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Amendment by John Bowis

Amendment 52
RECITAL 2

(2) Insofar as these advanced therapy 
products are presented as having properties 
for treating or preventing diseases in human 
beings, or that they may be used in or 
administered to human beings with a view to 
restoring, correcting or modifying 
physiological functions by exerting a 
pharmacological, immunological or 
metabolic action, they are biological 
medicinal products within the meaning of 
Article 1(2) and Annex I to Directive 
2001/83/EC of the European Parliament and 
of the Council of 6 November 2001 on the 
Community code relating to medicinal 

(2) Insofar as these advanced therapy 
products are presented as having properties 
for treating or preventing diseases in human 
beings, or that they may be used in or 
administered to human beings with a view to 
restoring, correcting or modifying 
physiological functions by exerting 
principally a pharmacological, 
immunological or metabolic action, they are 
biological medicinal products within the 
meaning of Article 1(2) and Annex I to 
Directive 2001/83/EC of the European 
Parliament and of the Council of 6 
November 2001 on the Community code 
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products for human use. Thus, the essential 
aim of any rules governing their production, 
distribution and use must be to safeguard 
public health.

relating to medicinal products for human 
use. Thus, the essential aim of any rules 
governing their production, distribution and 
use must be to safeguard public health.

Or. en

(ex am 48 of AM FdR 620607)

Justification

The Medical Devices Directives (MDD) provide a regulatory framework which is readily 
adapted to the control of devices containing or made of tissue engineered products. If a tissue 
engineered product falls within the definition of ‘medical device’ in Article 1 of the MDD 
(and therefore does not have a mode of action which is primarily pharmacological, 
immunological or metabolic), it should be regulated under the MDD although additional 
specific requirements may be necessary.

Amendment by Frédérique Ries

Amendment 53
RECITAL 3A (new)

(3a) For reasons of legal certainty, the 
directives on which this proposal for a 
regulation is based, and notably Directive 
2004/27/EC on medicinal products for 
human use1, Directives 2004/23/EC2 and 
2006/17/EC3 on human tissues and cells 
and Commission Directive 2005/28/EC of 8 
April 2005 laying down principles and 
detailed guidelines for good clinical 
practice as regards investigational 
medicinal products for human use4, should 
be transposed within the deadlines, or at 
the earliest opportunity, by all Member 
States; 
1 Directive 2004/27/EC of the European Parliament 
and of the Council of 31 March 2004 amending 
Directive 2001/83/EC on a Community code relating 
to medicinal products for human use (OJ L 136, 
30.4.2004, p. 34).
2 Directive 2004/23/EC of the European Parliament 
and of the Council of 31 March 2004 on setting 
standards of quality and safety for the donation, 
procurement, testing, processing,
preservation, storage and distribution of human 
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tissues and cells (OJ L 102, 7.4.2004, p. 48).
3 Commission Directive 2006/17/EC of 8 February 
2006 implementing Directive 2004/23/EC of the 
European Parliament and of the Council as regards
certain technical requirements for the donation, 
procurement and testing of human tissues and cells
(OJ L 38, 9.2.2006, p. 40).
4 OJ L 91, 9.4.2005 p. 13.

Or. fr

(ex am 50 modified of AM FdR 620607)

Justification

Justifies itself.

Amendment by Miroslav Mikolášik

Amendment 54
RECITAL 5

(5) Advanced therapy medicinal products 
should be regulated in so far as they are 
intended to be placed on the market in 
Member States and either prepared 
industrially or manufactured by a method 
involving an industrial process, within the 
meaning of Article 2(1) of Directive 
2001/83/EC. Advanced therapy medicinal 
products which are both prepared in full and 
used in a hospital, in accordance with a
medical prescription for an individual 
patient, should thus be excluded from the 
scope of the present Regulation.

(5) This Regulation is a lex specialis, which 
introduces additional provisions to those 
laid down in Directive 2001/83/EC. The 
scope of this Regulation should be to 
regulate advanced therapy medicinal 
products which are intended to be placed on 
the market in Member States and either 
prepared industrially or manufactured by a 
method involving an industrial process, in 
accordance with the general scope of the 
Community pharmaceutical legislation laid 
down in Title II of Directive 2001/83/EC. 
Advanced therapy medicinal products which 
are prepared in full in a hospital on a one-
off basis according to a specific, non-
standardised and non-patented process, and 
used in a hospital, in order to comply with 
an individual medical prescription for an 
individual patient under the exclusive 
professional responsibility of a medical 
practitioner or for clinical research, should 
thus be excluded from the scope of this
Regulation.

Or. en
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Justification

It should be clarified that this Regulation is a lex specialis in relation to Dir. 2001/83/EC, as 
it introduces additional requirements that are specific to ATMP. The scope of this Regulation 
is the general scope of the pharmaceutical legislation, as laid down in Dir. 2001/83/EC. 
Where hospitals or other institutions prepare products using an established process to create 
treatments for patients on a routine basis, they should have to comply with the provisions of 
this Regulation. However, when hospitals produce ATMP for research purposes or on an 
exceptional, one-off basis, they should not have to comply with the centralised authorisation 
procedure.

Amendment by Cristina Gutiérrez-Cortines

Amendment 55
RECITAL 5

(5) Advanced therapy medicinal products 
should be regulated in so far as they are 
intended to be placed on the market in 
Member States and either prepared 
industrially or manufactured by a method 
involving an industrial process, within the 
meaning of Article 2(1) of Directive 
2001/83/EC. Advanced therapy medicinal 
products which are both prepared in full and 
used in a hospital, in accordance with a
medical prescription for an individual 
patient, should thus be excluded from the 
scope of the present Regulation.

