uk/id/eudr/2001/83
http://www.legislation.gov.uk/id/eur/2004/726

Document Generated: 2024-06-21

Status: Point in time view as at 01/04/2013.
Changes to legislation: The Medicines for Human Use (Clinical Trials) Regulations 2004 is up to date with all changes
known to be in force on or before 21 June 2024. There are changes that may be brought into force at a future date.
Changes that have been made appear in the content and are referenced with annotations. (See end of Document for details)

“export” means export to a third country from an EEA State, whether by land, sea or air;

[**“the GCP Directive” means Commission Directive 2005/28/EC laying down principles and

detailed guidelines for good clinical practice as regards investigational medicinal products for
human use, as well as the requirements for authorisation of the manufacturing or importation
of such products;]

“the Gene Therapy Advisory Committee” means the Gene Therapy Advisory Committee
F21

appointed by the Secretary of State™”...;

“Health and Social Services Board” means a Health and Social Services Board established
under the Health and Personal Social Services (Northern Ireland) Order 1972 **;

“Health Board” means a Health Board established under the National Health Service
(Scotland) Act 1978 ™;

“health care” means services for or in connection with the prevention, diagnosis or treatment
of illness;

“health care professional” means—

(a) adoctor,

(b) adentist,

(c) anurse,

(d) apharmacist,

(e)  ["™*aperson registered in the register of optometrists maintained under section 7(a) of the

Opticians Act 1989, or in the register of visiting optometrists from relevant European
States maintained under section 8B(1)(a) of that Act,]

(f)  a person registered in a register established and maintained under article 5 of [***Health
and Social Work Professions Order 2001, other than a social worker registered in Part
16],

(8) aregistered osteopath as defined by section 41 of the Osteopaths Act 1993 ¥, or
(h)  aregistered chiropractor as defined by section 43 of the Chiropractors Act 1994 **7;

“health centre” means a health centre maintained under section 2 or 3 of the National Health
Service Act 1977, section 36 of the National Health Service (Scotland) Act 1978 or Article 5
of the Health and Personal Social Services (Northern Ireland) Order 1972;

“health service body” means—
(@) a'™®.. Health Board or Health and Social Services Board,

(b)  aSpecial Health Authority, *... [*clinical commissioning group] or Local Health Board
established under the National Health Service Act 1977,
(ba) [M'the National Health Service Commissioning Board,]

(c) a Special Health Board established under the National Health Service (Scotland) Act
1978,

(ca) [’Healthcare Improvement Scotland established under the National Health Service
(Scotland) Act 1978,]

(d) a special health and social services agency established under the Health and Personal
Social Services (Special Agencies) (Northern Ireland) Order 1990 **,

() ™.

(f) the Scottish Dental Practice Board or the Common Services Agency for the Scottish
Health Service established under the National Health Service (Scotland) Act 1978,

4
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(g) the Northern Ireland Central Services Agency for the Health and Social Services
established under the Health and Personal Social Services (Northern Ireland) Order 1972,

(h) a National Health Service trust established under the National Health Service and
Community Care Act 1990 ™* or the National Health Service (Scotland) Act 1978,

(i) an NHS foundation trust within the meaning of section 1(1) of the Health and Social
Care (Community Health and Standards) Act 2003 ™, or

() a Health and Social Services trust established under the Health and Personal Social
Services (Northern Ireland) Order 1991 *7;

“hospital” includes a clinic, nursing home or similar institution;

“import”, other than in regulation 13 and Schedule 3, means import into the United Kingdom
from a third country, whether by land, sea or air;

“informed consent” shall be construed in accordance with paragraph 3 of Part 1 of Schedule 1;
“insurance or indemnity” includes provision for meeting losses or liabilities—
(a) under a scheme established under—

(i) section 21 of the National Health Service and Community Care Act 1990 (schemes
for meeting losses and liabilities etc. of certain health service bodies in England

and Wales) ",
(i) section 85B of the National Health Service (Scotland) Act 1978 (schemes for

meeting losses and liabilities etc. of certain health service bodies in Scotland) ***, or

(i) Article 24 of the Health and Personal Social Services (Northern Ireland) Order
1991 (schemes for meeting losses and liabilities etc. of certain health service bodies
in Northern Ireland) ", or

(b) in accordance with guidance issued by—

(1)  the Secretary of State,

(i) the Scottish Ministers,

(iii) the National Assembly for Wales, or

(iv) the Department for Health, Social Services and Public Safety,

as to the arrangements to be adopted by health service bodies for meeting the costs arising
from clinical negligence (known as NHS Indemnity);

“investigational medicinal product” means a pharmaceutical form of an active substance or
placebo being tested, or to be tested, or used, or to be used, as a reference in a clinical trial,
and includes a medicinal product which has a marketing authorization but is, for the purposes
of the trial—

(a) used or assembled (formulated or packaged) in a way different from the form of the
product authorised under the authorization,

(b) used for an indication not included in the summary of product characteristics under the
authorization for that product, or

(c) used to gain further information about the form of that product as authorised under the
authorization;

“investigational medicinal product dossier” means, in relation to an investigational medicinal
product, the dossier relating to that product which accompanies a request for authorisation to

conduct a trial in which that product is or is to be used, in accordance with paragraph 11 of
Schedule 3;
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“investigator” means, in relation to a clinical trial, the authorised health professional
responsible for the conduct of that trial at a trial site, and if the trial is conducted by a team
of authorised health professionals at a trial site, the investigator is the leader responsible for
that team;

“investigator’s brochure” means a document containing a summary of the clinical and non-
clinical data relating to an investigational medicinal product which are relevant to the study
of the product in human subjects;

“labelling”, in relation to an investigational medicinal product, means affixing to or otherwise
displaying on it a notice describing or otherwise relating to the contents, and “label” has a
corresponding meaning;

“legal representative”, other than in regulation 3 and Parts 2 to 4 of Schedule 3, has the meaning
given by Part 1 of Schedule 1;

“licensing authority” shall be construed in accordance with [**'regulation 6 of the 2012
Regulations];

“manufacture”, in relation to an investigational medicinal product, includes any process carried
out in the course of making the product, but does not include dissolving or dispersing the
product in, or diluting it or mixing it with, some other substance used as a vehicle for the
purposes of administering it;

“manufacturing authorisation” has the meaning given by regulation 36(1);

“marketing authorization” means—

(@) ["™a UK marketing authorisation granted by the licensing authority under the 2012
Regulations,]

(b) amarketing authorization issued by the competent authority of an EEA State, other than
the United Kingdom, in accordance with Directive 2001/83/EC,

(c) a marketing authorization granted by the European Commission under Council
Regulation (EEC) 2309/93"["or Regulation (EC) No. 726/2004 of the European
Parliament and of the Council laying down Community procedures for the authorisation
and supervision of medicinal products for human and veterinary use and establishing a
European Medicines Agency], or

(d) a product licence granted by the licensing authority for the purposes of section 7 of the
Medicines Act 1968 5;

[***“medicinal product” means a medicinal product within the meaning of regulation 2(1) of

the 2012 Regulations.]
“minor” means a person under the age of 16 years;

