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AN BILLE UM BORD LEIGHEASRA NA hÉIREANN
(FORÁLACHA ILGHNÉITHEACHA) 2005

IRISH MEDICINES BOARD (MISCELLANEOUS
PROVISIONS) BILL 2005

————————

EXPLANATORY AND FINANCIAL MEMORANDUM

————————
Purpose of Bill

The Bill is an Act to amend the Misuse of Drugs Act 1977 (as
amended by the Misuse of Drugs Act 1984); to amend the Irish
Medicines Board Act 1995; to amend the Control of Clinical Trials
Act 1987; and to consequentially amend regulations that are either
made under the Irish Medicines Board Act 1995 or referred to in
section 34(4) of that Act.

Provisions of Bill

PART 1

Preliminary Matters

Section 1 cites the short title of the Bill as the Irish Medicines
Board (Miscellaneous Provisions) Bill 2005 and contains standard
provisions relating to commencement and interpretation.

PART 2

Amendment of Misuse of Drugs Act 1977

Section 2 defines certain expressions used in the Bill which are
being inserted into the Misuse of Drugs Act 1977.

Section 3 extends the powers available to the Minister to give a
direction, following a conviction for an offence under the Misuse of
Drugs Acts or the Customs Acts prohibiting bodies corporate
involved in the practice of community pharmacy, and their officials,
from having such controlled drugs as may be specified. These powers
are currently available in respect of practitioners and pharmacists
convicted of such an offence.

Section 4 amends section 14 of the Misuse of Drugs Act 1977 to
enable the Irish Medicines Board to issue licences, permits and auth-
orisations in respect of controlled drugs for various purposes includ-
ing their manufacture, supply, import and export. These functions
were previously carried out by the Department of Health and
Children.

Section 5 amends section 17 of the Misuse of Drugs Act 1977 (as
amended by section 11(1) of the Misuse of Drugs Act 1984) to limit
the prohibition of the cultivation of poppies to poppies that are culti-
vated for the production of opium.
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Section 6 amends section 24 of the Misuse of Drugs Act 1977—

(i) to enable the Irish Medicines Board to authorise officers to
carry out inspections under the Act;

(ii) to include the term ‘‘practitioner’’ in order to make it clear
that practitioners (medical and dental) also fall within the
remit of this section;

(iii) to ensure that data covered by the Data Protection Acts
may be inspected;

(iv) to enable the Pharmaceutical Society of Ireland to author-
ise officers to carry out inspections of pharmacy shops in
respect of their handling of controlled drugs;

(v) to provide that appropriate warrants of authorisation,
issued by the Minister, the Irish Medicines Board or the
Pharmaceutical Society of Ireland, are provided to
persons authorised to carry out inspections under the Act
and to provide appropriate transitional arrangements for
those persons already holding certificates of auth-
orisation.

Section 7 provides that the Misuse of Drugs Acts 1977 and 1984
and this Part together may be cited as the Misuse of Drugs Acts 1977
to 2005 and construed together as one Act.

PART 3

Amendment of Irish Medicines Board Act 1995

Section 8 defines certain expressions used in the Bill which are
being inserted into the Irish Medicines Board Act 1995.

Section 9 amends section 4 of the Irish Medicines Board Act 1995
to update the functions carried out by the Board to conform to Euro-
pean Community legislation in regard to medicinal products, veterin-
ary medicinal products and medical devices. The principal functions
of the Board are being extended to include its designation as the
Competent Authority for the purposes of EU Directives relating to
medical devices, cosmetic products and precursor drugs and in
respect of clinical trials for medicinal products for human use. Pro-
vision is also being made for the Board to issue various export certifi-
cates in respect of medicinal products, veterinary medicinal products,
cosmetic products and medical devices as are required by manufac-
turers exporting products to other countries. The Board, in dis-
charging its functions as the Competent Authority, is also required
to have regard to the provisions of any national legislation giving
effect to such provisions.

