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STATUTORY INSTRUMENTS

The Secretary of State, being a Minister designated(1) for the purposes of section 2(2) of the
European Communities Act 1972(2) in relation to medicinal products, makes the following

2005 No. 2754
MEDICINES

The Medicines (Advisory Bodies) (No. 2) Regulations 2005

Made - - - - 4th October 2005
Laid before Parliament 7th October 2005

Coming into force in accordance with regulation 1(2)

Regulations in exercise of the powers conferred by that section 2(2).

Citation, commencement and interpretation

1.—(1) These Regulations may be cited as the Medicines (Advisory Bodies) (No. 2) Regulations

2005.

(2) These Regulations shall come into force—

(a) for the purpose of Schedules 1 and 2, immediately after the coming into force of the

Medicines (Advisory Bodies) Regulations 2005(3); and
(b) for all other purposes, 30th October 2005.
(3) In these Regulations—
“the Act” means the Medicines Act 1968(4);
“appropriate committee” means—

(a) inacase where—

(i) a committee has been established under section 4 of the Act for purposes which

consist of or include any of those specified in subsection (3) of that section, and

(i) the relevant authority considers it to be the appropriate committee in the

circumstances,
that committee; and

(b) in any other case, the Commission.

1)
2
3
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S.1.1972/1811.
1972 c. 68.
S.1. 2005/1094.
1968 c. 67.
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“the appropriate Ministers” has the meaning given by section 1(2) of the Act;

“the Clinical Trials Regulations” means the Medicines for Human Use (Clinical Trials)
Regulations 2004(5);

“the Commission” means the Commission on Human Medicines established under section 2A
of the Act(6);

“licence” means a licence granted under Part II of the Act;
“licensing authority” has the meaning given by section 6 of the Act;

“the Marketing Authorization Regulations” means the Medicines for Human Use (Marketing
Authorisations Etc.) Regulations 1994(7);

“marketing authorization” means—

(a) a marketing authorization granted by the licensing authority under the Marketing
Authorization Regulations;

(b) a product licence granted under Part II of the Act that has effect as a marketing
authorization by virtue of paragraph 1 of Schedule 7 to those Regulations;

“relevant authority” means—
(a) inrelation to Part 2 of Schedule 5, the appropriate Ministers, and
(b) inrelation to any other provision of these Regulations, the licensing authority;

“the time allowed” means the period of 28 days beginning with the date of the relevant
notification, or such longer period as the licensing authority may allow in any particular case.

Amendments to the Act
2. The amendments to the Act set out in Schedule 1 shall have effect.

Amendments to the Marketing Authorization Regulations

3. The amendments to the Marketing Authorization Regulations set out in Schedule 2 shall have
effect.

Amendments to the Clinical Trials Regulations

4. The amendments to the Clinical Trials Regulations set out in Schedule 3 shall have effect.

Amendments to other enactments

5. The provisions of the enactments specified in Schedule 4 shall be amended as there specified.

Transitional Provisions

6. The transitional provisions set out in Schedule 5 shall have effect.

(5) S.I.2004/1031.

(6) Section 2A is inserted by S.1. 2005/1094.

(7) S.1. 1994/3144, amended by S.I. 2005/1094; there are other amending instruments but none is relevant.
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Signed by authority of the Secretary of State for Health

Warner
Minister of State,
4th October 2005 Department of Health
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SCHEDULE 1 Regulation 2

AMENDMENTS TO THE ACT

Amendment of section 3 of the Act

1.—(1) Section 3 of the Act (functions of the Commission) shall be amended as follows.
(2) In subsection (1), for paragraph (c) substitute the following paragraph—

“(c) relating to the execution of the Marketing Authorization Regulations, the
Homoeopathic Regulations, the Herbal Regulations or the Clinical Trials Regulations,”.

(3) In subsection (2)—

(a) for “the Marketing Authorization Regulations or the Clinical Trials Regulations” substitute
“the Marketing Authorization Regulations, the Homoeopathic Regulations, the Herbal
Regulations or the Clinical Trials Regulations”; and

(b) in paragraph (b)(i) for “the Marketing Authorization Regulations or the Clinical Trial
Regulations” substitute “the Marketing Authorization Regulations, the Homoeopathic
Regulations, the Herbal Regulations or the Clinical Trials Regulations”.

Amendment of section 4 of the Act

2. Insection 4 of the Act (establishment of committees), in subsection (2)(a), after “the Marketing
Authorization Regulations” insert “, the Homoeopathic Regulations, the Herbal Regulations”.

Amendment of section 132 of the Act

3. In section 132 of the Act (general interpretation provisions), after the definition of “health
centre”, insert the following definition—

““the Herbal Regulations” means the Medicines (Traditional Herbal Medicinal Products for
Human Use) Regulations 2005(8);”.

Amendment of Schedule 1A to the Act

4. In Schedule 1A to the Act (provisions relating to Commission and committees)—

(a) inparagraph 4(1)(b), after “the Marketing Authorization Regulations” insert “, a certificate
of registration under the Homoeopathic Regulations, a traditional herbal registration under
the Herbal Regulations”; and

(b) in paragraph 5(2), after paragraph (b) insert the following paragraph—
“(bb) the Herbal Regulations;”.

SCHEDULE 2 Regulation 3
AMENDMENTS TO THE MARKETING AUTHORIZATION REGULATIONS
1.—(1) Schedule 2 to the Marketing Authorization Regulations (procedural provisions relating

to the grant, renewal, variation, revocation and suspension of United Kingdom marketing
authorizations) is amended as follows.

(8) S.1.2005/2750.
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(2) In paragraph 2, for sub-paragraph (a), substitute the following sub-paragraph—

“(a) any application for the grant of an authorization for a relevant medicinal product,
except where—

(i) at any time during the period beginning with the date on which the application is
made and ending with the date on which the licensing authority gave a decision on
the application, there is a marketing authorization in force in respect of that product
anywhere in the Community, or

(ii) the application has been submitted to the licensing authority in accordance with
Article 28(1) and (3) of the 2001 Directive;”.

(3) In paragraph 14(8)(a), for “section” substitute “paragraph”.

SCHEDULE 3 Regulation 4

AMENDMENTS TO THE CLINICAL TRIALS REGULATIONS

1. Inregulation 2 (interpretation), in paragraph (1), for the definition of “appropriate committee”
substitute—

““appropriate committee”, for the purposes of any provision of these Regulations under
which a function falls to be performed, means—
(a) ina case where—

(i) acommittee has been established under section 4 of the Act for purposes which
consist of or include any of those specified in subsection (3) of that section, and

(i) the authority performing that function considers it to be the appropriate
committee in the circumstances,

that committee; and

(b) in any other case, the Commission on Human Medicines established by section 2A
of the Act;”.

2. In regulation 19 (authorization procedure for clinical trials involving medicinal products for
gene therapy etc), in paragraph (10), in sub-paragraph (a), for “Committee on Safety of Medicines”
substitute “Commission on Human Medicines established by section 2A of the Act”.

3. Inregulation 26 (reference to appropriate committee or the Medicines Commission)—
(a) in paragraph (1)—
(i) in sub-paragraph (c)—
(aa) omit “who”, and
(bb) for “24(4)”, substitute “24(5)”,

(i1) omit “or, if for the time being there is no such committee, the Medicines
Commission”.

(b) in paragraph (2), omit “, or as the case may be, the Medicines Commission”.

4.—(1) Regulation 31 (suspension or termination of clinical trial) shall be amended as follows.

(2) In paragraph (7), omit “or, if for the time being there is no such committee, the Medicines
Commission”.

(3) In paragraph (8), omit “or, as the case may be, the Medicines Commission”.
(4) In paragraph (9), omit “or the Medicines Commission”.
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5. For Schedule 5 (procedural provisions relating to the refusal or amendment of, or imposition
of conditions relating to, clinical trial authorizations and the suspension or termination of clinical
trials), substitute the following Schedule—

“SCHEDULE 5 Regulations 26(2) and 31(8)

PROCEDURAL PROVISIONS RELATING TO THE REFUSAL OR AMENDMENT OF, OR
IMPOSITION OF CONDITIONS RELATING TO, CLINICAL TRIAL AUTHORISATIONS
AND THE SUSPENSION OR TERMINATION OF CLINICAL TRIALS

Hearing before the appropriate committee

1.—(1) Where the licensing authority are notified of the wish of a sponsor or investigator
to make representations in accordance with regulation 26(1) or 31(7), the authority shall
inform the appropriate committee and the committee shall give the sponsor or investigator
an opportunity to make such representations in accordance with sub-paragraphs (2) to (5).