“non-interventional trial” means a study of one or more medicinal products which have a
marketing authorization, where the following conditions are met—

(a) the products are prescribed in the usual manner in accordance with the terms of that
authorization,

(b) the assignment of any patient involved in the study to a particular therapeutic strategy is
not decided in advance by a protocol but falls within current practice,

(c) the decision to prescribe a particular medicinal product is clearly separated from the
decision to include the patient in the study,

(d) no diagnostic or monitoring procedures are applied to the patients included in the study,
other than those which are ordinarily applied in the course of the particular therapeutic
strategy in question, and

(e) epidemiological methods are to be used for the analysis of the data arising from the study;

6
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“nurse” means a registered nurse or registered midwife;

“pharmaceutical form of an active substance” includes any substance or article to which these
Regulations have effect by virtue of an order under section 104 or 105 of the Act (which relate
to the application of Act to certain articles and substances which are not medicinal products);

“Pharmaceutical Society” in relation to Great Britain means the Royal Pharmaceutical Society
of Great Britain, and in relation to Northern Ireland means the Pharmaceutical Society of
Northern Ireland;

“pharmacist” means—

(@)  [™in relation to Great Britain, a person registered as a pharmacist in Part 1 or 4 of the
register maintained under article 19 of the Pharmacy Order 2010, and]

(b) in relation to Northern Ireland, a person registered in the register of pharmaceutical
chemists for Northern Ireland made out and maintained under Articles 6 and 9 of the
Pharmacy (Northern Ireland) Order 1976;

“Phase I trial” means a clinical trial to study the pharmacology of an investigational medicinal
product when administered to humans, where the sponsor and investigator have no knowledge
of any evidence that the product has effects likely to be beneficial to the subjects of the trial;

“the principles and guidelines of good manufacturing practice” means the principles and
guidelines of good manufacturing practice set out in Commission Directive 2003/94/EC;

“protocol” means a document that describes the objectives, design, methodology, statistical
considerations and organisation of a clinical trial;

“qualified person” means—

(a) a person who as respects qualifications and experience satisfies the requirements of
Atrticle 49 or 50 of Directive 2001/83/EC, or

(b) a person who, without satisfying the requirements referred to in paragraph (a)—

(i) has been engaged in activities equivalent to those to be performed in accordance
with regulation 43(2) in respect of investigational medicinal products for a period
of at least 6 months prior to 1st May 2004,

(i1) has, in accordance with paragraph 6(1) of Schedule 6, been named as a qualified

person in a valid application for a manufacturing authorisation made prior to 1st
May 2006, and

(i) is—
(aa) a member of the Institute of Biology, the Pharmaceutical Society, the Royal

Society of Chemistry, or such other body as may appear to the licensing
authority to be an appropriate body for the purpose of this paragraph, or

(bb) the holder of a diploma, certificate or other evidence of formal qualifications
awarded on completion of a university or other higher education course of
study in pharmacy, chemistry, medicine, biology or a related life science,
which the licensing authority have stated in a notice in writing to that person
to be qualifications sufficient for the purpose of performing the functions of
a qualified person;

“relevant ethics committee”, in relation to a clinical trial, means—

(a) in a case where an ethics committee has given a favourable opinion in relation to that
trial and paragraph 13 of Schedule 2 applies, the ethics committee which is the relevant
ethics committee for that trial by virtue of sub-paragraph (5) of that paragraph;
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(b) in a case where an ethics committee has given an unfavourable opinion in relation to
that trial but a favourable opinion has been given by an appeal panel in accordance with
paragraph 4(4) of Schedule 4, that committee, or

(c) in any other case, the ethics committee which has given a favourable opinion in relation
to that trial in accordance with regulation 15;

“serious adverse event”, “serious adverse reaction” or “unexpected serious adverse reaction”
means any adverse event, adverse reaction or unexpected adverse reaction, respectively, that—
(a) results in death,

(b) is life-threatening,

(c) requires hospitalisation or prolongation of existing hospitalisation,

(d) results in persistent or significant disability or incapacity, or

(e) consists of a congenital anomaly or birth defect;

“sponsor” shall be construed in accordance with regulation 3;

“Strategic Health Authority” means a Strategic Health Authority established under the
National Health Service Act 1977 ¥;

“subject” means, in relation to a clinical trial, an individual, whether a patient or not, who
participates in a clinical trial—

(a) as a recipient of an investigational medicinal product or of some other treatment or
product, or

(b) without receiving any treatment or product, as a control;
“third country” means a country or territory outside the European Economic Area;

“trial site” means a hospital, health centre, surgery or other establishment or facility at or from
which a clinical trial, or any part of such a trial, is conducted;

“unexpected adverse reaction” means an adverse reaction the nature and severity of which is
not consistent with the information about the medicinal product in question set out—

(a) in the case of a product with a marketing authorization, in the summary of product
characteristics for that product,

(b) in the case of any other investigational medicinal product, in the investigator’s brochure
relating to the trial in question.

(2) Any reference in these Regulations to the holder of a manufacturing authorisation shall be
construed as a reference to the holder of such an authorisation which is for the time being in force.

(3) Any reference in these Regulations to an application, request or other document that is signed
includes a reference to an application, request of other document that is signed with an electronic
signature.

Textual Amendments

F3

F4
F5

Fe

F7

Words in reg. 2(1) inserted (14.8.2012) by The Human Medicines Regulations 2012 (S.I. 2012/1916),
reg. 1(2), Sch. 34 para. 53(a) (with Sch. 32)

1968 c. 67.

Words in reg. 2(1) substituted (14.8.2012) by The Human Medicines Regulations 2012 (S.1I.
2012/1916), reg. 1(2), Sch. 34 para. 53(b) (with Sch. 32)

Word in reg. 2 omitted (29.8.2006) by virtue of The Medicines for Human Use (Clinical Trials)
Amendment Regulations 2006 (S.I. 2006/1928), regs. 1(1), 2(a)

0OJ No. L262, 14.10.2003, p.22.


http://www.legislation.gov.uk/id/uksi/2012/1916
http://www.legislation.gov.uk/id/uksi/2012/1916/regulation/1/2
http://www.legislation.gov.uk/id/uksi/2012/1916/schedule/34/paragraph/53/a
http://www.legislation.gov.uk/id/uksi/2012/1916/schedule/32
http://www.legislation.gov.uk/id/ukpga/1968/67
http://www.legislation.gov.uk/id/uksi/2012/1916
http://www.legislation.gov.uk/id/uksi/2012/1916
http://www.legislation.gov.uk/id/uksi/2012/1916/regulation/1/2
http://www.legislation.gov.uk/id/uksi/2012/1916/schedule/34/paragraph/53/b
http://www.legislation.gov.uk/id/uksi/2012/1916/schedule/32
http://www.legislation.gov.uk/id/uksi/2006/1928
http://www.legislation.gov.uk/id/uksi/2006/1928
http://www.legislation.gov.uk/id/uksi/2006/1928/regulation/1/1
http://www.legislation.gov.uk/id/uksi/2006/1928/regulation/2/a

Document Generated: 2024-06-21

Status: Point in time view as at 01/04/2013.