The Irish Medicines Board Act 1995 is also being appointed to
exercise the powers in section 14 of the Misuse of Drugs Act in
regard to the granting of licences and other authorities in respect of
the manufacture, possession, supply, import and export of controlled
drugs under the Misuse of Drugs Act 1977 and to appoint persons
in order to ensure compliance with the requirements of the Act. The
Board in the discharge of its activities, involving the granting of
licences and other authorities under the Misuse of Drugs Acts, is
being required to comply with any policy directive or guideline
issued by the Minister in relation to controlled drugs.



Section 10 amends section 5 of the Irish Medicines Board Act 1995
to enable the conferral by order of additional functions on the Board
in respect of veterinary medicinal products, cosmetic products, drug
precursors and medical devices.

Section 11 amends section 7 of the Irish Medicines Board Act 1995
to provide that the Chairperson of the Advisory Committee for
Medical Devices will be a member of the Board of the Irish Medi-
cines Board.

Section 12 amends section 9 of the Irish Medicines Board Act 1995
to require that the Board will not refuse to grant a licence or author-
isation, in respect of the manufacture or wholesaling of medicinal
products, on grounds of safety, quality or efficacy unless the advice
of the appropriate advisory committee has been considered.

Section 13 amends section 13 of the Irish Medicines Board Act
1995 in order to better set out the powers available to the Minister
for the making of regulations relating to the fees to be paid to the
Board in respect of the various activities undertaken by it and in
relation to applications for licences, authorisations and certificates
and for the maintenance of such licences etc. This section also pro-
vides for the recovery of fees payable to the Board.

Section 14 amends section 32 of the Irish Medicines Board Act
1995 so as to enable the Minister to make regulations—

— in respect of medical devices and in respect of the granting
of authorisations or certificates for medicinal products, cos-
metic products and medical devices;

— to permit the issuing of notices to persons, such as manufac-
turers of medicinal products or medical devices, by author-
ised officers (inspectors) requiring the cessation of an activity
which may pose a risk to human or animal health;

— for the supply by way of administration of a medicinal prod-
uct where it is in the public interest to do so;

— for the prohibition of the administration of a medicinal prod-
uct, except by persons and in accordance with conditions, if
any, as may be specified in regulations. These regulations
may only be made where it is in the public interest to do so.
It is provided that this prohibition will not apply to medical
or dental practitioners;

— to implement EU legislation relating to medicinal products
for human use, cosmetic products and medical devices.

The provisions introduced dealing with the administration of med-
icinal products are intended to remove any confusion in regard to
whether the term supply includes administration. This Bill clarifies
the position to the effect that sale and supply will not include admin-
istration and at the same time introduces a provision whereby regu-
lations may be made to control administration if required.

Section 15 inserts new sections 32A to 32F into the Irish Medicines
Board Act 1995 in order to make better provisions for the enforce-
ment and supervision of regulations made under the Act. These new
sections provide as follows:—

— Section 32A defines certain expressions used in those new
sections;
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— Section 32B provides for the appointment of authorised
officers and sets out, in a single document, the various pow-
ers available to them for the purpose of carrying out inspec-
tions in relation to medicinal products, cosmetic products
and medical devices as may be the subject of regulations
under the Act;

— Section 32C provides for the taking of samples of medicinal
products, cosmetic products and medical devices by author-
ised officers. It also provides for the handling of samples that
are taken;

— Section 32D provides for the Certificate stating the result of
any test, examination or analysis carried out on a sample
taken to be accepted as evidence in the Court, unless the
contrary is proved;

— Section 32E sets out the penalties for offences created by this
Bill and also sets out who may bring a prosecution. Power is
also being provided in this section for the Court to order the
person convicted to pay the costs of the destruction or dis-
posal of products and other things to which the offence
relates;

— Section 32F provides that summary proceedings for an
offence may be brought under the Irish Medicines Board Act
1995. This section also permits proceedings for an offence to
be instituted up to two years after the date of the offence.

Section 16 amends section 35 of the Irish Medicines Board Act
1995 to refer to the renamed Schedule.

Section 17 renames the Schedule to the Irish Medicines Board Act
1995.

Section 18 inserts a new Schedule which sets out the form of the
Certificate to be used for stating the results of the test, examination
or analysis.

Section 19 provides that the Irish Medicines Board Act 1995 and
this Part may be cited together as the Irish Medicines Board Acts
1995 and 2005 and construed together as one Act.