(5) This Regulation is a lex specialis, which 
introduces additional provisions to those 
laid down in Directive 2001/83/EC. The 
scope of this Regulation should be to 
regulate advanced therapy medicinal 
products which are intended to be placed on 
the market in Member States and either 
prepared industrially or manufactured by a 
method involving an industrial process,
within the meaning of Article 2(1) of 
Directive 2001/83/EC. Advanced therapy 
medicinal products which are prepared in 
full in a hospital setting and prepared in a 
non-profit manner, in accordance with a
medical prescription for an individual 
patient, should thus be excluded from the 
scope of this Regulation.

Or. en

Justification

We propose to exclude of the scope of this regulation those advanced therapy medicinal 
products which are produced and used in a hospital setting. This would allow, for instance, 
setting up National networks of excellence in cell and tissue engineering therapies within the 
national health systems. 
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Amendment by Miroslav Mikolášik

Amendment 56
RECITAL 6

(6) The regulation of advanced therapy 
medicinal products at Community level 
should not interfere with decisions made by 
Member States on whether to allow the use 
of any specific type of human cells, such as 
embryonic stem cells, or animal cells. It 
should also not affect the application of 
national legislation prohibiting or restricting 
the sale, supply or use of medicinal products 
containing, consisting of or derived from 
these cells.

(6) This Regulation only intends to remove 
certain restrictions on the free movement of 
advanced therapy medicinal products. It 
does not harmonise all aspects of the 
Member States’ regulatory regimes in this 
area. Therefore, some restrictions remain 
unaffected by this Regulation and may be 
maintained in accordance with Article 30 
of the Treaty. The regulation of advanced 
therapy medicinal products at Community 
level should not interfere with decisions 
made by Member States on whether to allow 
the use of any specific type of human cells. 
It should also not affect the application of 
national legislation prohibiting or restricting 
the sale, supply or use of medicinal products 
containing, consisting of or derived from 
these cells. 

Or. en

Justification

Member States have the right to refer to Article 30 of the Treaty when they want to prohibit or 
restrict free movement of goods, i.e. medicinal products on their market, on grounds of public 
morality, public policy or public security. However, Article 30 applies only if the regulatory 
measure is not a fully harmonizing one. Therefore, it has to be made very clear that this 
regulation is only a partially harmonising measure. This approach is compatible with the 
approach of the Committee on Legal Affairs regarding Article 1A (new).

Amendment by Johannes Blokland, Hiltrud Breyer, Kathy Sinnott

Amendment 57
RECITAL 7A (new)

(7a) This Regulation fully respects the 
prohibition on making the human body and 
its parts as such a source of financial gain, 
set out as an inalienable minimum 
protection in the Charter of Fundamental 
Rights of the European Union and further 
underlined by the European Parliament in 



PE 382.323v03-00 6/59 AM\645919EN.doc

EN

its Resolution of 10 March 2005 on the 
trade in human egg cells1. To achieve this 
objective it is necessary to ensure that the 
donation of tissues and cells is voluntary 
and unpaid and that their procurement is 
carried out on a non-profit basis. Voluntary 
and unpaid tissue and cell donations also 
contribute to high safety standards for 
tissues and cells and therefore to the 
protection of human health.
1 OJ C 320 E, 15.12.2005, p. 251.

Or. en

(ex am 53 of AM FdR 620607)

Justification

Rapid developments in biotechnology and biomedicine must not be allowed to compromise 
the protection of fundamental rights. These rights of which one of the most important one is 
the right to the integrity of the person are laid down in the Oviedo Convention as well as in 
the Charter of Fundamental Rights. These standards should be met especially for tissue- and 
cell-based advanced therapy medicinal products as highly innovative new products. In this 
context, voluntary and unpaid donation as well as procurement on a non-profit basis are the 
key principles that should be imperatively respected all around the Community.

Amendment by Bogusław Sonik

Amendment 58
RECITAL 7A (new)

(7a )This Regulation fully respects the 
prohibition on making the human body and 
its parts as such a source of financial gain, 
set out as an inalienable minimum 
protection in the Charter of Fundamental 
Rights of the European Union and further 
underlined by the European Parliament in 
its Resolution of 10 March 2005 on the 
trade in human egg cells1. To achieve this 
objective it is necessary to ensure that the 
donation of tissues and cells is voluntary 
and unpaid and that their procurement is 
carried out on a non-profit basis. Voluntary 
and unpaid tissue and cell donations also 
contribute to high safety standards for 
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tissues and cells and therefore to the 
protection of human health.
1 OJ C 320 E, 15.12.2005, p. 251.

Or. en

(ex am 53 of AM FdR 620607)

Justification

Rapid developments in biotechnology and biomedicine must not be allowed to compromise 
the protection of fundamental rights. These rights of which one of the most important one is 
the right to the integrity of the person are laid down in the Oviedo Convention as well as in 
the Charter of Fundamental Rights. These standards should be met especially for tissue- and 
cell-based advanced therapy medicinal products as highly innovative new products. In this 
context, voluntary and unpaid donation, as well as procurement on a non-profit basis, are the 
key principles that should be imperatively respected all around the Community.