Changes to legislation: The Medicines for Human Use (Clinical Trials) Regulations 2004 is up to date with all changes
known to be in force on or before 21 June 2024. There are changes that may be brought into force at a future date.
Changes that have been made appear in the content and are referenced with annotations. (See end of Document for details)

F8

F9
F10

F11

F12

F13

F14

F15

F16

F17

F18

F19
F20

F21

F22

F23

F24

F25

F26

F27
F28

F29

F30

F31

F32

F33
F34

F35
F36

Words in reg. 2(1) inserted (14.8.2012) by The Human Medicines Regulations 2012 (S.I. 2012/1916),
reg. 1(2), Sch. 34 para. 53(c) (with Sch. 32)

1984 c. 24.

Words in reg. 2(1) omitted (3.12.2007) by virtue of The European Qualifications (Health and Social
Care Professions) Regulations 2007 (S.1. 2007/3101), regs. 1(2), 154

Words in reg. 2(1) substituted (1.5.2008) by The Medicines for Human Use (Clinical Trials) and Blood
Safety and Quality (Amendment) Regulations 2008 (S.1. 2008/941), regs. 1(1), 2(a)

Words in reg. 2(1) substituted (1.5.2008) by The Medicines for Human Use (Clinical Trials) and Blood
Safety and Quality (Amendment) Regulations 2008 (S.1. 2008/941), regs. 1(1), 2(b)

See Schedule 1 of the Interpretation Act 1978 (c. 30), as amended by paragraph 18 of Schedule 5 to the
Medical Act 1983 (c. 54).

Words in reg. 2 substituted (29.8.2006) by The Medicines for Human Use (Clinical Trials)
Amendment Regulations 2006 (S.1. 2006/1928), regs. 1(1), 2(b)

Words in reg. 2 omitted (29.8.2006) by virtue of The Medicines for Human Use (Clinical Trials)
Amendment Regulations 2006 (S.I. 2006/1928), regs. 1(1), 2(c)

OJNo. L1, 3.1.19%94, p.3.

OJ No. L1, 3.1.199%4, p.572.

Words in reg. 2(1) substituted (1.1.2005) by The Medicines (Marketing Authorisations and
Miscellaneous Amendments) Regulations 2004 (S.1. 2004/3224), regs. 1, 9

2000 asp. 4; seeS.S.I. 2002/190.

Words in reg. 2 inserted (29.8.2006) by The Medicines for Human Use (Clinical Trials) Amendment
Regulations 2006 (S.1. 2006/1928), regs. 1(1), 2(d)

Words in reg. 2(1) omitted (1.5.2008) by virtue of The Medicines for Human Use (Clinical Trials) and
Blood Safety and Quality (Amendment) Regulations 2008 (S.I. 2008/941), regs. 1(1), 2(c)

S.I. 1972/1265 (N.I. 14).

1978 c. 29.

Words in reg. 2(1) substituted (3.12.2007) by The European Qualifications (Health and Social Care
Professions) Regulations 2007 (S.I. 2007/3101), regs. 1(2), 201

Words in reg. 2(1) substituted (1.8.2012) by The Health and Social Care Act 2012 (Consequential
Provision Social Workers) Order 2012 (S.1. 2012/1479), art. 1(2), Sch. para. 39

1993 c. 21.

1994 c. 17.

Words in reg. 2(1) omitted (1.4.2013) by The National Treatment Agency (Abolition) and the Health
and Social Care Act 2012 (Consequential, Transitional and Saving Provisions) Order 2013 (S.1.
2013/235), arts. 1(2), 11, Sch. 2 para. 66(2)(a)

Words in reg. 2(1) omitted (1.4.2013) by The National Treatment Agency (Abolition) and the Health
and Social Care Act 2012 (Consequential, Transitional and Saving Provisions) Order 2013 (S.1.
2013/235), arts. 1(2), 11, Sch. 2 para. 66(2)(b)

Words in reg. 2(1) inserted (1.10.2012) by The NHS Commissioning Board Authority (Abolition and
Transfer of Staff, Property and Liabilities) and the Health and Social Care Act 2012 (Consequential
Amendments) Order 2012 (S.1. 2012/1641), art. 1(2)(b), Sch. 3 para. 8(2)(a)

Words in reg. 2(1) inserted (1.10.2012) by The NHS Commissioning Board Authority (Abolition and
Transfer of Staff, Property and Liabilities) and the Health and Social Care Act 2012 (Consequential
Amendments) Order 2012 (S.1. 2012/1641), art. 1(2)(b), Sch. 3 para. 8(2)(b)

Words in reg. 2(1) inserted (28.10.2011) by The Public Services Reform (Scotland) Act 2010
(Consequential Modifications of Enactments) Order 2011 (S.1. 2011/2581), art. 1(2)(b), Sch. 2 para.
40

S.I. 1990/247 (N.I.3)

Words in reg. 2(1) omitted (1.4.2006) by virtue of The General Dental Services, Personal Dental
Services and Abolition of the Dental Practice Board Transitional and Consequential Provisions Order
2006 (S.I. 2006/562), art. 1(1), Sch. 2 para. 5

1990 c. 19.

2003 c. 43.
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F37 S.1.1991/194 (N.L.1).

F38 1990 c. 19; section 21 was amended by paragraph 79 of Schedule 1 to the Health Authorities Act 1995
(c. 17) and paragraph 81 of Schedule 4 to the Health Act 1999 (c. 8).

F39 1978 c. 29; section 85 was inserted by section 41 of the National Health Service and Community Care
Act 1990 (c. 19) and was amended by paragraph 56 of Schedule 4 to the Health Act 1999 (c. 8).

F40 S.1.1991/194 (N.I. 1).

F41 Words in reg. 2(1) substituted (14.8.2012) by The Human Medicines Regulations 2012 (S.1.
2012/1916), reg. 1(2), Sch. 34 para. 53(d) (with Sch. 32)

F42 Words in reg. 2(1) substituted (14.8.2012) by The Human Medicines Regulations 2012 (S.1.
2012/1916), reg. 1(2), Sch. 34 para. 53(e) (with Sch. 32)

F43 OJ No. L214,24.8.1993, p.1.

F44 Words in reg. 2(1) inserted (20.11.2005) by The Medicines (Marketing Authorisations Etc.)
Amendment Regulations 2005 (S.I. 2005/2759), reg. 1(b), Sch. para. 17(b)

F45 Section 7 does not apply to “relevant medicinal products” within the meaning given by S.I. 1994/3144.

F46 Words in reg. 2(1) substituted (14.8.2012) by The Human Medicines Regulations 2012 (S.1.
2012/1916), reg. 1(2), Sch. 34 para. 53(f) (with Sch. 32)

F47 Words in reg. 2(1) substituted (27.9.2010) by The Pharmacy Order 2010 (S.I. 2010/231), art. 1(5), Sch.
4 para. 43 (with Sch. 5); S.I. 2010/1621, art. 2(1)

F48 See section 8 of the National Health Service Act 1977 (c. 49) as substituted by section 1(2) of the
National Health Service Reform and Health Care Professions Act 2002 (c. 17).