(2) Subject to sub-paragraph (3), the sponsor or investigator shall provide the appropriate
committee with—

(a) his written representations or a written summary of the oral representations he
intends to make; and

(b) any documents on which he wishes to rely in support of those representations,

before the end of the period of six months beginning with the date of the notice referred to
in sub-paragraph (1), or within such shorter period as the licensing authority may specify
in the notification referred to in sub-paragraph (1).

(3) If the sponsor or investigator so requests, the appropriate committee may extend
the time limit referred to in sub-paragraph (2), up to a maximum period of twelve months
beginning with the date of the notice referred to in sub-paragraph (1).

(4) The sponsor or investigator may not submit any additional written representations or
documents once the time limit referred to in sub-paragraphs (2) and (3) has expired, except
with the permission of the appropriate committee.

(5) Ifthe sponsor or investigator gave notice of his wish to make oral representations, the
appropriate committee shall, after receiving a written summary and any other documents
in accordance with sub-paragraph (3), arrange for the sponsor or investigator to make such
representations at a hearing before the committee.

(6) The appropriate committee shall—

(a) take into account such representations as are made in accordance with this
paragraph; and

(b) report their findings and advice to the licensing authority, together with the
reasons for their advice.

Licensing authority decision

2.—(1) In the case of a decision not to accept a request for authorisation to conduct a
clinical trial or an amendment to the clinical trial authorisation, the licensing authority shall,
after considering the report of the appropriate committee—

(a) confirm that they have grounds for not accepting the request or amendment; or

(b) accept the request for authorisation or amendment to the clinical trial
authorisation, subject to such conditions as the licensing authority may consider
appropriate.
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(2) Inthe case of a decision to impose a condition following a request for authorisation to
conduct a clinical trial or a notice of amendment to a clinical trial authorisation, the licensing
authority shall, after considering the report of the appropriate committee—

(a) confirm their decision; or
(b) remove or alter the condition in question.

(3) In the case of a notice to suspend or terminate a trial, the licensing authority shall,
after considering the report of the appropriate committee, confirm or revoke the notice.

(4) The licensing authority shall give notice to the sponsor or investigator of—
(a) the findings and advice of the appropriate committee and the reasons for it;

(b) their decision in accordance with sub-paragraph (1), (2) or (3).

Right to be heard by a person appointed

3.—(1) Subject to sub-paragraph (2), if a sponsor or investigator to whom notice is given
under paragraph 2(4) is dissatisfied, he may, within 28 days or such longer period as the
licensing authority may in any particular case allow, of the notice being given—

(a) notify the licensing authority that he wishes to appear before and be heard by a
person appointed by the licensing authority with respect to the decision; or

(b) make representations in writing to the licensing authority with respect to the
decision referred to in the notice.

(2) Sub-paragraph (1)(a) shall not apply where—

(a) the sponsor or investigator had not made any representations in accordance with
paragraph 1(2) to (5); and

(b) the decision of the licensing authority was in accordance with the advice of the
appropriate committee.

(3) If the sponsor or investigator to whom notice is given under paragraph 2(4) makes
written representations in accordance with sub-paragraph (2)(b), the licensing authority
shall take those representations into account before deciding whether to confirm or alter
their decision.

Hearing before person appointed

4.—(1) If a sponsor or investigator gives notice under paragraph 3(1)(a) of his wish to
appear before or be heard by a person appointed by the licensing authority, the authority
shall—

(a) make that appointment; and

(b) arrange for the sponsor or investigator to have an opportunity of appearing before
the person appointed by the licensing authority.

(2) The person appointed—
(a) shall not be, or at any time have been, a member of—

(1) the Commission on Human Medicines or any of its Expert Advisory
Groups,

(i1) the Medicines Commission formerly established under section 2 of the Act
or any of its committees, or

(iii) a committee established under section 4 of the Act, or any sub-committee
of such a committee; and
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(b) shall not be an officer or servant of a Minister of the Crown.

(3) Subject to sub-paragraph (4), the sponsor or investigator shall provide the person
appointed with—

(a) awritten summary of the oral representations he intends to make; and
(b) any documents on which he wishes to rely in support of those representations,

before the end of the period of three months beginning with the date of the notice referred
to in sub-paragraph (1).

(4) If the sponsor or investigator so requests, the person appointed may, after consulting
the licensing authority, extend the time limit referred to in sub-paragraph (3), up to a
maximum period of six months beginning with the date of the notice referred to in sub-

paragraph (1).

(5) Ifthe sponsor or investigator fails to comply with the time limit in sub-paragraph (3)
or, where he has been granted an extended time limit under sub-paragraph (4), that time
limit—

(a) he may not appear before or be heard by the person appointed; and
(b) the licensing authority shall decide whether to confirm or alter their decision.

(6) The sponsor or investigator may not submit any additional written representations
or documents once the time limit has expired, except with the permission of the person
appointed.

(7) At the hearing before the person appointed, both the sponsor or investigator and the
licensing authority may make representations.

(8) If the sponsor or investigator so requests the hearing shall be in public.
(9) After the hearing—
(a) the person appointed shall provide a report to the licensing authority; and

(b) the licensing authority shall take this report into account and decide whether to
confirm or alter their decision.

(10) The licensing authority shall then—
(a) notify the sponsor or investigator of their decision;

(b) if the sponsor or investigator so requests, provide him with a copy of the report
of the person appointed.”.

6. In Schedule 8 (procedural provisions relating to proposals to grant, refuse to grant, vary,
suspend or revoke manufacturing authorisations), for paragraphs 4 and 5 substitute the following
paragraphs—

“4.—(1) Subject to sub-paragraph (2), the applicant or holder to whom notice is given under
paragraph 2 may, within the time allowed after the notification was given—

(a) notify the licensing authority that he wishes to appear before and be heard by a person
appointed by the licensing authority with respect to the decision; or

(b) make representations in writing to the licensing authority with respect to the decision
referred to in the notice.

(2) If the applicant or holder to whom notice is given under paragraph 2 makes written
representations in accordance with sub-paragraph (1)(b), the licensing authority shall take those
representations into account before deciding whether to—

(a) grant the authorisation,
(b) revoke, vary or suspend the authorisation, or

8
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(c) confirm or alter their decision,

as the case may be.

5.—(1) If the applicant or holder gives notice under paragraph 4(1)(a) of his wish to appear
before or be heard by a person appointed by the licensing authority, the authority shall—

(a) make that appointment; and

(b) arrange for the applicant or holder who gave notice to have an opportunity of appearing
before the person appointed by the licensing authority.

(2) The person appointed—
(a) shall not be, or at any time have been, a member of—
(i) the Commission on Human Medicines or any of its Expert Advisory Groups,

(i1) the Medicines Commission formerly established under section 2 of the Act or any
of its committees, or

(ii1) a committee established under section 4 of the Act, or any sub-committee of such
a committee; and

(b) shall not be an officer or servant of a Minister of the Crown.

(3) Subject to sub-paragraph (4), the applicant or holder shall provide the person appointed
with—

(a) a written summary of the oral representations he intends to make; and
(b) any documents on which he wishes to rely in support of those representations,

before the end of the period of three months beginning with the date of the notice referred to in
sub-paragraph (1).

(4) If the applicant or holder so requests, the person appointed may, after consulting the
licensing authority, extend the time limit referred to in sub-paragraph (3), up to a maximum period
of six months beginning with the date of the notice referred to in sub-paragraph (1).

(5) Ifthe applicant or holder fails to comply with the time limit in sub-paragraph (3) or, where
he has been granted an extended time limit under sub-paragraph (4), that time limit—

(a) he may not appear before or be heard by the person appointed; and

(b) the licensing authority shall decide whether to grant the authoriSation, revoke, vary or
suspend the authorisation or confirm or alter their decision, as the case may be.

(6) The applicant or holder may not submit any additional written representations or
documents once the time limit has expired, except with the permission of the person appointed.

(7) At the hearing before the person appointed, both the applicant or holder and the licensing
authority may make representations.

(8) If the applicant or holder so requests the hearing shall be in public.
(9) After the hearing—
(a) the person appointed shall provide a report to the licensing authority; and

(b) the licensing authority shall take this report into account and decide whether to grant
the authorisation, revoke, vary or suspend the authorisation or confirm or alter their
decision, as the case may be.

(10) The licensing authority shall then—
(a) notify the applicant or holder of their decision;

(b) ifthe applicant or holder so requests, provide him with a copy of the report of the person
appointed.”.
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SCHEDULE 4 Regulation 5

CONSEQUENTIAL AMENDMENTS TO OTHER ENACTMENTS

1. In the Medicines (Extension to Antimicrobial Substances) Order 1973(9), in regulation 2
(application of specified provisions of the Act to certain classes of substances), in paragraph (1), for
“sections 20 to 22” substitute “sections 20 to 22A”.