PART 4

Amendment of Control of Clinical Trials Act 1987

Section 20 defines certain expressions used in the Bill which are
being inserted into the Control of Clinical Trials Act 1987.

Section 21 amends section 2 of the Control of Clinical Trials Act
1987 to provide that the Act will not apply to clinical trials that are
controlled under the European Communities (Clinical Trials on
Medicinal Products for Human Use) Regulations 2004.

Section 22 amends section 13 of the Control of Clinical Trials Act
1987 to permit proceedings for an offence to be instituted up to two
years after the date of the offence and that summary proceedings for
an offence under the Act may be brought by the Irish Medicines
Board.

Section 23 inserts a new section into the Control of Clinical Trials
Act 1987 to provide for the enforcement and supervision of the pro-
visions of the Act. The new section provides for the appointment of



authorised officers by the Board and for the powers that are avail-
able to those officers for the purpose of carrying out inspections. It
also provides that an authorised officer will not be entitled to enter
a private dwelling without a warrant from the District Court except
for that part of any private dwelling which is being used for a pro-
fessional practice.

Section 24 provides that the Control of Clinical Trials Acts 1987
and 1990 and this Part may be cited together as the Control of Clini-
cal Trials Acts 1987 to 2005 and construed together as one Act.

PART 5

Consequential Amendments to Regulations made under
Section 32 of Irish Medicines Board Act 1995 or Referred to in

Section 34(4) of that Act

Sections 25 to 35 make consequential amendments to the various
regulations in force under the Irish Medicines Board Act 1995 and
which are referred to in the various sections concerned. These
amendments arise out of the insertion via this Bill of the new sections
32A to 32F into the Irish Medicines Board Act 1995.

Financial Implications

In the case of the amendments made to the Misuse of Drugs Acts,
the Irish Medicines Board Act and to the Control of Clinical Trials
Acts, it is estimated that there will not be any additional costs arising
from the legislative changes as the work entailed by these changes is
already being performed by the Irish Medicines Board. On this basis
there are no significant financial implications.

An Roinn Sláinte agus Leanaı́,
Meitheamh, 2005.

Wt. 10349. 672. 6/05. Cahill. (X48103). Gr. 30-15.
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IRISH MEDICINES BOARD (MISCELLANEOUS
PROVISIONS) BILL 2005
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EXPLANATORY AND FINANCIAL MEMORANDUM

————————
Purpose of Bill

The Bill is an Act to amend the Misuse of Drugs Act 1977 (as
amended by the Misuse of Drugs Act 1984); to amend the Irish
Medicines Board Act 1995; to amend the Control of Clinical Trials
Act 1987; and to consequentially amend regulations that are either
made under the Irish Medicines Board Act 1995 or referred to in
section 34(4) of that Act.

Provisions of Bill

PART 1

Preliminary Matters

Section 1 cites the short title of the Bill as the Irish Medicines
Board (Miscellaneous Provisions) Bill 2005 and contains standard
provisions relating to commencement and interpretation.

PART 2

Amendment of Misuse of Drugs Act 1977

Section 2 defines certain expressions used in the Bill which are
being inserted into the Misuse of Drugs Act 1977.

Section 3 extends the powers available to the Minister to give a
direction, following a conviction for an offence under the Misuse of
Drugs Acts or the Customs Acts prohibiting bodies corporate
involved in the practice of community pharmacy, and their officials,
from having such controlled drugs as may be specified. These powers
are currently available in respect of practitioners and pharmacists
convicted of such an offence.

Section 4 amends section 14 of the Misuse of Drugs Act 1977 to
enable the Irish Medicines Board to issue licences, permits and auth-
orisations in respect of controlled drugs for various purposes includ-
ing their manufacture, supply, import and export. These functions
were previously carried out by the Department of Health and
Children.