Amendment by Hiltrud Breyer, Kathy Sinnott, Johannes Blokland

Amendment 59
RECITAL 7B (new)

(7b) Directive 2001/20/EC of the European 
Parliament and of the Council of 4 April 
2001 on the approximation of the laws, 
regulations and administrative provisions 
of the Member States relating to the 
implementation of good clinical practice in 
the conduct of clinical trials on medicinal 
products for human use1 prohibits gene 
therapy trials that result in modifications to 
a subject’s germ line genetic identity. 
Directive 98/44/EC of the European 
Parliament and of the Council of 6 July 
1998 on the legal protection of 
biotechnological innovations2 considers 
processes for modifying the human germ 
line genetic identity non-patentable. To 
ensure legal coherence, this Regulation 
should prohibit any authorisation of 
products that modify the germ line genetic 
identity of human beings.
1 OJ L 121, 1.5.2001, p. 34.
2 OJ L 213, 30.7.1998, p. 13.
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Or. en

(ex am 5 of PR FdR 617323)

Justification

As Articles 1 and 13 of the Oviedo Convention make it clear, human dignity is compromised 
when the inheritance of genetic identity is altered. Products which are neither properly 
subject to clinical trials under Directive 2001/20/EC nor legally patentable under Directive 
98/44/EC should not be eligible for authorisation under this regulation.

Amendment by Bogusław Sonik

Amendment 60
RECITAL 7B (new)

(7b) Directive 2001/20/EC of the European 
Parliament and of the Council of 4 April 
2001 on the approximation of the laws, 
regulations and administrative provisions 
of the Member States relating to the 
implementation of good clinical practice in 
the conduct of clinical trials on medicinal 
products for human use1 prohibits gene 
therapy trials that result in modifications to 
a subject’s germ line genetic identity. 
Directive 98/44/EC of the European 
Parliament and of the Council of 6 July 
1998 on the legal protection of 
biotechnological innovations2 considers 
processes for modifying the human germ 
line genetic identity non-patentable. To 
ensure legal coherence, this Regulation 
should prohibit any authorisation of 
products that modify the germ line genetic 
identity of human beings.
1 OJ L 121, 1.5.2001, p. 34.
2 OJ L 213, 30.7.1998, p. 13.

Or. en

(ex am 5 of PR FdR 617323)

Justification

As Articles 1 and 13 of the Oviedo Convention make it clear, human dignity is compromised 
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when the inheritance of genetic identity is altered. Products which are neither properly 
subject to clinical trials under Directive 2001/20/EC nor legally patentable under Directive 
98/44/EC should not be eligible for authorisation under this regulation.

Amendment by Vittorio Prodi

Amendment 61
RECITAL 7B (new)

(7b) Directive 2001/20/EC of the European 
Parliament and of the Council of 4 April 
2001 on the approximation of the laws, 
regulations and administrative provisions 
of the Member States relating to the 
implementation of good clinical practice in 
the conduct of clinical trials on medicinal 
products for human use1 prohibits gene 
therapy trials that result in modifications to 
a subject’s germ line genetic identity. 
Directive 98/44/EC of the European 
Parliament and of the Council of 6 July 
1998 on the legal protection of 
biotechnological innovations2 considers 
processes for modifying the human germ 
line genetic identity non-patentable. For 
reasons of legal coherence, only Member 
States may issue a national authorisation 
for products modifying the germ line 
genetic identity of human beings, and they 
should not be bound by a mutual 
recognition procedure under Directive 
2001/83/EC.
1 OJ L 121, 1.5.2001, p. 34.
2 OJ L 213, 30.7.1998, p. 13.

Or. en

Justification

Products modifying the human germ line genetic identity which are neither properly subject 
to clinical trials under Directive 2001/20/EC nor legally patentable under Directive 98/44/EC 
should not be eligible for authorisation granted by the Community. Only Member States may 
decide about granting a national marketing authorisation. Therefore, they should not be 
subject to the mutual recognition of national authorisations between Member States under 
Directive 2001/83/EC. 
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Amendment by Alojz Peterle

Amendment 62
RECITAL 7B (new)

(7b) Directive 2001/20/EC of the European 
Parliament and of the Council of 4 April 
2001 on the approximation of the laws, 
regulations and administrative provisions 
of the Member States relating to the 
implementation of good clinical practice in 
the conduct of clinical trials on medicinal 
products for human use1 prohibits gene 
therapy trials that result in modifications to 
a subject’s germ line genetic identity. 
Directive 98/44/EC of the European 
Parliament and of the Council of 6 July 
1998 on the legal protection of 
biotechnological innovations2 considers 
processes for modifying the human germ 
line genetic identity non-patentable. For 
reasons of legal coherence, only Member 
States may issue a national authorisation 
for products modifying the germ line 
genetic identity of human beings, and they 
should not be bound by a mutual 
recognition procedure under Directive 
2001/83/EC.
1 OJ L 121, 1.5.2001, p. 34.
2 OJ L 213, 30.7.1998, p. 13.

Or. en

Justification

Products modifying the human germ line genetic identity which are neither properly subject 
to clinical trials under Directive 2001/20/EC nor legally patentable under Directive 98/44/EC 
should not be eligible for authorisation granted by the Community. Only Member States may 
decide about granting a national marketing authorisation. Therefore, they should not be 
subject to the mutual recognition of national authorisations between Member States under 
Directive 2001/83/EC. 
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Amendment by Hiltrud Breyer, Kathy Sinnott, Johannes Blokland

Amendment 63
RECITAL 7C (new)

(7c) This Regulation should prohibit any 
authorisation of products derived from 
human-animal hybrids or chimeras or 
containing tissues or cells originating or 
derived from human-animal hybrids or 
chimeras. This provision should not 
exclude the transplantation of somatic 
animal cells or tissues to the human body 
for therapeutic purposes, in so far as it does 
not interfere with the germ line.