2. In the Medicines (Labelling) Regulations 1976(10), in regulation 17 (general provisions), in
paragraph (6), for “Medicines Commission” substitute “Commission on Human Medicines”.
3. In the Medicines (Administration of Radioactive Substances) Regulations 1978(11)—
(a) inregulation 3 (advisory committee), in paragraph (4), for “paragraph 1(a) of Schedule 1”
substitute “paragraph 6(a) of Schedule 1A”(12);
(b) in regulation 7 (hearings and written representations), for paragraph (3) substitute—

“(3) The provisions of subsections (2) to (9) and (10)(b) of section 22A of the Act shall
have effect in relation to a person appointed under paragraph 1 of this regulation and to
proceedings before him and his report—

(a) subject to sub-paragraphs (b) to (d), as they have effect for the purposes of that
section;

(b) as though in subsections (4), (5), (6), (7), (9) and (10)(b), for “licensing
authority”, in each place those words appear, were substituted “Health
Ministers”;

(c) as in though in subsection (5)(b)—
(1) for “licence” there were substituted “certificate”, and

(i1) for “and notify the applicant accordingly” there were substituted “or to
suspend, revoke or vary the certificate, as the case may be”’; and

(d) as though in subsection (9)(b)—
(1) for “licence” there were substituted “certificate”, and

(i1) for “confirm or alter their decision” there were substituted “suspend,
revoke or vary the certificate”.”.

4. In the Medicines (Exemption from Licences) (Importation) Order 1984(13), in article 2
(interpretation), in sub-paragraph (1)(a), in the definition of “British approved name” for “Medicines
Commission” substitute “Commission”.

5. In the Medicines (Fixing of Fees Relating to Medicinal Products for Human Use) Order
1989(14)—
(a) in Schedule 1—
(1) in paragraph 3, for “Medicines Commission” substitute “Commission on Human
Medicines”;

(i1) in paragraph 4, for “the Committee on Safety of Medicines” substitute “the Advisory
Board on the Registration of Homoeopathic Products and the Herbal Medicines
Advisory Committee”;

9) S.I. 1973/367.
(10) S.I. 1976/1726, amended by S.I. 1996/2194; there are other amending instruments but none is relevant.
(11) S.I. 1978/1006, amended by S.I. 1995/2147.
(12) Schedule 1A to the Act was inserted by regulation 7 of S.I. 2005/1094, which came into force on 31st May 2005 for the
purposes of making regulations under paragraph 6 of Schedule 1A.
(13) S.I. 1984/673.
(14) S.I. 1989/684, amended by S.I. 1995/871, 2004/1031.
10
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(iii) after paragraph 9B, insert the following paragraphs—

“9C. Functions of the licensing authority which are functions of theirs by
virtue of the Medicines (Traditional Herbal Medicinal Products for Human
Use) Regulations 2005 and the functions of any person appointed under
Schedule 2 to those Regulations.

9D. Functions of the licensing authority which are functions of theirs
by virtue of the Medicines (Homoeopathic Medicinal Products for Human
Use) Regulations 1994(15) and the functions of any person appointed under
Schedule 5 to those Regulations.”;

(b) in Schedule 2, in paragraph 1, for “Medicines Commission” substitute “Commission on
Human Medicines”.

6. In the Medicines Act 1968 (Application to Radiopharmaceutical-associated Products)
Regulations 1992(16), in the Schedule—

(a) for “sections 20 to 22” substitute “sections 20 to 22A”; and
(b) for the entry relating to Schedule 2 of the Act, substitute the following entry—
“as though in paragraph 6 sub-paragraph (a) were omitted;
as though in paragraph 9 the words “if the licence is a product licence,” were omitted;

as though in sub-paragraph (b) of paragraph 10 the words “in the case of a product
licence,” were omitted.”.

7—(1) The Unlicensed Medicinal Products for Human Use (Transmissible Spongiform
Encephalopathies) (Safety) Regulations 2003(17) shall be amended as follows.

(2) Inregulation 1 (citation, commencement and interpretation), in paragraph (2)—
(a) after the definition of “the 1994 Regulations”, insert the following definition—
““the appropriate committee” means—
(a) inacase where—

(i) acommittee has been established under section 4 of the Act for purposes
which consist of or include any of those specified in subsection (3) of
that section, and

(i1) the appropriate Minister considers it to be the appropriate committee in
the circumstances,

that committee; and

(b) in any other case, the Commission on Human Medicines established by
section 2A of the 1968 Act;”; and

(b) omit the definition of “CSM”.
(3) Inregulation 3 (procedure for determinations of compliance with the TSE Guideline)—

(a) in sub-paragraph (3)(b)(ii), for “CSM” (in both places where it appears), substitute
“appropriate committee”;

(b) in paragraph (4), for “CSM”, substitute “appropriate committee”;

(15) S.I. 1994/105; as amended by S.I. 1994/899, 1995/541, 1996/482, 1998/574, 1999/566, 2001/795, 2002/236 and 542,
2003/625 and 2321, 2004/666 and 2005/2753.
(16) S.I. 1992/605, to which there are amendments not relevant to these regulations.
(17) S.1. 2003/1680, to which there are amendments not relevant to these regulations.
11
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(c) in paragraph (5), for “CSM” (in both places where it appears), substitute “appropriate
committee”;

(d) in paragraph (7), for “CSM”, substitute “appropriate committee”.

(e) in paragraph (8), for “CSM” (in each place where it appears), substitute “appropriate
committee”.

SCHEDULE 5 Regulation 5

TRANSITIONAL PROVISIONS

PART 1

TRANSITIONAL PROVISIONS IN RELATION TO THE
GRANT, RENEWAL, REVOCATION, SUSPENSION OR
VARIATION OF LICENCES UNDER THE MEDICINES ACT 1968

Licence applications or proposals where appropriate committee has given provisional
opinion before 30th October 2005

1. Paragraphs 2 to 6 apply where, before 30th October 2005—

(a) the licensing authority have, in relation to a licence, consulted a committee established
under section 4 of the Act in accordance with—

(i) section 20(3) of the Act, or
(i1) paragraph 1 of Schedule 2 to the Act;
(b) the committee have sent notification to the applicant for, or holder of, that licence—

(i) under section 21(1) of the Act, that they may be unable to advise the licensing
authority to grant or renew the licence, or may be unable to advise the licensing
authority to grant it unless it contains provisions otherwise than in accordance with
the application, or

(i1) under paragraph 2 of Schedule 2 to the Act, that they may have to advise the licensing
authority that the product licence ought to be suspended, revoked or varied;

(c) the committee have not reported findings and advice to the licensing authority in relation
to the application or the proposal to suspend, revoke or vary the licence.

2.—(1) This sub-paragraph applies if, before 30th October 2005, the applicant or holder—

(a) has not given notice of his wish to make written or oral representations in relation to the
matters set out in the notification referred to in paragraph 1(b); or

(b) has made representations in writing in relation to those matters.

(2) If sub-paragraph (1) applies, the applicant or holder may, by 30th November 2005, give notice
of his wish to make—

(a) oral representations, or
(b) written representations, or additional written representations, as the case may be,
to the appropriate committee.

(3) If the applicant or holder does not give notice in accordance with sub-paragraph (2)—

12
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(a) the appropriate committee shall—

(1) if the applicant or holder made written representations before 30th October, take
those representations into account; and

(i1) report their findings and advice to the licensing authority, together with the reasons
for their advice; and

(b) subject to sub-paragraphs (4) and (5), the report shall be treated as if—

(1) in the case where the report relates to an application for a licence, it has been given
under section 21(8)(b) of the Act, or

(i1) in the case where the report relates to a proposal to suspend, revoke or vary a licence,
it has been given under paragraph 2(8)(b) of Schedule 2 to the Act.

(4) Where sub-paragraph (3)(b)(i) applies, section 21(11)(a) and (b) of the Act shall apply as if
for “representations in accordance with this section” there were substituted “written representations
prior to 30th October”.

(5) Where sub-paragraph (3)(b)(ii) applies, paragraph 5(4)(a) of Schedule 2 to the Act shall
apply as if for the words from “in accordance with” to “Schedule” there were substituted “written
representations prior to 30th October”.