Section 5 amends section 17 of the Misuse of Drugs Act 1977 (as
amended by section 11(1) of the Misuse of Drugs Act 1984) to limit
the prohibition of the cultivation of poppies to poppies that are culti-
vated for the production of opium.
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Section 6 amends section 24 of the Misuse of Drugs Act 1977—

(i) to enable the Irish Medicines Board to authorise officers to
carry out inspections under the Act;

(ii) to include the term ‘‘practitioner’’ in order to make it clear
that practitioners (medical and dental) also fall within the
remit of this section;

(iii) to ensure that data covered by the Data Protection Acts
may be inspected;

(iv) to enable the Pharmaceutical Society of Ireland to author-
ise officers to carry out inspections of pharmacy shops in
respect of their handling of controlled drugs;

(v) to provide that appropriate warrants of authorisation,
issued by the Minister, the Irish Medicines Board or the
Pharmaceutical Society of Ireland, are provided to
persons authorised to carry out inspections under the Act
and to provide appropriate transitional arrangements for
those persons already holding certificates of auth-
orisation.

Section 7 provides that the Misuse of Drugs Acts 1977 and 1984
and this Part together may be cited as the Misuse of Drugs Acts 1977
to 2005 and construed together as one Act.

PART 3

Amendment of Irish Medicines Board Act 1995

Section 8 defines certain expressions used in the Bill which are
being inserted into the Irish Medicines Board Act 1995.

Section 9 amends section 4 of the Irish Medicines Board Act 1995
to update the functions carried out by the Board to conform to Euro-
pean Community legislation in regard to medicinal products, veterin-
ary medicinal products and medical devices. The principal functions
of the Board are being extended to include its designation as the
Competent Authority for the purposes of EU Directives relating to
medical devices, cosmetic products and precursor drugs and in
respect of clinical trials for medicinal products for human use. Pro-
vision is also being made for the Board to issue various export certifi-
cates in respect of medicinal products, veterinary medicinal products,
cosmetic products and medical devices as are required by manufac-
turers exporting products to other countries. The Board, in dis-
charging its functions as the Competent Authority, is also required
to have regard to the provisions of any national legislation giving
effect to such provisions.

The Irish Medicines Board Act 1995 is also being appointed to
exercise the powers in section 14 of the Misuse of Drugs Act in
regard to the granting of licences and other authorities in respect of
the manufacture, possession, supply, import and export of controlled
drugs under the Misuse of Drugs Act 1977 and to appoint persons
in order to ensure compliance with the requirements of the Act. The
Board in the discharge of its activities, involving the granting of
licences and other authorities under the Misuse of Drugs Acts, is
being required to comply with any policy directive or guideline
issued by the Minister in relation to controlled drugs.



Section 10 amends section 5 of the Irish Medicines Board Act 1995
to enable the conferral by order of additional functions on the Board
in respect of veterinary medicinal products, cosmetic products, drug
precursors and medical devices.

Section 11 amends section 7 of the Irish Medicines Board Act 1995
to provide that the Chairperson of the Advisory Committee for
Medical Devices will be a member of the Board of the Irish Medi-
cines Board.

Section 12 amends section 9 of the Irish Medicines Board Act 1995
to require that the Board will not refuse to grant a licence or author-
isation, in respect of the manufacture or wholesaling of medicinal
products, on grounds of safety, quality or efficacy unless the advice
of the appropriate advisory committee has been considered.

Section 13 amends section 13 of the Irish Medicines Board Act
1995 in order to better set out the powers available to the Minister
for the making of regulations relating to the fees to be paid to the
Board in respect of the various activities undertaken by it and in
relation to applications for licences, authorisations and certificates
and for the maintenance of such licences etc. This section also pro-
vides for the recovery of fees payable to the Board.

Section 14 amends section 32 of the Irish Medicines Board Act
1995 so as to enable the Minister to make regulations—

— in respect of medical devices and in respect of the granting
of authorisations or certificates for medicinal products, cos-
metic products and medical devices;

— to permit the issuing of notices to persons, such as manufac-
turers of medicinal products or medical devices, by author-
ised officers (inspectors) requiring the cessation of an activity
which may pose a risk to human or animal health;

— for the supply by way of administration of a medicinal prod-
uct where it is in the public interest to do so;

— for the prohibition of the administration of a medicinal prod-
uct, except by persons and in accordance with conditions, if
any, as may be specified in regulations. These regulations
may only be made where it is in the public interest to do so.
It is provided that this prohibition will not apply to medical
or dental practitioners;

— to implement EU legislation relating to medicinal products
for human use, cosmetic products and medical devices.