Sponsor of a clinical trial

3.—(1) In these Regulations, subject to the following paragraphs, “sponsor’” means, in relation
to a clinical trial, the person who takes responsibility for the initiation, management and financing
(or arranging the financing) of that trial.

(2) Iftwo or more persons take responsibility for the matters specified in paragraph (1) in relation
to a clinical trial, those persons may—

(a) take joint responsibility for carrying out the functions of the sponsor of that trial under
these Regulations; or

(b) allocate responsibility for carrying out the functions of the sponsor of that trial in
accordance with paragraphs (4) to (10).

(3) If two or more persons take joint responsibility in accordance with paragraph (2)(a)—

(a) any reference to the sponsor in these Regulations shall, in relation to that trial, be construed
as a reference to those persons; and

(b) paragraphs (4) to (10) shall not apply.

(4) One of the persons referred to in paragraph (2) shall be responsible for carrying out the
functions of a sponsor under Part 3 (authorisation for clinical trials and ethics committee opinion)
and shall make the request for authorisation to conduct the trial in accordance with regulation 17.

(5) The request for authorisation referred to in regulation 17 shall specify—

(a) who, in accordance with paragraph (4), is responsible for carrying out the functions of the
sponsor under Part 3;

(b) who is to be responsible for carrying out the functions of the sponsor under Part 4 (good
clinical practice and the conduct of clinical trials); and

(c) who is to be responsible for carrying out the functions of the sponsor under Part 5
(pharmacovigilance).

(6) After the clinical trial has been authorised by the licensing authority in accordance with
regulation 18, 19 or 20, a different person may be specified as responsible for carrying out the
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functions of the sponsor under Part 3, 4 or 5 by making a substantial amendment to the terms of a
clinical trial authorisation in accordance with regulations 24 to 26.

(7) Where a person is responsible for carrying out the functions of the sponsor under Part 3 by
virtue of paragraph (5), or is specified in accordance with paragraph (6) as responsible for those
functions, any reference to the sponsor in—

(a) that Part, except regulation 15,
(b) Parts 2 to 4 of Schedule 3,
(c) Schedule 5, in so far as it relates to decisions of the licensing authority under Part 3, and
(d) Schedule 12,
shall, in relation to the trial, be construed as a reference to that person.

(8) Where a person is specified in accordance with paragraph (5) or (6) as responsible for carrying
out the functions of the sponsor under Part 4, any reference to the sponsor in—

(a) that Part, except regulation 28(1), or
(b) Schedule 5, in so far as it relates to notices under regulation 31(1),
shall, in relation to the trial, be construed as a reference to that person.

(9) Where a person is specified in accordance with paragraph (5) or (6) as responsible for carrying
out the functions of the sponsor under Part 5, any reference to the sponsor in that Part shall, in relation
to the trial, be construed as a reference to that person.

(10) Any reference to the sponsor in—
(a) regulations 15 and 28(1),
(b) Parts 2 and 6 to 9, and
(c) Schedules 1 and 7, and Part 1 of Schedule 3,

shall, in relation to the trial, include a reference to a person specified in accordance with paragraph (5)
or (6).

(11) A person who is a sponsor of a clinical trial in accordance with this regulation must—
(@) be established in [**an EEA State], or

(b) have a legal representative who is so established.

[™°(12) A person who is a sponsor of a clinical trial in accordance with this regulation may

delegate any or all of his functions under these Regulations to any person but any such arrangement
shall not affect the responsibility of the sponsor.]

Textual Amendments
F49 Words in reg. 3(11)(a) substituted (29.8.2006) by The Medicines for Human Use (Clinical Trials)
Amendment Regulations 2006 (S.1. 2006/1928), regs. 1(1), 3(a)
F50 Reg. 3(12) inserted (29.8.2006) by The Medicines for Human Use (Clinical Trials) Amendment
Regulations 2006 (S.I. 2006/1928), regs. 1(1), 3(b)

[*'Sponsor’s responsibility for the investigator’s brochure

3A. The sponsor of a clinical trial shall—

(a) ensure that the investigator’s brochure for that trial, and any update of that brochure,
presents the information it contains in a concise, simple, objective, balanced and non-
promotional form that enables a clinician or potential investigator to understand it and
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make an unbiased risk-benefit assessment of the appropriateness of the proposed clinical
trial; and

(b) validate and update the investigator’s brochure at least once a year.]

Textual Amendments
F51 Reg. 3A inserted (29.8.2006) by The Medicines for Human Use (Clinical Trials) Amendment
Regulations 2006 (S.1. 2006/1928), regs. 1(1), 4

Responsibility for functions under the Directive

4.—(1) For the purposes of the Directive [*’and the GCP Directive], the competent authority of

the United Kingdom shall be the licensing authority.

(2) Subject to paragraph (3), the licensing authority shall perform, as respects the United
Kingdom, the functions of the Member State under the Directive [*and the GCP Directive].

(3) Paragraph (2) shall not apply in so far as any functions fall to be performed by the exercise of
any powers or duties which are conferred by any provision of these Regulations, or by any provision

of [™*the 2012 Regulations] as applied by these Regulations, on a person or body other than the
licensing authority.

Textual Amendments
F52 Words in reg. 4(1) inserted (29.8.2006) by The Medicines for Human Use (Clinical Trials)
Amendment Regulations 2006 (S.I. 2006/1928), regs. 1(1), 5
F53 Words in reg. 4(2) inserted (29.8.2006) by The Medicines for Human Use (Clinical Trials)
Amendment Regulations 2006 (S.I. 2006/1928), regs. 1(1), 5
F54 Words in reg. 4(3) substituted (14.8.2012) by The Human Medicines Regulations 2012 (S.I.
2012/1916), reg. 1(2), Sch. 34 para. 54 (with Sch. 32)

PART 2
ETHICS COMMITTEES

United Kingdom Ethics Committees Authority

5.—(1) The body responsible for establishing, recognising and monitoring ethics committees in
the United Kingdom in accordance with these Regulations is the United Kingdom Ethics Committees
Authority, which is a body consisting of—

(a) the Secretary of State for Health;

(b) the National Assembly for Wales;

(c) the Scottish Ministers; and

(d) the Department for Health, Social Services and Public Safety for Northern Ireland.
(2) The functions of the Authority—

(a) may, by agreement between them, be performed by any one of the Secretary of State for
Health, the National Assembly for Wales, the Scottish Ministers and the Department for
Health, Social Services and Public Safety for Northern Ireland acting alone, or any two
or more of them acting jointly; and
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(b) may be performed by any one of the Secretary of State for Health, the National Assembly
for Wales, the Scottish Ministers and the Department for Health, Social Services and
Public Safety for Northern Ireland acting alone solely in relation to a part of the United
Kingdom with respect to which the Secretary of State, the Assembly, the Ministers or the
Department, as the case may be, have responsibilities.