3.—(1) This paragraph and paragraph (4) apply if the applicant or holder—

(a) gavenotice of his wish to make written or oral representations to the appropriate committee
before 30th October 2005, but has not made any such representations; or

(b) gives notice under paragraph 2(2).
(2) The applicant or holder shall, before 31st May 2006, provide the appropriate committee
with—
(a) his written representations, or any additional written representations, if he provided written
representations before 30th October 2005; or
(b) a summary of the oral representations he intends to make,
and any documents on which he wishes to rely in support of those representations.

(3) If the applicant or holder so requests, the appropriate committee may extend the time limit
referred to in sub-paragraph (2), up to a maximum of twelve months from 30th November 2005.

(4) The applicant or holder may not submit any additional written representations or documents
once the time limit referred to in sub-paragraphs (2) and (3) has expired, except with the permission
of the appropriate committee.

4.—(1) When the applicant or holder has submitted the representations and documents referred
to in paragraph 3(2), the appropriate committee shall—

(a) take into account the representations and documents which he has provided; and

(b) notify the applicant or holder if, on grounds which are additional to or different from those
notified to him before 30th October 2005, they are of the provisional opinion that they—

(i) may be unable to advise the licensing authority to grant or renew the licence, or may
be unable to advise the licensing authority to grant it unless it contains provisions
in accordance with the application, or

(i) may have to advise the licensing authority that the licence ought to be suspended,
revoked or varied.

(2) If the appropriate committee give the notification referred to in sub-paragraph (1)(b)—

(a) they shall state in the notification which, if any, of the grounds notified before 30th October
2005 they consider still apply; and
13
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(b) the provisions of—
(1) section 21(2) to (7) to the Act; or
(i1) paragraph 2(2) to (7) of Schedule 2 to the Act,

whichever is applicable, shall apply in relation to the grounds set out in the notification,
including any grounds notified under paragraph (a).

5.—(1) This paragraph applies if—
(a) the appropriate committee do not give any notification under paragraph 4(1)(b); and
(b) the applicant or holder gave notice of his wish to make oral representations—
(i) before 30th October 2005; or
(i1) under paragraph 2(2).

(2) The appropriate committee shall, after receiving a written summary and any other documents
in accordance with paragraph 3(2), arrange for the applicant or holder to make such representations
at a hearing before the committee.

6.—(1) The appropriate committee shall—

(a) take into account such representations as are made in accordance with paragraphs 3 to 5;
and

(b) report their findings and advice to the licensing authority, together with the reasons for
their advice.

(2) Subject to sub-paragraphs (3) and (4)—
(a) where the report of the appropriate committee relates to an application for a licence, it
shall be treated as if it has been given under section 21(8)(b) of the Act;
(b) where the report of the appropriate committee relates to a proposal to revoke, suspend

or vary a licence, it shall be treated as if it had been given under paragraph 2(8)(b) of
Schedule 2 to the Act.

(3) Where sub-paragraph 2(a) applies, section 21 of the Act shall apply as if, in subsection (11)
(a) and (b), for “this section” there were substituted “paragraphs 3 to 5 of Part 1 of Schedule 5 to the
Medicines (Advisory Bodies) (No. 2) Regulations 2005”;

(4) Where sub-paragraph 2(b) applies, paragraph 5(4) of Schedule 2 to the Act shall apply as if,
in paragraph (a), for “paragraph 2(4) to (7) of this Schedule” there were substituted “paragraphs 3
to 5 of Part 1 of Schedule 5 to the Medicines (Advisory Bodies) (No. 2) Regulations 2005”.

Licence applications or proposals where appropriate committee has given advice to the
licensing authority before 30th October 2005

7. Paragraphs 8 to 11 apply where, before 30th October 2005, a committee established under
section 4 of the Act have given advice to the licensing authority—

a) that an application for the grant or renewal of a licence ought to be refused, or ought if
pp . . . g . . . . g g
granted to contain provisions specified in their advice; or

(b) that a licence ought to be suspended, revoked or varied.

8.—(1) This paragraph applies where the licensing authority has not, before 30th October 2005,
notified the applicant for, or holder of, the licence of the advice referred to in paragraph 7.

(2) The licensing authority shall so notify the applicant or holder.

(3) The applicant or holder may, within the time allowed, give notice to the licensing authority
that he wishes to make written or oral representations to the Commission with respect to that advice.
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9.—(1) This paragraph applies where, before 30th October 2005, the licensing authority has
notified the applicant or holder of the advice referred to in paragraph 7.

(2) If, before 30th October 2005—

(a) the applicant or holder has not given notice of his desire to be heard by, or to make written
representations to, the Medicines Commission; and

(b) the period of 28 days after the service of the notification referred to in sub-paragraph (1),
or such longer period as the licensing authority has allowed in the particular case, has not
expired,

the applicant or holder may, by 30th November 2005, give notice to the licensing authority of his
wish to make written or oral representations to the Commission.

(3) If, before 30th October 2005—

(a) the applicant or holder made written representations in relation to the advice referred to
in paragraph 1(b); and

(b) those representations were made within—

(i) the period of 28 days after the service of the notification referred to in sub-
paragraph (1); or

(i1) such longer period as the licensing authority had allowed,

the applicant or holder may, by 30th November 2005, give notice of his wish to make oral
representations, or additional written representations, to the Commission.

10.—(1) This paragraph applies where—
(a) the applicant or holder gives the notice referred to in paragraph 8(3), or 9(2) or (3); or

(b) before 30th October 2005, the applicant or holder gave notice of his wish to make written
or oral representations to the Medicines Commission, within—

(1) the period of 28 days after the service of the licensing authority’s notification referred
to in paragraph 9(1), or

(i1) such longer period as the licensing authority had allowed.

(2) The applicant or holder shall, before the end of the period of six months beginning with the
date of his notice referred to in sub-paragraph (1), provide the Commission with—

(a) his written representations, or any additional written representations, if he provided written
representations before 30th October 2005; or

(b) a summary of the oral representations he intends to make,
and any documents on which he wishes to rely in support of those representations.

(3) If the applicant or holder so requests, the Commission may extend the time limit referred
to in sub-paragraph (2), up to a maximum of twelve months from the date of the notice referred to
in sub-paragraph (1).

(4) The applicant or holder may not submit any additional representations or documents when
the time limit referred to in sub-paragraph (2) and (3) has expired, except with the permission of
the Commission.

(5) If the applicant or holder gave notice of his wish to make oral representations, the
Commission shall, after receiving a written summary and any other documents in accordance with
sub-paragraph (2), arrange for the applicant to make such representations at a hearing before the
Commission.

11.—(1) The Commission shall—
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(a) take into account—
(1) such representations as are made in accordance with paragraph 10; or
(i1) any written representations made before 30th October 2005; and

(b) report their findings and advice to the licensing authority, together with the reasons for
their advice.

(2) Subject to sub-paragraphs (3) and (4)—

(a) where the report of the Commission relates to an application for a licence, it shall be treated
as if it has been given under section 21(8)(b) of the Act;

(b) where the report of the Commission relates to a proposal to revoke, suspend or vary a
licence, it shall be treated as if it had been given under paragraph 2(8)(b) of Schedule 2
to the Act.

(3) Where sub-paragraph (1)(a) applies, section 21 of the Act shall apply as if, in subsection (11)
(a) and (b), for “this section” there were substituted “paragraph 10 of Part 1 of Schedule 5 to the
Medicines (Advisory Bodies) (No. 2) Regulations 2005, or has made written representations before
30th October 2005”;

(4) Where sub-paragraph (1)(b) applies, paragraph 5(4)(a) of Schedule 2 to the Act shall apply
as if for “paragraph 2(4) to (7) of this Schedule” there were substituted “paragraph 10 of Part 1 of
Schedule 5 to the Medicines (Advisory Bodies) (No. 2) Regulations 2005, or has not made written
representations before 30th October 2005”.

Right to be heard by person appointed in relation to licence applications or proposals made
before 30th October 2005

12.—(1) This paragraph applies where, before 30th October 2005—

(a) the Medicines Commission have reported findings and advice to the licensing authority
under—

(i) section 21(4) of the Act; or
(i) paragraph 5 of Schedule 2 to the Act; and

(b) the licensing authority have not notified the applicant or holder of its proposals following
the advice of the Medicines Commission.

(2) Ifthe licensing authority propose to determine the application or matter in a way which differs
from the advice of the Medicines Commission referred to in sub-paragraph (1)(a)—

(a) the licensing authority shall notify the applicant or holder accordingly; and
(b) the applicant or holder may, within the time allowed—

(i) notify the licensing authority that he wishes to appear before and be heard by a person
appointed by the licensing authority with respect to those proposals; or

(i1) make written representations to the licensing authority.