Or. en

(ex am 6 of PR FdR 617323)

Justification

The physical and mental integrity of the person and human dignity must be respected, as 
underlined in Articles 1 and 3 of the Charter of fundamental rights of the European Union. 
The creation of human-animal hybrids or chimeras is a threat to the right to integrity of a 
person and a violation of human dignity. Therefore, no authorisation for products containing 
or originating from human-animal hybrids or chimeras should be granted under this 
regulation. However, xenotransplantation for therapeutic purposes should not be excluded, as 
far as it does not interfere with the germ line.

Amendment by Bogusław Sonik

Amendment 64
RECITAL 7C (new)

(7c) This Regulation should prohibit any 
authorisation of products derived from 
human-animal hybrids or chimeras or 
containing tissues or cells originating or 
derived from human-animal hybrids or 
chimeras. This provision should not 
exclude the transplantation of somatic 
animal cells or tissues to the human body 
for therapeutic purposes, in so far as it does 
not interfere with the germ line.

Or. en
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(ex am 6 of PR FdR 617323)

Justification

The physical and mental integrity of the person and human dignity must be respected, as 
underlined in Articles 1 and 3 of the Charter of fundamental rights of the European Union. 
The creation of human-animal hybrids or chimeras is a threat to the right to integrity of a 
person and a violation of human dignity. Therefore, no authorisation for products containing 
or originating from human-animal hybrids or chimeras should be granted under this 
regulation. However, xenotransplantation for therapeutic purposes should not be excluded, as 
far as it does not interfere with the germ line. 

Amendment by Vittorio Prodi

Amendment 65
RECITAL 7C (new)

(7c) Only Member States may issue a 
national authorisation for products derived 
from human-animal hybrids or chimeras or 
containing tissues or cells originating or 
derived from human-animal hybrids or 
chimeras and they should not be bound by 
a mutual recognition procedure under 
Directive 2001/83/EC. This provision 
should not affect the transplantation of 
somatic animal cells or tissues to the 
human body for therapeutic purposes, in so 
far as it does not interfere with the germ 
line (e.g. Xenotransplantation).

Or. en

Justification

Directive 98/44/EC stresses that the production of chimeras from germ cells is excluded from 
patentability. Therefore, no Community authorisation should be granted to products 
containing or derived from such tissues and cells. Only Member States may decide about 
granting a national marketing authorisation for such products. Therefore, they should not be 
subject to the mutual recognition of national authorisations between Member States under 
Directive 2001/83/EC. However, xenotransplantation for therapeutic purposes should not be 
affected by this provision, as far as it does not interfere with the germ line. 
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Amendment by Alojz Peterle

Amendment 66
RECITAL 7C (new)

(7c) Only Member States may issue a 
national authorisation for products derived 
from human-animal hybrids or chimeras or 
containing tissues or cells originating or 
derived from human-animal hybrids or 
chimeras and they should not be bound by 
a mutual recognition procedure under 
Directive 2001/83/EC. This provision 
should not affect the transplantation of 
somatic animal cells or tissues to the 
human body for therapeutic purposes, in so 
far as it does not interfere with the germ 
line (e.g. Xenotransplantation).

Or. en

Justification

Directive 98/44/EC stresses that the production of chimeras from germ cells is excluded from 
patentability. Therefore, no Community authorisation should be granted to products 
containing or derived from such tissues and cells. Only Member States may decide about 
granting a national marketing authorisation for such products. Therefore, they should not be 
subject to the mutual recognition of national authorisations between Member States under 
Directive 2001/83/EC. However, xenotransplantation for therapeutic purposes should not be 
affected by this provision, as far as it does not interfere with the germ line. 

Amendment by Hiltrud Breyer, Kathy Sinnott, Johannes Blokland

Amendment 67
RECITAL 14

(14) As a matter of principle, human cells 
or tissues contained in advanced therapy 
medicinal products should be procured 
from voluntary and unpaid donation. 
Voluntary and unpaid tissue and cell 
donations are a factor which may 
contribute to high safety standards for 
tissues and cells and therefore to the 
protection of human health.

deleted
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Or. en

Justification

We propose to delete this recital as a consequence to the introduction of a new recital 7a and 
new Article 3a.

Amendment by Bogusław Sonik

Amendment 68
RECITAL 14

(14) As a matter of principle, human cells 
or tissues contained in advanced therapy 
medicinal products should be procured 
from voluntary and unpaid donation. 
Voluntary and unpaid tissue and cell 
donations are a factor which may 
contribute to high safety standards for 
tissues and cells and therefore to the 
protection of human health.

deleted

Or. en

Justification

We propose to delete this recital as a consequence to the introduction of a new recital 7a and 
new Article 3a.

Amendment by Dagmar Roth-Behrendt

Amendment 69
RECITAL 14

(14) As a matter of principle, human cells or 
tissues contained in advanced therapy 
medicinal products should be procured from 
voluntary and unpaid donation. Voluntary 
and unpaid tissue and cell donations are a 
factor which may contribute to high safety 
standards for tissues and cells and therefore 
to the protection of human health.

(14) As regards the donation of human 
tissues and cells, European principles such 
as the anonymity of both donor and
recipient, altruism of the donor and 
solidarity between donor and recipient 
should be respected. As a matter of 
principle, human cells or tissues contained in 
advanced therapy medicinal products should 
be procured from voluntary and unpaid 
donation. Member States are urged to take 
all necessary steps to encourage a strong 
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public and non-profit sector involvement in 
the procurement of human cells or tissues, 
as voluntary and unpaid tissue and cell 
donations may contribute to high safety 
standards for tissues and cells and therefore 
to the protection of human health.