(3) In accordance with the preceding provisions of this regulation, in these Regulations “the
United Kingdom Ethics Committees Authority” (“the Authority”’) means any one or more of the
Secretary of State for Health, the National Assembly for Wales, the Scottish Ministers and the
Department for Health, Social Services and Public Safety for Northern Ireland, and, in the case of
anything falling to be done by the Authority, means any one or more of them acting as mentioned
in paragraph (2).

(4) The Authority may appoint such persons as they think necessary for the proper discharge
by them of their functions, and those persons shall be appointed on such terms and conditions
(including conditions as to remuneration, benefits, allowances and reimbursement for expenses) as
the Authority think fit.

(5) Arrangements may be made between the Authority and any relevant authority for—

(a) any functions of the Authority to be exercised by, or by members of staff of, the relevant
authority; or

(b) the provision of staff, premises or administrative services by the relevant authority to the
Authority.

(6) Any arrangements under paragraph (5) for the exercise of any functions of the Authority shall
not affect the responsibility of the Authority.

(7) In this regulation, “relevant authority” means any government department, local or public
authority or holder of public office.

Establishment of ethics committees

6.—(1) The Authority may establish ethics committees to act—
(a) for the entire United Kingdom or for such areas of the United Kingdom; and
(b) in relation to such descriptions or classes of clinical trials,
as the Authority consider appropriate.
(2) The Authority may—

(a) vary the area for which any committee they have established acts or, as the case may be,
the descriptions or classes of clinical trials in relation to which such a committee acts; and

(b) abolish any such committee.

Recognition of ethics committees

7.—(1) Subject to paragraph (3), the Authority may, by a notice in writing, recognise a committee
as an ethics committee for the purposes of these Regulations if—

(a) an application in relation to that committee has been made in accordance with
paragraph (2); and

(b) they are satisfied that the proposed arrangements for the membership and operation of that
ethics committee would—

(i) enable that committee to perform the functions of an ethics committee adequately;
and

(i1) comply with the provisions of Schedule 2.
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(2) An application for recognition of an ethics committee shall be—
(a) made in writing to the Authority; and

(b) accompanied by such information, documents and particulars as are necessary to enable
the Authority to determine the application.

(3) If any committee—
(a) was established or recognised by—
(i) the Secretary of State,
(i) the Scottish Ministers,
(ii1) the National Assembly for Wales,
(iv) the Department of Health, Social Services and Public Safety, or
(v) a Strategic Health Authority, Health Board or Health and Social Services Board,
for the purpose of advising on the ethics of research investigations on human beings, and
(b) was in existence on 30th April 2004,

the Authority may recognise that committee in accordance with paragraph (1) without an application
for recognition being submitted.

(4) When recognising a committee the Authority shall specify—

(a) whether the committee may act for the entire United Kingdom or only for a particular area
of the United Kingdom;

(b) the description or class of clinical trial in relation to which it may act as an ethics
committee; and

(c) any other conditions or limitations that apply to that committee.
(5) The Authority may—
(a) vary the area for which a committee recognised under this regulation acts,

(b) vary the description or class of clinical trial in relation to which it may act as an ethics
committee, or

(¢) vary or revoke any conditions or limitations imposed under paragraph [*(4)],

where it considers it necessary or appropriate to do so.

Textual Amendments
F55 Word in reg. 7(5)(c) substituted (29.8.2006) by The Medicines for Human Use (Clinical Trials)
Amendment Regulations 2006 (S.I. 2006/1928), regs. 1(1), 6

Revocation of recognition

8. The Authority may revoke a recognition of an ethics committee if they are satisfied that—
(a) the provisions of Schedule 2 are not complied with in relation to that committee;

(b) the committee is failing to perform its functions under these Regulations adequately or
at all; or

(c) it is otherwise necessary or expedient to do so.

Constitution and operation of ethics committees
9. The provisions of Schedule 2 have effect in relation to ethics committees.
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Other functions of the Authority

10.—(1) The Authority shall monitor the extent to which ethics committees adequately perform
their functions under these Regulations.

(2) The Authority may provide advice and assistance to ethics committees with respect to the
performance of their functions.

PART 3

AUTHORISATION FOR CLINICAL TRIALS
AND ETHICS COMMITTEE OPINION

Interpretation of Part 3
11. In this Part—

“amendment to the clinical trial authorisation” means an amendment to—

(a) the terms of the request for authorisation to conduct that trial or the application for an
ethics committee opinion in relation to that trial,

(b) the protocol for that trial, or

(c) the other particulars or documents accompanying that request for authorisation or
application for ethics committee approval;

“substantial amendment to the clinical trial authorisation” means an amendment to the clinical
trial authorisation which is likely to affect to a significant degree—

(a) the safety or physical or mental integrity of the subjects of the trial,

(b) the scientific value of the trial,

(¢c) the conduct or management of the trial, or

(d) the quality or safety of any investigational medicinal product used in the trial;

“valid application” means an application for an ethics committee opinion which complies with
the provisions of regulation 14; and

“valid request for authorisation” means a request to the licensing authority for authorisation
to conduct a clinical trial which complies with the provisions of regulation 17, and “valid
amended request” shall be construed accordingly.

Requirement for authorisation and ethics committee opinion

12.—(1) No person shall—
(a) start a clinical trial or cause a clinical trial to be started; or
(b) conduct a clinical trial,
unless the conditions specified in paragraph (3) are satisfied.
(2) No person shall—
(a) recruit an individual to be a subject in a trial;
(b) issue an advertisement for the purpose of recruiting individuals to be subjects in a trial,
unless the condition specified in paragraph (3)(a) has been satisfied.

(3) The conditions referred to in paragraphs (1) and (2) are—
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(@) an ethics committee [**°to which an application in relation to the trial may be made in

accordance with regulation 14] or an appeal panel appointed under Schedule 4 has given
a favourable opinion in relation to the clinical trial; and

(b) the clinical trial has been authorised by the licensing authority.

(4) For the purposes of these Regulations, a clinical trial has been authorised by the licensing
authority if—

(a) in the case of a trial to which regulation 18 relates—
(1) the trial is to be treated as authorised by virtue of regulation 18, or

(i1) the authority has accepted the request for authorisation in accordance with the
procedure specified in Schedule 5; or

(b) in the case of a clinical trial to which regulation 19 or 20 applies—

(1) the authority has given a notice of authorisation in accordance with those regulations,
or

(i1) the authority has accepted the request for authorisation in accordance with the
procedure specified in Schedule 5.

Textual Amendments
F56 Words in reg. 12(3)(a) inserted (29.8.2006) by The Medicines for Human Use (Clinical Trials)
Amendment Regulations 2006 (S.1. 2006/1928), regs. 1(1), 7

Supply of investigational medicinal products for the purpose of clinical trials

13.—(1) Subject to paragraphs (3) and (4), no person shall, in the course of a business carried
on by him, sell or supply any investigational medicinal product to—

(a) an investigator,
(b) a health care professional who is a member of an investigator’s team,

(c) aperson who provides or is to provide health care under the direction or control of a person
referred to in sub-paragraphs (a) and (b), or

(d) asubject,

for the purpose of administering that product in a clinical trial, unless the conditions specified in
paragraph (2) are satisfied.