13.—(1) This paragraph applies where, before 30th October 2005—

(a) the licensing authority have notified an applicant or holder of advice of a committee
established under section 4 of the Act;

(b) the applicant did not give notice to the licensing authority that he wished to make
representations to the Medicines Commission within—

(1) 28 days after the service of the notification referred to in paragraph (a); or
(i1) such longer period as the licensing authority had allowed; and

(c) the licensing authority have not notified the applicant or holder of any decision.
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(2) If the licensing authority—
(a) propose to determine the application; or
(b) propose to refuse to renew or revoke, vary or suspend the licence,

in a way which differs from the advice given by the committee established under section 4 of the
Act, the licensing authority shall notify the applicant or holder accordingly.

(3) Ifthe applicant or holder is so notified, he may, within the time allowed—

(a) give notice to the licensing authority of his wish to appear before and be heard by a person
appointed by the licensing authority with respect to those proposals; or

(b) make written representations to the licensing authority.

14.—(1) This paragraph applies where, before 30th October 2005—
(a) the appropriate committee—
(i) have been consulted under—
(aa) section 20(3) of the Act; or
(bb) paragraph 1 of Schedule 2 to, the Act; and
(i1) have not given a provisional opinion in accordance with—
(aa) section 21(1) of the Act, or
(bb) paragraph 2 of Schedule 2 to the Act; and
(b) the licensing authority have not notified the applicant of any proposals.
(2) If the licensing authority propose to—
(a) refuse to grant or renew the licence,
(b) grant it otherwise than in accordance with the application, or
(c) revoke, vary or suspend the licence;
the licensing authority shall notify the applicant of their proposals and the reasons for them.
(3) If the applicant or holder is so notified, he may within the time allowed—

(a) notify the licensing authority that he wishes to be heard by a person appointed by the
licensing authority with respect to the proposal; or

(b) make written representations to the licensing authority.

15.—(1) This paragraph applies where—

(a) before 30th October 2005, the licensing authority have consulted the appropriate
committee in accordance with section 20(3) of or paragraph 1 of Schedule 2 to, the Act;

(b) the licensing authority propose to—
(1) refuse to grant or renew the licence,
(i1) grant it otherwise than in accordance with the application, or
(iii) revoke, vary or suspend the licence;
on grounds not relating to safety, quality or efficacy; and
(c) the licensing authority have not notified the applicant or holder of their proposals.
(2) The licensing authority shall notify the applicant of their proposals and the reasons for them.
(3) The applicant or holder may, within the time allowed—

(a) notify the licensing authority that he wishes to be heard by a person appointed by the
licensing authority with respect to the proposal; or
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(b) make written representations to the licensing authority.

16.—(1) This paragraph applies where—
(a) paragraph 8 or 9 applies;

(b) the applicant or holder does not give notice that he wishes to make representations to the
Commission in accordance with paragraph 8(3), or 9(2) or (3); and

(c) the licensing authority propose to determine the application or matter in a way which
differs from the advice of the committee established under section 4 of the Act.

(2) The licensing authority shall notify the applicant or holder accordingly.
(3) The applicant or holder may, within the time allowed—

(a) notify the licensing authority that he wishes to appear before and be heard by a person
appointed by the licensing authority with respect to those proposals; or

(b) make written representations to the licensing authority.

Other licensing authority proposals notified to applicant or holder before 30th October 2005
17.—(1) This paragraph applies where, before 30th October 2005—

(a) the licensing authority have notified an applicant for, or holder of, a licence of their
proposals under—

(1) section 21(5) of the Act, or
(i1) paragraph 6 of Schedule 2 to the Act;
(b) the applicant or holder has not—

(1) given notice of his desire to appear before and be heard by a person appointed by
the licensing authority; or

(i) made representations in writing,
with respect to the relevant proposal; and
(c) the licensing authority has not determined the application or matter.
(2) The applicant or holder may, by 30th November 2005—

(a) notify the licensing authority that he wishes to appear before and be heard by a person
appointed by the licensing authority with respect to the proposals; or

(b) make written representations to the licensing authority.

Licence applications or proposals where there was no requirement to refer to appropriate
committee before 30th October 2005

18.—(1) This paragraph applies where, before 30th October 2005—
(a) the licensing authority—

(1) have served notice on an applicant under section 22(2) of the Act that they propose to
refuse to grant or renew an application for a licence, or propose to grant it otherwise
than in accordance with the application; or

(i1) have served notice on the holder of a licence under paragraph 8(a) or (b) of
Schedule 2 to the Act that they propose to suspend, revoke or vary a licence;

(b) the applicant or holder of the licence has not—
(1) given notice of his desire to appear before and be heard by a person appointed by
the licensing authority; or
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(i1) made representations in writing,
with respect to the relevant proposal;

(c) the period of 28 days after the service of the notification by the licensing authority referred
to in sub-paragraph (a), or such longer period as the licensing authority has allowed in the
particular case, has not expired.

(2) The applicant or holder may, by 30th November 2005—

(a) notify the licensing authority that he wishes to appear before and be heard by a person
appointed by the licensing authority;

(b) make representations in writing to the licensing authority.

Applicant has given notice of wish to appear before person appointed prior to 30th October

19.—(1) This paragraph applies where, before 30th October 2005, an applicant for, or holder of,
a licence has given notice to the licensing authority of his wish to appear before, or be heard by, a
person appointed by the licensing authority under—

(a) section 21(5), or 22(3) of, or
(b) paragraph 6 or 8 of Schedule 2 to,
the Act.
(2) If, before 30th October 2005, the licensing authority—
(a) have not made that appointment—
(i) they shall do so; and

(i1) the person so appointed shall not, except with the consent of the applicant or holder,
be an officer or servant of any of the Ministers specified in paragraphs (a) and (b)
of section 1(1) of the Act;

(b) have made that appointment, the person appointed shall be treated as if he had been
appointed under paragraph (a).

(3) Where this paragraph applies—
(a) the provisions of—
(i) section 22A of the Act; or
(i) paragraph 7 of Schedule 2 to, the Act
shall not apply;

(b) the licensing authority shall arrange for the applicant to have an opportunity of appearing
before and being heard by the person appointed;

(c) if the applicant or holder so requests—
(1) the hearing shall be in public, and

(ii) the licensing authority shall furnish to him a copy of the report of the person so
appointed;
(d) the hearing before the person appointed shall be conducted in accordance with the
Medicines Act 1968 (Hearings by Persons Appointed) Rules 1986(18); and

(e) the licensing authority shall take into account the report of the person so appointed before
determining the application or matter.

(18) S.I. 1986/1761.
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Notice of wish to appear before person appointed given under this Part

20. Where, under any provision of any Part of this Schedule, an applicant or holder gives notice
of his desire to be appear before and be heard by a person appointed by the licensing authority—

(a) where the matter relates to an application for a licence, the notice shall be treated as having
been given under section 21(11), or 22(3) of the Act; and

(b) where the matter relates to a proposal to revoke, vary or suspend a licence, the notice shall
be treated as having been given under paragraph 5(1) or 6(3)(a) of Schedule 2 to the Act.

Written representations made before 30th October 2005 or under this Part
21. Where—

(a) before 30th October, an applicant for, or holder of, a licence made written representations
to the licensing authority pursuant to—

(1) section 21(5) or 22(3) of the Act; or

(i1) paragraph 6 or 9 of Schedule 2 to the Act, but the licensing authority had not yet
determined the application or matter; or

(b) an applicant or holder makes written representations to the licensing authority under any
provision of this Part,

the licensing authority shall take those representations into account before determining the
application or matter.

Emergency suspensions in force on 30th October 2005
22.—(1) This sub-paragraph applies where—

(a) before 30th October 2005, the licensing authority have suspended a licence under
paragraph 11 of Schedule 2 to the Act; and

(b) the suspension is in effect.

(2) Where sub-paragraph (1) applies, the suspension shall be treated as if it had been made under
paragraph 8 of Schedule 2 to the Act.

(3) This sub-paragraph applies where—

(a) before 30th October 2005, the licensing authority have further suspended a licence under
paragraph 14 of Schedule 2 to the Act; and

(b) the suspension is in effect.

(4) Where sub-paragraph (3) applies, the suspension shall be treated as if it had been made under
paragraph 11(2) of Schedule 2 to the Act.

PART 2

TRANSITIONAL PROVISIONS APPLICABLE
TO OTHER PROVISIONS UNDER THE ACT

1.—(1) This paragraph applies where, before 30th October 2005—

(a) the appropriate Ministers have consulted the Committee on Safety of Medicines on a
proposal to make an order under section 58(6) of the Act; and

(b) no order has been made.
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(2) For the purposes of section 58(6) of the Act, the consultation with the Committee on Safety
of Medicines shall be treated as a consultation with the appropriate committee.