Or. en

Amendment by Anne Ferreira

Amendment 70
RECITAL 14

(14) As a matter of principle, human cells 
or tissues contained in advanced therapy 
medicinal products should be procured from 
voluntary and unpaid donation. Voluntary 
and unpaid tissue and cell donations are a 
factor which may contribute to high safety 
standards for tissues and cells and therefore 
to the protection of human health.

(14) Human cells or tissues contained in 
advanced therapy medicinal products are
procured from voluntary and unpaid 
donation. Voluntary and unpaid tissue and 
cell donations are a factor which may 
contribute to high safety standards for 
tissues and cells and therefore to the 
protection of human health.

Or. fr

Justification

It should be reaffirmed that the donation of cells or tissues is voluntary and unpaid, in order 
to be consistent with the wording of recital 13.

Amendment by Miroslav Mikolášik

Amendment 71
RECITAL 15

(15) Clinical trials on advanced therapy 
medicinal products should be conducted in 
accordance with the overarching principles 
and the ethical requirements laid down in 
Directive 2001/20/EC of the European 
Parliament and of the Council of 4 April 
2001 on the approximation of the laws, 
regulations and administrative provisions of 
the Member States relating to the 

(15) Clinical trials on advanced therapy 
medicinal products should be conducted in 
accordance with the overarching principles 
and the ethical requirements laid down in 
Directive 2001/20/EC of the European 
Parliament and of the Council of 4 April 
2001 on the approximation of the laws, 
regulations and administrative provisions of 
the Member States relating to the 
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implementation of good clinical practice in 
the conduct of clinical trials on medicinal 
products for human use. However, tailored 
rules should be laid down, adapting 
Directive 2005/28/EC of 8 April 2005 laying 
down principles and detailed guidelines for 
good clinical practice as regards 
investigational medicinal products for 
human use, as well as the requirements for 
authorisation of the manufacturing or 
importation of such products, in order to 
fully take into account the specific technical 
characteristics of advanced therapy 
medicinal products.

implementation of good clinical practice in 
the conduct of clinical trials on medicinal 
products for human use. However, tailored 
rules should be laid down, adapting 
Directive 2005/28/EC of 8 April 2005 laying 
down principles and detailed guidelines for 
good clinical practice as regards 
investigational medicinal products for 
human use, as well as the requirements for 
authorisation of the manufacturing or 
importation of such products, in order to 
fully take into account the specific technical 
characteristics of advanced therapy 
medicinal products. Specific manufacturing 
requirements for investigational medicinal 
products to be applied to the production of 
advanced therapy medicinal products for 
clinical trials performed in the same 
hospital where the production took place 
should be laid down. Those rules should 
ensure an adequate time interval between 
single clinical trials (including multi-centre 
clinical trials) and a coordinated 
surveillance and information exchange.

Or. en

Justification

No specific provision is foreseen in the regulation as far as the production of advanced 
therapy medicinal products to be used in clinical trials performed in the same hospital where 
the production took place is concerned. Moreover, clinical trials should be conducted in the 
safest possible manner (adequate time interval, etc). 

Amendment by John Bowis

Amendment 72
RECITAL 17

(17) Advanced therapy medicinal products 
may incorporate medical devices or active 
implantable medical devices. Those devices 
should meet the essential requirements laid 
down in Council Directive 93/42/EEC of 14 
June 1993 concerning medical devices and 
Council Directive 90/385/EEC of 20 June 

(17) Advanced therapy medicinal products 
may incorporate medical devices or active 
implantable medical devices. Those devices 
should meet the essential requirements laid 
down in Council Directive 93/42/EEC of 14 
June 1993 concerning medical devices and 
Council Directive 90/385/EEC of 20 June 
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1990 on the approximation of the laws of the 
Member States relating to active implantable 
medical devices, respectively, in order to 
ensure an appropriate level of quality and 
safety.

1990 on the approximation of the laws of the 
Member States relating to active implantable 
medical devices, respectively, in order to 
ensure an appropriate level of quality and 
safety. An opinion on the conformity with
the relevant essential requirements of the 
medical device or the active implantable 
medical device by a notified body in 
accordance with those Directives should be 
taken into account by the Agency in the 
evaluation of a combined product carried 
out under this Regulation.

Or. en

Justification

The conformity to the relevant essential requirements of the Medical Devices Directives shall 
always be evaluated (either before the submission to the Agency or in the framework of the 
Agency evaluation) by the legal entity which, in the EU, is deemed expert in that specific field 
i.e. the Notified Bodies. Any evaluation carried by other parties not familiar with the Medical 
Devices evaluation procedures could result in an inappropriate evaluation of the product 
and, consequently, might present a risk for patient safety.

Amendment by Miroslav Mikolášik

Amendment 73
RECITAL 17

(17) Advanced therapy medicinal products 
may incorporate medical devices or active 
implantable medical devices. Those devices 
should meet the essential requirements laid 
down in Council Directive 93/42/EEC of 14 
June 1993 concerning medical devices and 
Council Directive 90/385/EEC of 20 June 
1990 on the approximation of the laws of the 
Member States relating to active implantable 
medical devices, respectively, in order to 
ensure an appropriate level of quality and 
safety.

(17) Advanced therapy medicinal products 
may incorporate medical devices or active 
implantable medical devices. Those devices 
should meet the essential requirements laid 
down in Council Directive 93/42/EEC of 14 
June 1993 concerning medical devices and 
Council Directive 90/385/EEC of 20 June 
1990 on the approximation of the laws of the 
Member States relating to active implantable 
medical devices, respectively, in order to 
ensure an appropriate level of quality and 
safety. Where the medical device or the 
active implantable medical device has been 
previously assessed by a notified body in 
accordance with those Directives, the 
results of that assessment should be taken 
into account by the Agency in the 
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evaluation of a combined product carried 
out under this Regulation. 