(2) The conditions referred to in paragraph (1) are—

(a) the licensing authority has authorised the clinical trial for the purposes of which the product
is sold or supplied;

(b) in the case of an investigational medicinal product manufactured or assembled in an EEA
State, other than in accordance with the terms of a marketing authorization relating to that
product, or imported into an EEA State—

[¥7(i) the product has been manufactured, assembled or imported—
(aa) in accordance with the terms of a manufacturing authorisation,

(bb) in accordance with the terms of an authorisation referred to in Article 13 of
the Directive granted by a competent authority of an EEA State other than
the United Kingdom, or

(cc) in the case of assembly only, under the exemption in regulation 37, and]
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(i) the production batch of investigational medicinal products of which the product is a
part has been checked and certified by a qualified person pursuant to Article 13(3)
and (4) of the Directive.

(3) If an investigational medicinal product has been manufactured or imported prior to 1st May
2004—

(a) the condition specified in paragraph (2)(b)(i) shall apply only in relation to any assembly
of that product which takes place on or after that date; and

(b) the conditions specified in paragraph (2)(b)(ii) shall not apply.

(4) The restriction in paragraph (1) shall not apply to the sale or supply of a medicinal product
in accordance with the terms of a marketing authorisation relating to that product, other than a
marketing authorisation issued by the competent authority of an EEA State other than the United
Kingdom.

Textual Amendments
F57 Reg. 13(2)(b)(i) substituted (29.8.2006) by The Medicines for Human Use (Clinical Trials)
Amendment Regulations 2006 (S.I. 2006/1928), regs. 1(1), 8

Application for ethics committee opinion

14.—(1) An application for an ethics committee opinion in relation to a clinical trial shall be
made by the chief investigator for that trial.

(2) A chief investigator for a trial shall make an application for an ethics committee opinion in
relation to that trial to one ethics committee only, regardless of the number of trial sites at which
the trial is to be conducted.

(3) Subject to paragraphs (4) and (5), the application for an ethics committee opinion in relation
to a clinical trial shall be made to an ethics committee established or recognised—

(a) for—
(1) the entire United Kingdom, or

(i1) in relation to an area of the United Kingdom in which the chief investigator is
professionally based; and

(b) in relation to a description or class of clinical trial into which the proposed trial falls.
(4) If a clinical trial—
(a) is conducted at one or more trial sites in Scotland;

(b) involves adults unable by virtue of physical or mental incapacity to give informed consent;
and

(c) the chief investigator is professionally based at a hospital, health centre, surgery or other
establishment or facility in Scotland,

the application for an ethics committee opinion in relation to that trial shall be made to the Ethics
Committee constituted by regulations made by the Scottish Ministers under section 51(6) of the

Adults with Incapacity (Scotland) Act 2000 ™,

(5) An application for an ethics committee opinion in relation to a clinical trial involving
medicinal products for gene therapy, other than a trial falling within paragraph (4), shall be made
to the Gene Therapy Advisory Committee.

(6) An application shall be—
(a) in writing;
17
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(b) signed by the chief investigator making the application; and
(c) accompanied by the particulars and documents specified in Part 1 of Schedule 3.
(7) The application and any accompanying material shall be supplied in the English language.

(8) For the purposes of this regulation, a chief investigator is professionally based at the hospital,
health centre, surgery or other establishment or facility at or from which he primarily conducts his
professional practice.

Textual Amendments
F58 2000 asp. 4; seeS.S.1. 2002/190.

Ethics committee opinion

15—["(1) Except as provided for in paragraph (4A) (which removes the requirement on the
Gene Therapy Advisory Committee to give an opinion) and subject to paragraphs (3) and (4) (which
suspend and disapply time limits respectively), an ethics committee shall give an opinion in relation
to the clinical trial to which a valid application relates within the specified period beginning with
the date of receipt of the valid application.]

(2) Where following receipt of a valid application it appears to the committee that further
information is required in order to give an opinion on a trial, the committee may, within the specified
period and before giving its opinion, send a notice in writing to the applicant requesting that he
furnishes the committee with that information.

(3) Where the committee sends a request in accordance with paragraph (2), the specified period
shall be suspended pending receipt of the information requested.

[F(3A) An ethics committee may give a favourable opinion subject to conditions specified in

writing in relation to a clinical trial.

(3B) Ifan ethics committee gives a favourable opinion subject to conditions, the ethics committee
is to be treated as having given a favourable opinion in relation to the clinical trial only if the specified
conditions are satisfied.]

(4) If the clinical trial involves a medicinal product for xenogenic cell therapy, the time limits
referred to in paragraphs (1) to (3) shall not apply and the ethics committee may give an opinion
in relation to that trial or send a notice under paragraph (2) at any time after receipt of the valid
application.

[Fﬁl

(4A) Where a notification under paragraph (4B) is received by the Authority—

(a) the Gene Therapy Advisory Committee shall not give an opinion in relation to the clinical
trial to which the application subject to that notification relates;

(b) the Authority shall direct that the application be considered by another ethics committee
specified in the direction;

(c) the Gene Therapy Advisory Committee shall send the application to the ethics committee
specified in the direction immediately following the direction being given; and

(d) the ethics committee specified in the direction shall, subject to the application being valid,
give an opinion in relation to the clinical trial to which that application relates within
the specified period beginning with the date of the Gene Therapy Advisory Committee’s
receipt of the application.

(4B) The Chairman, vice-chairman or alternate vice-chairman of the Gene Therapy Advisory
Committee may notify the Authority (instead of giving an opinion) within the specified period
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beginning with the date of the Committee’s receipt of an application that the clinical trial to which
that application relates does not merit an opinion from the Gene Therapy Advisory Committee.]

(5) In preparing its opinion, the committee shall consider, in particular, the following matters—

(a) the relevance of the clinical trial and its design;

(b) whether the evaluation of the anticipated benefits and risks as required under [***paragraph
10] of Part 2 of Schedule 1 is satisfactory and whether the conclusions are justified;

(c) the protocol;
(d) the suitability of the investigator and supporting staff;

(e) the investigator’s brochure [**or, where the investigational medicinal product has a
marketing authorization and the product is to be used in accordance with the terms of that
authorization, the summary of product characteristics relating to that product];

(f) the quality of the facilities for the trial;

(g) the adequacy and completeness of the written information to be given, and the procedure
to be followed, for the purpose of obtaining informed consent to the subjects’ participation
in the trial;

(h) if the subjects are to include [***minors or] persons incapable of giving informed consent,

whether the research is justified having regard to the conditions and principles specified
in ["**Part 4 or Part 5 respectively] of Schedule 1;

(i) provision for indemnity or compensation in the event of injury or death attributable to the
clinical trial;

(j) any insurance or indemnity to cover the liability of the investigator or sponsor;

(k) the amounts, and, where appropriate, the arrangements, for rewarding or compensating
investigators and subjects;

(1) the terms of any agreement between the sponsor and the owner or occupier of the trial site
which are relevant to the arrangements referred to in sub-paragraph (k); and

(m) the arrangements for the recruitment of subjects.
(6) If—
(a) any subject of the clinical trial is to be a minor; and
(b) the committee does not have a member with professional expertise in paediatric care,

it shall, before giving its opinion, obtain advice on the clinical, ethical and psychosocial problems
in the field of paediatric care which may arise in relation to that trial.