2.—(1) This paragraph applies where, before 30th October 2005—

(a) the appropriate Ministers have consulted the Committee on Safety of Medicines on a
proposal to make regulations under section 60(7) of the Act; and

(b) no regulations have been made.

(2) For the purposes of section 60(7) of the Act, the consultation with the Committee on Safety
of Medicines shall be treated as a consultation with the appropriate committee.

3.—(1) This paragraph applies where, before 30th October 2005—

(a) the appropriate Ministers have consulted the Committee on Safety of Medicines on a
proposal to make an order under section 62(3) of the Act; and

(b) no order has been made.

(2) For the purposes of section 62(3) of the Act, the consultation with the Committee on Safety
of Medicines shall be treated as a consultation with the appropriate committee under section 62(3)
of the Act.

PART 3

TRANSITIONAL PROVISIONS IN RELATION TO THE
GRANT, RENEWAL, REVOCATION, SUSPENSION OR
VARIATION OF MARKETING AUTHORIZATIONS UNDER
THE MARKETING AUTHORIZATION REGULATIONS

Applications for, or proposals in relation to, marketing authorizations, where appropriate
committee has given provisional opinion before 30th October 2005

1. Paragraphs 2 to 6 apply where, before 30th October 2005—

(a) the licensing authority have consulted a committee established under section 4 of the Act
in relation to a marketing authorization, in accordance with paragraph 5 of Schedule 2 to
the Marketing Authorization Regulations;

(b) the committee have sent notification to the applicant for, or holder of, that marketing
authorization—

(1) under paragraph 6(1)(a) of Schedule 2 to the Marketing Authorization Regulations,
that they may be unable to advise the licensing authority to grant or renew the
authorization;

(i1) under paragraph 6(1)(b) of that Schedule, that they may be unable to grant it unless
it contains provisions otherwise than in accordance with the application; or

(ii1) under paragraph 6(1)(c) of that Schedule, that they may have to advise the licensing
authority that the authorization ought to be revoked, varied or suspended; and

(c) the committee have not reported findings and advice to the licensing authority in relation
to the application, or the proposal to suspend, revoke or vary the authorization.

2.—(1) This sub-paragraph applies where, before 30th October 2005—
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(a) the applicant or holder has not given notice of his wish to make written or oral
representations in relation to the matters set out in the notification referred to in paragraph
1(b); and

(b) the period of 28 days after the giving of the notification, or such longer period as the
licensing authority has allowed in the particular case, has not expired.

(2) Where sub-paragraph (1) applies, the applicant or holder may, by 30th November 2005, give
notice of his wish to make oral or written representations to the appropriate committee.

(3) This sub-paragraph applies where, before 30th October 2005—

(a) the applicant or holder made written representations in relation to the matters set out in
the notification referred to in paragraph 1(b); and

(b) those representations were made within—
(i) the period of 28 days from the giving of the notification; or
(i1) within such longer period as the licensing authority had allowed.

(4) Where sub-paragraph (3) applies, the applicant or holder may, by 30th November 2005, give
notice of his wish to make—

(a) oral representations; or
(b) additional written representations,
to the appropriate committee.

(5) Where the applicant or holder does not give notice in accordance with sub-paragraph (2) or
(4), the appropriate committee shall—

(a) if the applicant or holder made written representations before 30th October, take those
representations into account; and

(b) report their findings and advice to the licensing authority, together with the reasons for
their advice.

(6) Subject to sub-paragraph (7), the report of the appropriate committee shall be treated as if it
has been given under paragraph 8(8)(b) of Schedule 2 to the Marketing Authorization Regulations.

(7) Paragraph 11(4)(a) of Schedule 2 to the Marketing Authorization Regulations shall apply as
if for “any representations in accordance with paragraph 8(4) to (7)” there were substituted “written
representations as referred to in paragraph 2(3) of Part III of Schedule 5 to the Medicines (Advisory
Bodies) (No. 2) Regulations 2005

3.—(1) This paragraph applies if the applicant or holder—

(a) gavenotice of his wish to make written or oral representations to the appropriate committee
before 30th October 2005; or

(b) gives notice under paragraph 2(2) or (4).

(2) The applicant or holder shall, before 31st May 2006, provide the appropriate committee
with—

(a) his written representations, or any additional written representations, if he provided written
representations before 30th October; or

(b) a summary of the oral representations he intends to make,
and any documents on which he wishes to rely in support of those representations.

(3) If the applicant or holder so requests, the appropriate committee may extend the time limit
referred to in sub-paragraph (2), up to a maximum of twelve months from 30th November 2005.
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(4) The applicant or holder may not submit any additional written representations or documents
once the time limit referred to in sub-paragraphs (2) and (3) has expired, except with the permission
of the appropriate committee.

4.—(1) When the applicant or holder has submitted the representations and documents referred
to in paragraph 3(2), the appropriate committee shall—

(a) take into account the representations and documents which he has provided; and

(b) notify the applicant or holder if, on grounds which are additional to or different from those
notified to him before 30th October 2005, they are of the provisional opinion that they—

(i) may be unable to advise the licensing authority to grant or renew the authorization,
or may be unable to advise the licensing authority to grant it unless it contains
provisions in accordance with the application, or

(il) may have to advise the licensing authority that the authorization ought to be
suspended, revoked or varied.

(2) If the appropriate committee give the notification referred to in sub-paragraph (1)(b)—

(a) they shall state in the notification which, if any, of the grounds notified before 30th October
2005 they consider still apply; and

(b) the provisions of paragraph 8(2) to (7) of Schedule 2 to the Marketing Authorization
Regulations shall apply in relation to the grounds set out in the notification, including any
grounds notified under paragraph (a).

5.—(1) This paragraph applies if—
(a) the appropriate committee do not give any notification under paragraph 4(1)(b); and
(b) the applicant or holder gave notice of his wish to make oral representations—
(1) before 30th October 2005; or
(i1) under paragraph 2(2) or (4).

(2) The appropriate committee shall, after receiving a written summary and any other documents
in accordance with paragraph 3(2), arrange for the applicant or holder to make such representations
at a hearing before the committee.

6.—(1) The appropriate committee shall—

(a) take into account such representations as are made in accordance with paragraphs 3 to 5;
and

(b) report their findings and advice to the licensing authority, together with the reasons for
their advice.

(2) Subject to sub-paragraph (3), the report of the appropriate committee shall be treated as if it
has been given under paragraph 8(8)(b) of Schedule 2 to the Marketing Authorization Regulations.

(3) Paragraph 11(4)(a) of Schedule 2 to the Marketing Authorization Regulations shall apply as
if, for “paragraph 8(4) to (7)” there were substituted “paragraphs 3 to 5 of Part 3 of Schedule 5 to
the Medicines (Advisory Bodies) (No. 2) Regulations 2005”.

Marketing authorisation applications or proposals where appropriate committee has given
advice to the licensing authority before 30th October 2005

7. Paragraphs 8 to 11 apply where, before 30th October 2005, a committee established under
section 4 of the Act have given advice to the licensing authority—
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(a) that an application for the grant or renewal of a marketing authorization ought to be
refused, or ought if granted to contain provisions specified in their advice; or

(b) that an authorization ought to be suspended, revoked or varied.

8.—(1) This paragraph applies where the licensing authority have not, before 30th October 2005,
notified the applicant for, or holder of, the authorization of the advice referred to in paragraph 7.

(2) If they have not done so before 30th October 2005, the licensing authority shall—

(a) in the case of an application for the grant of an authorization, grant or refuse the
application, or grant it with provisions otherwise than in accordance with the application;

(b) in the case of an application for the renewal of an authorization, renew the application
(whether or not in accordance with the application), or decide that they are still minded
to refuse it;

(c) in the case of a proposal to revoke, suspend or vary an authorization, decide whether to
proceed further with their proposal.

(3) The licensing authority shall notify the applicant or holder of the advice referred to in
paragraph 7 of this Schedule and of its decision—

(a) made before 30th October 2005 under paragraph 7 of Schedule 2 to the Marketing
Authorization Regulations; or

(b) made under sub-paragraph (2)(a), (b), or (c).

(4) If the applicant or holder is dissatisfied, he may, within the time allowed, give notice to the
licensing authority that he wishes to make written or oral representations to the Commission with
respect to the licensing authority’s decision.

9.—(1) This paragraph applies where, before 30th October 2005, the licensing authority have
given notice to the applicant or holder of—

(a) the advice referred to in paragraph 7 of this Schedule; and

(b) of its decision made under paragraph 7 of Schedule 2 to the Marketing Authorization
Regulations.