The provisions introduced dealing with the administration of med-
icinal products are intended to remove any confusion in regard to
whether the term supply includes administration. This Bill clarifies
the position to the effect that sale and supply will not include admin-
istration and at the same time introduces a provision whereby regu-
lations may be made to control administration if required.

Section 15 inserts new sections 32A to 32F into the Irish Medicines
Board Act 1995 in order to make better provisions for the enforce-
ment and supervision of regulations made under the Act. These new
sections provide as follows:—

— Section 32A defines certain expressions used in those new
sections;
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— Section 32B provides for the appointment of authorised
officers and sets out, in a single document, the various pow-
ers available to them for the purpose of carrying out inspec-
tions in relation to medicinal products, cosmetic products
and medical devices as may be the subject of regulations
under the Act;

— Section 32C provides for the taking of samples of medicinal
products, cosmetic products and medical devices by author-
ised officers. It also provides for the handling of samples that
are taken;

— Section 32D provides for the Certificate stating the result of
any test, examination or analysis carried out on a sample
taken to be accepted as evidence in the Court, unless the
contrary is proved;

— Section 32E sets out the penalties for offences created by this
Bill and also sets out who may bring a prosecution. Power is
also being provided in this section for the Court to order the
person convicted to pay the costs of the destruction or dis-
posal of products and other things to which the offence
relates;

— Section 32F provides that summary proceedings for an
offence may be brought under the Irish Medicines Board Act
1995. This section also permits proceedings for an offence to
be instituted up to two years after the date of the offence.

Section 16 amends section 35 of the Irish Medicines Board Act
1995 to refer to the renamed Schedule.

Section 17 renames the Schedule to the Irish Medicines Board Act
1995.

Section 18 inserts a new Schedule which sets out the form of the
Certificate to be used for stating the results of the test, examination
or analysis.

Section 19 provides that the Irish Medicines Board Act 1995 and
this Part may be cited together as the Irish Medicines Board Acts
1995 and 2005 and construed together as one Act.

PART 4

Amendment of Control of Clinical Trials Act 1987

Section 20 defines certain expressions used in the Bill which are
being inserted into the Control of Clinical Trials Act 1987.

Section 21 amends section 2 of the Control of Clinical Trials Act
1987 to provide that the Act will not apply to clinical trials that are
controlled under the European Communities (Clinical Trials on
Medicinal Products for Human Use) Regulations 2004.

Section 22 amends section 13 of the Control of Clinical Trials Act
1987 to permit proceedings for an offence to be instituted up to two
years after the date of the offence and that summary proceedings for
an offence under the Act may be brought by the Irish Medicines
Board.

Section 23 inserts a new section into the Control of Clinical Trials
Act 1987 to provide for the enforcement and supervision of the pro-
visions of the Act. The new section provides for the appointment of



authorised officers by the Board and for the powers that are avail-
able to those officers for the purpose of carrying out inspections. It
also provides that an authorised officer will not be entitled to enter
a private dwelling without a warrant from the District Court except
for that part of any private dwelling which is being used for a pro-
fessional practice.

Section 24 provides that the Control of Clinical Trials Acts 1987
and 1990 and this Part may be cited together as the Control of Clini-
cal Trials Acts 1987 to 2005 and construed together as one Act.

PART 5

Consequential Amendments to Regulations made under
Section 32 of Irish Medicines Board Act 1995 or Referred to in

Section 34(4) of that Act

Sections 25 to 35 make consequential amendments to the various
regulations in force under the Irish Medicines Board Act 1995 and
which are referred to in the various sections concerned. These
amendments arise out of the insertion via this Bill of the new sections
32A to 32F into the Irish Medicines Board Act 1995.

Financial Implications

In the case of the amendments made to the Misuse of Drugs Acts,
the Irish Medicines Board Act and to the Control of Clinical Trials
Acts, it is estimated that there will not be any additional costs arising
from the legislative changes as the work entailed by these changes is
already being performed by the Irish Medicines Board. On this basis
there are no significant financial implications.

An Roinn Sláinte agus Leanaı́,
Meitheamh, 2005.

Wt. 10349. 672. 6/05. Cahill. (X48103). Gr. 30-15.
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