(7) If—

(a) any subject to the clinical trial is to be an adult incapable by reason of physical and mental
incapacity to give informed consent to participation in the trial; and

(b) the committee does not have a member with professional expertise in the treatment of—
(1) the disease to which the trial relates, and
(i1) the patient population suffering that disease,

it shall, before giving its opinion, obtain advice on the clinical, ethical and psychosocial
problems in the field of that disease and patient population which may arise in relation
to that trial.

(8) The ethics committee shall consider, and give an opinion on, any other issue relating to the
clinical trial, if—

(a) the committee has been asked by the applicant to consider the issue;
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(b)

it is, in the committee’s opinion, relevant to the other matters considered by the committee
in accordance with this regulation.

(9) Where an ethics committee gives an opinion in accordance with this regulation, it shall publish
a summary of that opinion.

(10) In this regulation—

“the specified period” means—

(a)

(b)

[F67“

in the case of a clinical trial involving a medicinal product for gene therapy or somatic
F66

cell therapy or a medicinal product containing a genetically modified organism [ " or a
tissue engineered product]—

(i) where a specialist group or committee is consulted, 180 days, or

(i) where there is no such consultation, 90 days; or

in any other case, 60 days;

specialist group or committee” means a group or committee whose functions include the

provision of advice on ethical or scientific issues in relation to—

(a)
(b)

(©

tissue engineered products;

in the case of medicinal products for gene therapy or somatic cell therapy, the use of such
therapies in the treatment of humans; or

in the case of medicinal products containing genetically modified organisms, the
administration of such products to humans.]

Textual Amendments

F59

F60

Fé1

Fé62

F63

Fé64

Fe65

F66

Fe7

Reg. 15(1) substituted (1.5.2008) by The Medicines for Human Use (Clinical Trials) and Blood Safety
and Quality (Amendment) Regulations 2008 (S.I. 2008/941), regs. 1(1), 3(a)

Reg. 15(3A)(3B) inserted (1.5.2008) by The Medicines for Human Use (Clinical Trials) and Blood
Safety and Quality (Amendment) Regulations 2008 (S.1. 2008/941), regs. 1(1), 3(b)

Reg. 15(4A)(4B) inserted (1.5.2008) by The Medicines for Human Use (Clinical Trials) and Blood
Safety and Quality (Amendment) Regulations 2008 (S.1. 2008/941), regs. 1(1), 3(c)

Words in reg. 15(5)(b) substituted (29.8.2006) by The Medicines for Human Use (Clinical Trials)
Amendment Regulations 2006 (S.1. 2006/1928), regs. 1(1), 9(a)

Words in reg. 15(5)(e) inserted (29.8.2006) by The Medicines for Human Use (Clinical Trials)
Amendment Regulations 2006 (S.1. 2006/1928), regs. 1(1), 9(b)

Words in reg. 15(5)(h) inserted (29.8.2006) by The Medicines for Human Use (Clinical Trials)
Amendment Regulations 2006 (S.1. 2006/1928), regs. 1(1), 9(c)(i)

Words in reg. 15(5)(h) substituted (29.8.2006) by The Medicines for Human Use (Clinical Trials)
Amendment Regulations 2006 (S.1. 2006/1928), regs. 1(1), 9(c)(ii)

Words in reg. 15(10) inserted (19.8.2010) by The Medicines for Human Use (Advanced Therapy
Medicinal Products and Miscellaneous Amendments) Regulations 2010 (S.1. 2010/1882), regs. 1(1),
92)(a)

Words in reg. 15(10) substituted (19.8.2010) by The Medicines for Human Use (Advanced Therapy
Medicinal Products and Miscellaneous Amendments) Regulations 2010 (S.1. 2010/1882), regs. 1(1),
9(2)(b)

Review and appeal relating to ethics committee opinion

16.—(1) This regulation applies where a chief investigator for a trial has been notified by the

ethics committee to which he made an application in accordance with regulation ["**14] that the
committee’s opinion in relation to that trial is not favourable.
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(2) This regulation does not apply in relation to an opinion given by—

(a) the Ethics Committee constituted by regulations made by the Scottish Ministers under
section 51(6) of the Adults with Incapacity (Scotland) Act 2000; or

(b) an ethics committee pursuant to paragraph 2 of Schedule 4.

(3) Where the opinion was given by an ethics committee other than the Gene Therapy Advisory
Committee, the chief investigator may within 90 days of being notified that the committee’s opinion
is not favourable, give a notice to the United Kingdom Ethics Committees Authority—

(a) stating his wish to appeal against the opinion; and
(b) setting out his representations with respect to that opinion.

(4) Where the opinion was given by the Gene Therapy Advisory Committee, the chiefinvestigator
may, within 14 days of being notified of that opinion—

(a) give anotice in writing to the Committee requiring the Committee to review its opinion; or
(b) give a notice in writing to the United Kingdom Ethics Committee Authority—

(i) stating his wish to appeal against the opinion; and

(i1) setting out his representations with respect to that opinion.

(5) Where the Gene Therapy Advisory Committee is required by a notice under paragraph (4) to
review its opinion, it must do so within 60 days of receipt of the notice.

(6) On a review pursuant to paragraph (5), the Gene Therapy Advisory Committee may vary
or confirm their opinion and shall give notice in writing to the chief investigator of the variation
or confirmation.

(7) If the Gene Therapy Advisory Committee confirm their opinion pursuant to paragraph (6), a
chief investigator may within the 14 days of being notified of the confirmation give notice in writing
to the United Kingdom Ethics Committees Authority—

(a) stating his wish to appeal against the Committee’s opinion; and
(b) setting out his representations with respect to that opinion

(8) Schedule 4 shall have effect to regulate the procedure where the Authority receives a notice
in accordance with paragraph (3), (4) or (7).

Textual Amendments
F68 Word in reg. 16(1) substituted (29.8.2006) by The Medicines for Human Use (Clinical Trials)
Amendment Regulations 2006 (S.I. 2006/1928), regs. 1(1), 10

Request for authorisation to conduct a clinical trial

17.—(1) A request for authorisation to conduct a clinical trial shall be made to the licensing
authority by the sponsor of the trial.

(2) ["Subject to paragraph (2A), a] request shall—
(a) be in writing and signed by or on behalf of the sponsor; and
(b) be accompanied by—
(1) the particulars and documents specified in Part 2 of Schedule 3, and

(i) any fee which may be payable in connection with that application under the
[F*Medicines (Products for Human Use) (Fees) Regulations 2013].
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["'(2A) No fee need accompany a request where arrangements have been made with the licensing
authority for payment of the fee referred to in paragraph (2)(b)(ii) other than at the time of request.]