(2) If, before 30th October 2005—

(a) the applicant or holder has not given notice of his desire to be heard by, or to make written
representations to, the Medicines Commission; and

(b) the period of 28 days after the service of the notice referred to in sub-paragraph (1), or such
longer period as the licensing authority has allowed in the particular case, has not expired,

the applicant or holder may, by 30th November 2005, give notice to the licensing authority of his
wish to make written or oral representations to the Commission.

(3) If, before 30th October 2005—

(a) the applicant or holder made written representations in relation to a decision of the
licensing authority which was made after the advice referred to in paragraph 7 had been
given; and

(b) those representations were made within—

(1) the period of 28 days after the service of the licensing authority’s notice referred to
in sub-paragraph (1), or

(i1) such longer period as the licensing authority had allowed,

the applicant or holder may, by 30th November 2005, give notice of his wish to make oral
representations, or additional written representations, to the Commission.
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10.—(1) This paragraph applies where—
(a) the applicant or holder gives the notice referred to in paragraph 8(4), or 9(2) or (3); or
(b) before 30th October 2005, within—

(i) the period of 28 days after the giving of the licensing authority’s notice referred to
in paragraph 9(1), or

(i1) such longer period as the licensing authority had allowed,

the applicant or holder gave notice of his wish to make written or oral representations to
the Medicines Commission.

(2) The applicant or holder shall, before the end of the period of six months beginning with the
date of his notice referred to in sub-paragraph (1), provide the Commission with—

(a) his written representations, or any additional written representations, if he provided written
representations before 30th October 2005; or

(b) a summary of the oral representations he intends to make,
and any documents on which he wishes to rely in support of those representations.

(3) If the applicant or holder so requests, the Commission may extend the time limit referred
to in sub-paragraph (2), up to a maximum of twelve months from the date of the notice referred to
in sub-paragraph (1).

(4) The applicant or holder may not submit any additional representations or documents when
the time limit referred to in sub-paragraph (2) and (3) has expired, except with the permission of
the Commission.

(5) If the applicant or holder gave notice of his wish to make oral representations, the
Commission shall, after receiving a written summary and any other documents in accordance with
sub-paragraph (2), arrange for the applicant or holder to make such representations at a hearing
before the Commission.

11.—(1) The Commission shall—
(a) take into account—
(i) such representations as are made in accordance with paragraph 10; or
(i1) any written representations made before 30th October 2005; and

(b) report their findings and advice to the licensing authority, together with the reasons for
their advice.

(2) Subject to sub-paragraph (3), the report of the Commission shall be treated as if it had been
given under paragraph 8(8)(b) of Schedule 2 to the Marketing Authorization Regulations.

(3) Paragraph 11(4)(a) of Schedule 2 to the Marketing Authorization Regulations shall apply as
if for “paragraph 8(4) to (7)” there were substituted “paragraph 10 of Part 3 of Schedule 5 to the
Medicines (Advisory Bodies) (No. 2) Regulations 2005, or has not made written representations
before 30th October”.

Right to be heard by person appointed in relation to marketing authorisation applications or
proposals made before 30th October 2005

12.—(1) This paragraph applies where, before 30th October 2005—

(a) the Medicines Commission have reported findings and advice to the licensing authority
under paragraph 8(3) of Schedule 2 to the Marketing Authorization Regulations; and

(b) the licensing authority have not notified the applicant or holder of—
(1) that advice; or
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(i1) the confirmation or alteration of their decision under paragraph 7 of Schedule 2 to
those regulations.

(2) The licensing authority shall give notice to the applicant or holder of—
(i) the Medicines Commission’s advice and the reasons for it;
(i1) the confirmation or alteration of their decision.

(3) The applicant or holder may, within the time allowed—

(a) notify the licensing authority that he wishes to appear before and be heard by a person
appointed by the licensing authority; or

(b) make written representations to the licensing authority.

13.—(1) This paragraph applies where, before 30th October 2005—
(a) the appropriate committee—

(i) have been consulted under paragraph 5 of Schedule 2 to the Marketing Authorization
Regulations; and

(i1) have not given a provisional opinion in accordance with paragraph 6 of that
Schedule; and

(b) the licensing authority have not notified the applicant or holder of a decision, or of any
proposals.

(2) If the licensing authority—

(a) propose to refuse to grant or renew the authorization, or grant it otherwise than in
accordance with the application; or

(b) propose to revoke, vary or suspend the authorization,
the licensing authority shall notify the applicant or holder of their proposals and the reasons for them.
(3) Ifthe applicant or holder is so notified, he may within the time allowed—

(a) give notice to the licensing authority of his wish to appear before and be heard by a person
appointed by the licensing authority with respect to those proposals; or

(b) make written representations to the licensing authority.

14.—(1) This paragraph applies where—

(a) before 30th October 2005, the licensing authority have consulted the appropriate
committee under paragraph 5 of Schedule 2 to the Marketing Authorization Regulations;

(b) the licensing authority propose, on grounds not relating to safety, quality or efficacy—
(i) not to grant or renew an authorization;

(ii) to grant or renew an authorization otherwise than in accordance with an application,
or

(ii1) to revoke, vary or suspend an authorization; and
(c) the licensing authority have not notified the applicant or holder of their proposals.

(2) The licensing authority shall notify the applicant or holder of their proposals and the reasons
for them.

(3) The applicant or holder may, within the time allowed—

(a) notify the licensing authority that he wishes to be heard by a person appointed by the
licensing authority with respect to the proposal;

(b) make written representations to the licensing authority.
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15.—(1) This paragraph applies where—
(a) paragraph 8 or 9 applies;

(b) the applicant or holder does not give notice that he wishes to make representations to the
Commission in accordance with paragraph 8(4), or 9(2) or (3); and

(c) the licensing authority propose to determine the application or matter in a way which
differs from the advice of the appropriate committee.

(2) The licensing authority shall notify the applicant or holder accordingly.
(3) The applicant or holder may, within the time allowed—

(a) notify the licensing authority that he wishes to appear before and be heard by a person
appointed by the licensing authority with respect to those proposals; or

(b) make written representations to the licensing authority.

Other licensing authority proposals notified to applicant or holder before 30th October 2005
16.—(1) This paragraph applies where, before 30th October 2005—

(a) the licensing authority have notified an applicant for, or holder of, a marketing
authorization of their determination, or of their proposals, under paragraph 9 of Schedule 2
to the Marketing Authorization Regulations;

(b) the applicant or holder has not—

(i) given notice of his desire to appear before and be heard by a person appointed by
the licensing authority; or

(i) made representations in writing; and

(c) the period of 28 days after the licensing authority gave their notification, or such longer
period as the licensing authority has allowed in the particular case, has not expired.

(2) The applicant or holder may, by 30th November 2005—

(a) notify the licensing authority that he wishes to appear before and be heard by a person
appointed by the licensing authority with respect to the proposals; or

(b) make written representations to the licensing authority.

Marketing authorization applications or proposals where there was no requirement to refer
to appropriate committee before 30th October 2005

17.—(1) This paragraph applies where, before 30th October 2005—

(a) the licensing authority have notified an applicant for, or holder of, a marketing
authorisation that they propose, on grounds not relating to safety, quality or efficacy—

(1) not to grant or renew an authorization;

(i1) to grant or renew an authorization otherwise than in accordance with the application;
or

(iii) to revoke, vary or suspend an authorization;

(b) the applicant or holder of the licence has not given notice of his desire to be heard with
respect to the relevant proposal; and

(c) the period of 28 days after the licensing authority gave their notification, or such longer
period as the licensing authority has allowed in the particular case, has not expired.

(2) The applicant or holder may, by 30th November 2005—
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(a) notify the licensing authority that he wishes to appear before and be heard by a person
appointed by the licensing authority with respect to the proposal; or

(b) make written representations to the licensing authority.

Applicant has given notice of wish to appear before person appointed prior to 30th October

18.—(1) This paragraph applies where, before 30th October 2005, an applicant for, or holder
of, a marketing authorization has, under paragraph 11 of Schedule 2 to the Marketing Authorization
Regulations, given notice of his wish to appear before and be heard by a person appointed by the
licensing authority.