Or. en

Justification

In order to ensure the continuous utilisation of the vast experience and expertise of the 
notified bodies on the evaluation of medical devices or active implantable medical devices, 
the notified bodies may assess the medical device or the active implantable medical device 
part of the combined advanced therapy medicinal product. In that case, the Agency should 
take into account the results of these assessments in its final evaluation of the combined 
product.

Amendment by Peter Liese

Amendment 74
RECITAL 17

(17) Advanced therapy medicinal products 
may incorporate medical devices or active 
implantable medical devices. Those devices 
should meet the essential requirements laid 
down in Council Directive 93/42/EEC of 14 
June 1993 concerning medical devices and 
Council Directive 90/385/EEC of 20 June 
1990 on the approximation of the laws of the 
Member States relating to active implantable 
medical devices, respectively, in order to 
ensure an appropriate level of quality and 
safety.

(17) Advanced therapy medicinal products 
may incorporate medical devices or active 
implantable medical devices. Those devices 
should meet the essential requirements laid 
down in Council Directive 93/42/EEC of 14 
June 1993 concerning medical devices and 
Council Directive 90/385/EEC of 20 June 
1990 on the approximation of the laws of the 
Member States relating to active implantable 
medical devices, respectively, in order to 
ensure an appropriate level of quality and 
safety. The results of the assessment of the 
medical device or the active implantable 
medical device by a notified body in 
accordance with those Directives should be 
taken into account by the Agency in the 
evaluation of a combined product carried 
out under this Regulation. 

Or. de

Justification

In order to ensure the continuous utilisation of the vast experience and expertise of the 
notified bodies on the evaluation of medical devices or active implantable medical devices, 
the notified bodies may assess the medical device or the active implantable medical device 
part of the combined advanced therapy medicinal product. In that case, the Agency should 
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take into account the results of these assessments in its final evaluation of the combined 
product. This amendment corresponds to amendment 7 by the rapporteur, with the removal of 
the phrase ‘where appropriate’, because the results must be taken into account in every case.

Amendment by Miroslav Mikolášik

Amendment 75
RECITAL 18

(18) Specific rules should be laid down, 
adapting the requirements in Directive 
2001/83/EC as regards the summary of 
product characteristics, labelling and 
package leaflet to the technical specificities 
of advanced therapy medicinal products.

(18) Specific rules should be laid down, 
adapting the requirements in Directive 
2001/83/EC as regards the summary of 
product characteristics, labelling and 
package leaflet to the technical specificities 
of advanced therapy medicinal products. 
These rules should comply fully with the 
patients’ right to know the origin of any 
tissues and cells used in the preparation of 
advanced therapy medicinal products, 
while respecting donor anonymity.

Or. en

Amendment by Miroslav Mikolášik

Amendment 76
RECITAL 19

(19) Long-term patient follow-up and
pharmacovigilance are crucial aspects of 
advanced therapy medicinal products. 
Where justified on public health grounds, 
the holder of the marketing authorisation 
should therefore be required to put in place 
a suitable risk management system to 
address those aspects.

(19) Follow-up of efficacy and adverse 
reactions are crucial aspects of advanced 
therapy medicinal products. The applicant 
should therefore detail in its application for 
marketing authorisation whether and 
which measures are envisaged to ensure 
such follow-up. Where justified on public 
health grounds, the holder of the marketing 
authorisation should also be required to put 
in place a suitable risk management system 
to address risks related to advanced therapy 
medicinal products.

Or. en
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Justification

This amendment would ensure a better coherence with existing pharmaceutical legislation 
and a high standard of pharmacovigilance.

Amendment by Miroslav Mikolášik

Amendment 77
RECITAL 21

(21) As science evolves very rapidly in this 
field, undertakings developing advanced 
therapy medicinal products should be 
enabled to request scientific advice from the 
Agency, including advice on post-
authorisation activities. As an incentive, the 
fee for that scientific advice should be kept 
at a minimal level.

(21) As science evolves very rapidly in this 
field, undertakings developing advanced 
therapy medicinal products should be 
enabled to request scientific advice from the 
Agency, including advice on post-
authorisation activities. As an incentive, the 
fee for that scientific advice should be kept 
at a minimal level for small and medium-
sized enterprises, and should also be 
reduced for other applicants.

Or. en

(ex am 66 of AM FdR 620607)

Justification

This Regulation seeks to encourage and support SMEs in the development of ATMPs. 
Therefore, it is necessary to introduce special fee-waivers applicable to SMEs on scientific 
advice.

Amendment by Miroslav Mikolášik

Amendment 78
RECITAL 22

(22) The Agency should be empowered to 
give scientific recommendations on whether 
a given product based on cells or tissues 
meets the scientific criteria which define 
advanced therapy medicinal products, in 
order to address, as early as possible, 
questions of borderline with other areas such 
as cosmetics or medical devices, which may 
arise as science develops. 

(22) The Agency should be empowered to 
give scientific recommendations on whether 
a given product based on genes, cells or 
tissues meets the scientific criteria which 
define advanced therapy medicinal products, 
in order to address, as early as possible, 
questions of borderline with other areas such 
as cosmetics or medical devices, which may 
arise as science develops. The Committee 
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for Advanced Therapies, with its unique 
expertise, should have a prominent role in 
the provision of such advice.