(3) The request and any accompanying material shall be supplied in the English language.

Textual Amendments
F69 Words in reg. 17(2) substituted (29.8.2006) by The Medicines for Human Use (Clinical Trials)
Amendment Regulations 2006 (S.I. 2006/1928), regs. 1(1), 11(a)
F70 Words in reg. 17(2)(b)(ii) substituted (1.4.2013) by The Medicines (Products for Human Use) (Fees)
Regulations 2013 (revoked) 2013 (S.I. 2013/532), regs. 1(2), 58(2)(a)
F71 Reg. 17(2A) inserted (29.8.2006) by The Medicines for Human Use (Clinical Trials) Amendment
Regulations 2006 (S.1. 2006/1928), regs. 1(1), 11(b)

Authorisation procedure for clinical trials involving general medicinal products

18.—(1) This regulation applies to clinical trials involving medicinal products other than those
to which regulations 19 and 20 apply.

(2) The licensing authority may, within the period of 30 days from the date of receipt of a valid
request for authorisation of a clinical trial to which this regulation applies, give written notice to
the sponsor—

(a) setting out the licensing authority’s grounds for not accepting the request;
(b) stating that the licensing authority accepts the request for authorisation; or

(c) stating that the licensing authority accepts the request for authorisation, subject to the
conditions specified in the notice.

(3) Subject to paragraph (4), if—
(a) anotice is given in accordance with paragraph (2)(b); or
(b) no notice is given in accordance with paragraph (2),
the clinical trial is to be treated as authorised.

(4) If a notice is given in accordance with paragraph (2)(c), the clinical trial is to be treated as
authorised only if the conditions specified in the notice are satisfied.

(5) If the sponsor is given a notice in accordance with paragraph (2)(a) or (c), he may, within
the period of 14 days, or such extended period as the licensing authority may in any particular case
allow, from the date on which the notice was received, send an amended request to the licensing
authority for further consideration.

(6) The licensing authority shall consider a valid amended request and may, within the period
of 60 days from the date on which the original request was received give a written notice to the
sponsor—

(a) setting out the licensing authority’s grounds for not accepting the amended request;
(b) stating that the licensing authority accepts the amended request; or

(c) stating that the licensing authority accepts the amended request, subject to the conditions
specified in the notice.

(7) Subject to paragraph (8), if a valid amended request has been received and—
(a) anotice is given in accordance with paragraph (6)(b); or
(b) no notice is given in accordance with paragraph (6),

the clinical trial is to be treated as authorised.
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(8) If a valid amended request has been received and a notice is given in accordance with
paragraph (6)(c), the clinical trial is to be treated as authorised only if the conditions specified in
the notice are satisfied.

(9) If—

(a) the licensing authority gives written notice to the sponsor of grounds for non-acceptance
in accordance with paragraph (2)(a) and the sponsor does not submit an amended request
in accordance with paragraph (5), or

(b) the sponsor has submitted an amended request in accordance with paragraph (5), but the
licensing authority gives written notice to the sponsor of grounds for non-acceptance in
accordance with paragraph (6)(a),

the request is to be treated as rejected and the authority shall not consider any further amendments
to the request.

Authorisation procedure for clinical trials involving medicinal products for gene therapy etc.

19.—["*(1) This regulation applies to clinical trials involving—

(a) medicinal products for gene therapy and somatic cell therapy, including xenogenic cell
therapy;

(b) medicinal products containing genetically modified organisms; or
(c) tissue engineered products.]

(2) Subject to the following provisions of this regulation, the licensing authority may, within the
period of 30 days from the date of receipt of a valid request for authorisation of a clinical trial to
which this regulation applies—

(a) issue a written authorisation to the sponsor; or
(b) give anotice in writing to the sponsor setting out the grounds for not accepting the request.

(3) The licensing authority shall not authorise a clinical trial involving products for gene therapy
if the use of those products in that trial would result in modifications to any subject’s germ line
genetic identity.

(4) Ifthe licensing authority considers that it is appropriate to do so, they may consult the relevant
committee before deciding whether to authorise a clinical trial.

(5) Where the authority consults the relevant committee in accordance with paragraph (4), the
period specified in paragraph (2) shall be extended by a further 90 days.

(6) Where a sponsor is given a notice in accordance with paragraph (2)(b), he may, within the
period of 30 days, or such extended period as the licensing authority may in any particular case
allow, from the date on which the notice was received, send an amended request to the licensing
authority for further consideration.

(7) The licensing authority shall consider a valid amended request and, not later than 90 days,
or, in a case falling within paragraph (5), 180 days, from the date on which the original request was
received—

(a) issue a written authorisation to the sponsor; or
(b) give anotice in writing to the sponsor setting out the grounds for not accepting the request.

(8) A written authorisation issued under this regulation may contain such conditions as the
licensing authority consider appropriate.

(9) If the clinical trial involves a medicinal product for xenogenic cell therapy, the time limits
set out in paragraphs (2), (5) and (7) shall not apply and the authority may issue an authorisation or
notice under those paragraphs at any time after receipt of the request.
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(10) In this regulation, “the relevant committee” means—

F74

(@) the [Commission on Human Medicines "’*...]; or

(b) such other body or committee as the licensing authority may consider appropriate in
relation to the application under consideration.

Textual Amendments
F72 Reg. 19(1) substituted (19.8.2010) by The Medicines for Human Use (Advanced Therapy Medicinal
Products and Miscellaneous Amendments) Regulations 2010 (S.I. 2010/1882), regs. 1(1), 9(3)
F73 Words in reg. 19(10)(a) substituted (30.10.2005) by The Medicines (Advisory Bodies) (No. 2)
Regulations 2005 (S.1. 2005/2754), reg. 1(2)(b), Sch. 3 para. 2
F74 Words in reg. 19(10) omitted (14.8.2012) by virtue of The Human Medicines Regulations 2012 (S.I.
2012/1916), reg. 1(2), Sch. 34 para. 55 (with Sch. 32)

Authorisation procedure for clinical trials involving medicinal products with special
characteristics

20.—(1) This regulation applies to clinical trials—
(a) involving medicinal products—

(i) which do not have a marketing authorization and are referred to in Part A of the
Annex to Regulation (EEC) No. 2309/93%, or

(i1) which have an active ingredient—
(aa) that is a biological product of human or animal origin,
(bb) containing biological components of human or animal origin, or
(cc) the manufacturing of which requires such components,
other than products falling within regulation 19; or

(b) where the licensing authority, within 7 days from the date of receipt of a valid request
for authorisation of the trial, issues a notice to the sponsor specifying that by virtue
of the special characteristics of the medicinal product to which the trial relates, written
authorisation for that trial is required.

(2) The licensing authority may, within the period of 30 days from the date of receipt of a valid
request for authorisation of a clinical trial to which this regulation applies—

(a) issue a written authorisation to the sponsor; or
(b) give a notice in writing to the sponsor setting out the grounds for not authorising the trial.

(3) Where a sponsor is given a notice in accordance with paragraph (2)(b), he may, within the
period 