(2) If, before 30th October 2005, the licensing authority—

(a) have not made that appointment, they shall do so and the person so appointed shall not,
except with the consent of the applicant or holder, be an officer or servant of any of the
Ministers specified in paragraphs (a) and (b) of section 1(1) of the Act;

(b) have made that appointment, that person shall remain appointed for the purposes of this
paragraph.
(3) Where this paragraph applies—
(a) the provisions of Part 4 of Schedule 2 to the Marketing Authorization Regulations shall
not apply;

(b) the licensing authority shall arrange for the applicant or holder to have an opportunity of
appearing before and being heard by the person appointed,;

(c) if the applicant or holder so requests—
(1) the hearing shall be in public, and

(ii) the licensing authority shall furnish to him a copy of the report of the person so
appointed; and

(d) the licensing authority shall take into account the report of the person so appointed before
determining the application or matter.

Notice of wish to appear before person appointed given under this Part

19.—(1) This paragraph applies where, under any provision of this Part, an applicant or holder
gives notice of his desire to appear before and be heard by a person appointed by the licensing
authority.

(2) The notice shall be treated as having been given under paragraph 11 of Schedule 2 to the
Marketing Authorization Regulations.

Written representations made prior to 30th October or under this Part

20. Where—

(a) before 30th October 2005, the applicant for, or holder of, a marketing authorization made
written representations to the licensing authority pursuant to paragraph 11 of the Marketing
Authorization Regulations, but the licensing authority had not determined the application
or matter; or

(b) an applicant or holder makes written representations to the licensing authority under any
provision of this Part,

the licensing authority shall take those representations into account before determining the
application or matter.
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Procedure in cases of emergency
21.—(1) This sub-paragraph applies where—

(a) before 30th October 2005, the licensing authority have suspended a marketing
authorization under paragraph 13 of Schedule 2 to the Marketing Authorization
Regulations; and

(b) the suspension is in effect.

(2) Where sub-paragraph (1) applies, the licensing authority shall be treated as if it had
suspended the authorization by virtue of paragraph 12 of Schedule 2 to the Marketing Authorization
Regulations.

PART 4

TRANSITIONAL PROVISIONS APPLICABLE
TO THE CLINICAL TRIALS REGULATIONS

Procedural provisions relating to the refusal or amendment of, or imposition of conditions
relating to, clinical trial authorizations and the suspension or termination of clinical trials

1.—(1) This paragraph applies where, before 30th October 2005—

(a) a sponsor has been given a notice as referred to in regulation 26(1) of the Clinical Trials
Regulations; or

(b) asponsor or investigator has been served with a notice in accordance with regulation 31(1)
of the Clinical Trials Regulations.

2) If—
(a) the period of 28 days; or
(b) such longer period as the licensing authority has allowed in the particular case,

has not expired, the sponsor or investigator may, by 30th November 2005, give notice of his wish
to make written or oral representations to the appropriate committee.

(3) If the sponsor or investigator gives this notice, he shall be treated as if he had given notice
of his wish to make written or oral representations to the appropriate committee in accordance with
regulation 26(1) or regulation 31(7) of the Clinical Trials Regulations.

2.—(1) This paragraph applies where, before 30th October 2005—

(a) the licensing authority have been notified of the sponsor’s or investigator’s wish, in
accordance with regulation 26(1) or 31(7) of the Clinical Trials Regulations, to make
written or oral representations, but the sponsor or investigator has not made those
representations; or

(b) the sponsor or investigator has made written representations under regulation 26(1) or
31(7), but a committee established under section 4 of the Act has not considered those
representations.

(2) If the sponsor or investigator has notified the licensing authority of his wish to make oral
representations, the licensing authority shall afford him an opportunity to make those representations
at a hearing before the appropriate committee.

(3) The appropriate committee shall—

(a) take into account such representations as are made; and
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(b) report their findings and advice to the licensing authority, together with the reasons for
their advice.

(4) The report of the appropriate committee under sub-paragraph (3)(b) shall be treated as the
report of the appropriate committee under paragraph 1(6)(b) of Schedule 5 to the Clinical Trials
Regulations.

3.—(1) This paragraph applies where, before 30th October 2005—
(a) a committee established under section 4 of the Act—
(1) has considered written or oral representations of the sponsor or investigator; and
(i1) has reported findings and advice to the licensing authority; and

(b) the licensing authority have not made a decision under paragraph 1(3), (4), or (5) of
Schedule 5 to the Clinical Trials Regulations.

(2) The report of the committee referred to in sub-paragraph 1(a)(ii) shall be treated as the report
of the appropriate committee under paragraph 1(6)(b) of Schedule 5 to those regulations.

Procedural provisions relating to proposals to grant, refuse to grant, vary, suspend or revoke
manufacturing authorizations

4.—(1) This paragraph applies where, before 30th October 2005—

(a) notification has been given to an applicant for, or holder of, a manufacturing authorization
under paragraph 2 of Schedule 8 to the Clinical Trials Regulations;

(b) the person has not given notice of his wish to—
(1) appear before, or be heard by, a person appointed by the licensing authority; or
(i1) make representations in writing to the licensing authority,
with respect to the decision or proposal referred to in the notification; and

(c) the period of 28 days after the notification was given, or such extended period as the
licensing authority has allowed, has not expired.

(2) The applicant or holder may, by 30th November 2005—

(a) givenotice of his wish to appear before and be heard by a person appointed by the licensing
authority; or

(b) make representations in writing to the licensing authority.

(3) If'the applicant or holder gives notice under sub-paragraph (2)(a), he shall be treated as if he
had given notice under paragraph 4(1)(a) of Schedule 8 to the Clinical Trials Regulations.

5. If—

(a) the applicant or holder made written representations to the licensing authority before 30th
October; or

(b) makes written representations under paragraph 4(2)(b),

the licensing authority shall take those representations into account before determining the
application or matter.

6. Where before 30th October—

(a) an applicant or holder gives notice under paragraph 4 of Schedule 8 to the Clinical Trials
Regulations; and

(b) the applicant or holder has not appeared before a person appointed,
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the applicant or holder shall be treated as if he had given a notice under paragraph 4(1)(a) of
Schedule 8 to the Clinical Trials Regulations.

EXPLANATORY NOTE
(This note is not part of the Regulations)

These Regulations make amendments to the Medicines Act 1968 (“the Act”), and related legislation,
to make further provision in relation to the statutory bodies which provide advice in relation to
medicinal products. The Medicines (Advisory Bodies) Regulations 2005 amend the Act, and related
legislation, to establish a new body called the Commission on Human Medicines and introduce new
procedures for applications for, and decisions in respect of, licences under the Medicines Act 1968
and marketing authorizations under the Medicines for Human Use (Marketing Authorizations Etc.)
Regulations 1994, which are granted in accordance with Directive 2001/83/EC on the Community
code relating to medicinal products for human use (“the 2001 Directive”)(19).

Regulation 2 and Schedule 1 further amend the Act to make amendments which are consequential on
the Medicines (Homoeopathic Medicinal Products for Human Use) Amendment Regulations 2005,
which amend the Medicines (Homoeopathic Medicinal Products for Human Use) Regulations 1994,
which implement the provisions of the 2001 Directive relating to homoeopathic medicinal products
and the Medicines (Traditional Herbal Medicinal Products for Human Use) Regulations 2005, which
implement Directive 2004/24/EC, amending, as regards traditional herbal medicinal products, the
2001 Directive(20).

Regulation 3 and Schedule 2 make minor amendments to the Medicines for Human Use (Marketing
Authorisations Etc.) Regulations 1994, in particular to make further provision as to when the
procedures in Schedule 2 (procedural provisions relating to the grant, renewal, variation, revocation
and suspension of United Kingdom marketing authorizations) apply.

Regulation 4 and Schedule 3 make amendments to the Medicines for Human Use (Clinical Trials
Regulations) 2004 (which implement the provisions of Directive 2001/20/EC relating to the conduct
of clinical trials)(21), including the substitution of a new Schedule 5 and amendments to Schedule 8.
Schedule 5 sets out the procedural provisions applicable to the refusal or amendment of, or
imposition of conditions relating to, clinical trial authorizations and the suspension or termination
of clinical trials. Schedule 8 sets out the procedural provisions relating to proposals to grant, vary,
suspend or revoke manufacturing authorizations.

Regulation 5 and Schedule 4 make amendments to miscellaneous enactments, which are
consequential on the amendments made by the Medicines (Advisory Bodies) Regulations 2005.

Regulation 6 and Schedule 5 make transitional provisions in relation to procedures under the
Medicines Act 1968, the Medicines for Human Use (Marketing Authorizations Etc.) Regulations
1994 and the Medicines for Human Use (Clinical Trials Regulations) 2004.

A full regulatory impact assessment has not been produced for this instrument as it has no impact
on the costs of business.

(19) OJ No. L 311, 28.11.2001, p.67.
(20) OJ No. L 136, 30.4.2004, p.85.
(21) OJNo. L 121, 1.5.2001, p.34.
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