Or. en

Justification

Due to its specific expertise in advanced therapy medicinal products, the Committee for 
Advanced Therapies should be instrumental in providing advice to operators on whether a 
product is or is not an advanced therapy medicinal product.

Amendment by Miroslav Mikolášik

Amendment 79
RECITAL 27

(27) The measures necessary for the 
implementation of this Regulation should be 
adopted in accordance with Council 
Decision 1999/468/EC of 28 June 1999 
laying down the procedures for the exercise 
of implementing powers conferred on the 
Commission.

(27) The measures necessary for the 
implementation of this Regulation should be 
adopted in accordance with the Council 
Decision 1999/468/EC of 28 June 1999 
laying down the procedures of the exercise 
of implementing powers conferred to the 
Commission. The regulatory procedure 
with scrutiny provided for in Article 5a of 
that Decision should apply to the adoption 
of amendments to Annexes II to IV to this 
Regulation and to Annex I to Directive 
2001/83/EC. Since these measures are
essential for the proper operation of the 
whole regulatory framework, they should 
be adopted swiftly, within 9 months after 
the entry into force of this Regulation.

Or. en

Justification

Manufacturers will not be in a position to design development protocols until the technical 
requirements are published and the adaptations of the Good Clinical Practice Directive and 
the Good Manufacturing Practice Directive are finalised. Therefore, we propose 9 months 
time limit for the Commission to adopt the necessary measures.
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Amendment by Miroslav Mikolášik

Amendment 80
ARTICLE 2, PARAGRAPH 1, POINT (B), SUBPARAGRAPH 2 A (new)

Products containing or made exclusively of 
non-viable human or animal tissues and/or 
cells, which do not contain any viable 
tissues or cells and which do not act 
principally by pharmacological, 
immunological or metabolic action, are 
excluded from this definition. 

Or. en

Justification

The Medical Devices Directives (MDD) provide a regulatory framework which is readily 
adapted to the control of devices containing or made of tissue engineered products. If a tissue 
engineered product falls within the definition of ‘medical device’ in Article 1 of the MDD 
(and therefore does not have a mode of action which is primarily pharmacological, 
immunological or metabolic), it should be regulated under the MDD although additional 
specific requirements may be necessary.

Amendment by Dagmar Roth-Behrendt

Amendment 81
ARTICLE 2, PARAGRAPH 1, POINT (D), INDENT 2

– its cellular or tissue part must be liable to 
act upon the human body with action that 
cannot be considered as ancillary to that of 
the devices referred to.

– it contains a cellular or tissue part.

Or. en

(ex am 63 of AM FdR 620607)

Justification

In order to enhance legal certainty and the safety of advanced medicinal products, a
combined product should fall under this regulation if it contains parts of cells or tissues.
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Amendment by Hiltrud Breyer, Kathy Sinnott, Johannes Blokland

Amendment 82
ARTICLE 2, PARAGRAPH 1, POINT (D A) (new)

(da) chimera means :

- an embryo into which a cell of any non-
human life form has been introduced; or
- an embryo that consists of cells of more 
than one embryo, foetus or human being.

Or. en

(ex am 18, just. modified of PR FdR 617323)

Justification

We introduce this definition for the purpose of Article 3c of the present Regulation.

Amendment by Bogusław Sonik

Amendment 83
ARTICLE 2, PARAGRAPH 1, POINT (D A) (new)

(da) chimera means :

- an embryo into which a cell of any non-
human life form has been introduced; or
- an embryo that consists of cells of more 
than one embryo, foetus or human being.

Or. en

(ex am 18, just. modified of PR FdR 617323)

Justification

We introduce this definition for the purpose of Article 3c of the present Regulation. 

Amendment by Hiltrud Breyer, Kathy Sinnott, Johannes Blokland

Amendment 84
ARTICLE 2, PARAGRAPH 1, POINT (D B) (new)
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(db) hybrid means :

- a human ovum that has been fertilised by 
a sperm of a non-human life form;

- an ovum of a non-human life form that 
has been fertilised by a human sperm;

- a human ovum into which the nucleus of 
a cell of a non-human life form has been 
introduced;

- an ovum of a non-human life form into 
which the nucleus of a human cell has 
been introduced; or

- a human ovum or an ovum of a non-
human life form that otherwise contains 
haploid sets of chromosomes from both a 
human being and a non-human life form.

Or. en

(ex am 19, just. modified of PR FdR 617323)

Justification

We introduce this definition for the purpose of Article 3c of the present Regulation.

Amendment by Bogusław Sonik

Amendment 85
ARTICLE 2, PARAGRAPH 1, POINT (D B) (new)

(db) hybrid means :

- a human ovum that has been fertilised by 
a sperm of a non-human life form;

- an ovum of a non-human life form that 
has been fertilised by a human sperm;

- a human ovum into which the nucleus of 
a cell of a non-human life form has been 
introduced;

- an ovum of a non-human life form into 
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which the nucleus of a human cell has 
been introduced; or

- a human ovum or an ovum of a non-
human life form that otherwise contains 
haploid sets of chromosomes from both a 
human being and a non-human life form.

Or. en

(ex am 19, just. modified of PR FdR 617323)

Justification

We introduce this definition for the purpose of Article 3c of the present Regulation.

Amendment by Hiltrud Breyer, Kathy Sinnott, Johannes Blokland

Amendment 86
ARTICLE 3

Where an advanced therapy medicinal 
product contains human cells or tissues, the 
donation, procurement and testing of those 
cells or tissues shall be made in accordance 
with the provisions laid down in Directive 
2004/23/EC.

Where an advanced therapy medicinal 
product contains human cells or tissues, the 
donation, procurement and testing of those 
cells or tissues shall be made in accordance 
with the provisions laid down in Directive 
2004/23/EC without prejudice to more 
specific provisions contained in this 
Regulation.

Or. en

Justification

According to the existing legislation, the donation, procurement and testing of human tissues 
and cells should comply with high standards of quality and safety in order to ensure a high 
level of health protection in the Community. Moreover, it also has to be ensured that the 
human body or its parts as such are not commercialised. Therefore, for the purposes of this 
Regulation, Member States shall have an imperative obligation to ensure voluntary and 
unpaid donation and to guarantee that the procurement of tissues or cells is carried out on a 
non-profit basis (new Article 3A).
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Amendment by Bogusław Sonik

Amendment 87
ARTICLE 3

Where an advanced therapy medicinal 
product contains human cells or tissues, the 
donation, procurement and testing of those 
cells or tissues shall be made in accordance 
with the provisions laid down in Directive 
2004/23/EC. 

Where an advanced therapy medicinal 
product contains human cells or tissues, the 
donation, procurement and testing of those 
cells or tissues shall be made in accordance 
with the provisions laid down in Directive 
2004/23/EC without prejudice to more 
specific provisions contained in this 
Regulation.

Or. en

Justification

According to the existing legislation, the donation, procurement and testing of human tissues 
and cells should comply with high standards of quality and safety in order to ensure a high 
level of health protection in the Community. Moreover, it also has to be ensured that the 
human body or its parts as such are not commercialised. Therefore, for the purposes of this 
Regulation, Member States shall have an imperative obligation to ensure voluntary and 
unpaid donation and to guarantee that the procurement of tissues or cells is carried out on a 
non-profit basis (new Article 3A).

Amendment by Hiltrud Breyer, Kathy Sinnott, Johannes Blokland

Amendment 88
ARTICLE 3A (new)

Article 3a
Ban on commercialisation of the human 
body
Where an advanced therapy medicinal 
product contains human tissues or cells, 
every stage of the authorisation procedure 
shall be carried out in accordance with the 
principle of non-commercialisation of the 
human body or its parts as such. To this 
end, and for the purposes of this 
Regulation, Member States shall ensure 
that:
- the donation of human cells and tissues is 
voluntary and unpaid and is made of the 
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donor’s free will without payment except 
compensation; and
- the procurement of tissues and cells is 
carried out on a non-profit basis.

Or. en

(ex am 20 of PR FdR 617323)

Justification

Rapid developments in biotechnology and biomedicine must not be allowed to compromise 
the protection of fundamental rights. These rights of which one of the most important one is 
the right to the integrity of the person are laid down in the Oviedo Convention as well as in 
the Charter of Fundamental Rights. These standards can only be upheld if they are carefully 
observed at every stage of the authorisation process. Therefore, EMEA should be subject to 
this specific obligation. Moreover, to this end, Member States shall have an obligation to 
ensure voluntary and unpaid donation and to guarantee the procurement of tissues or cells on 
a non-profit basis. 

Amendment by Bogusław Sonik

Amendment 89
ARTICLE 3A (new)

Article 3a
Ban on commercialisation of the human 
body
Where an advanced therapy medicinal 
product contains human tissues or cells, 
every stage of the authorisation procedure 
shall be carried out in accordance with the 
principle of non-commercialisation of the 
human body or its parts as such. To this 
end, and for the purposes of this 
Regulation, Member States shall ensure 
that:
- the donation of human cells and tissues is 
voluntary and unpaid and is made of the 
donor’s free will without payment except 
compensation; and
- the procurement of tissues and cells is 
carried out on a non-profit basis.
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Or. en

(ex am 20 of PR FdR 617323)

Justification

Rapid developments in biotechnology and biomedicine must not be allowed to compromise 
the protection of fundamental rights. These rights of which one of the most important one is 
the right to the integrity of the person are laid down in the Oviedo Convention as well as in 
the Charter of Fundamental Rights. These standards can only be upheld if they are carefully 
observed at every stage of the authorisation process. Therefore, EMEA should be subject to 
this specific obligation. Moreover, to this end, Member States shall have an obligation to 
ensure voluntary and unpaid donation and to guarantee the procurement of tissues or cells on 
a non-profit basis.

Amendment by Eija-Riitta Korhola

Amendment 90
ARTICLE 3A (new)

Article 3a
Ban on commercialisation of the human 

body
Where an advanced therapy medicinal 
product contains human tissues or cells, 
every stage of the authorisation procedure 
shall be carried out in accordance with the 
principle of non-commercialisation of the 
human body or its parts as such. To this 
end, and for the purposes of this 
Regulation, Member States shall ensure 
that:
- the donation of human cells and tissues is 
voluntary and unpaid and is made of the 
donor’s free will without payment except 
compensation; and
- the procurement of tissues and cells is 
carried out on a non-profit basis.

Or. en
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(ex am 20 of PR FdR 617323)

Justification

Rapid developments in biotechnology and biomedicine must not be allowed to compromise 
the protection of fundamental rights. These rights of which one of the most important one is 
the right to the integrity of the person are laid down in the Oviedo Convention as well as in 
the Charter of Fundamental Rights. These standards can only be upheld if they are carefully 
observed at every stage of the authorisation process. Therefore, EMEA should be subject to 
this specific obligation. Moreover, to this end, Member States shall have an obligation to 
ensure voluntary and unpaid donation and to guarantee the procurement of tissues or cells on 
a non-profit basis.

Amendment by Hiltrud Breyer, Kathy Sinnott, Johannes Blokland

Amendment 91
ARTICLE 3B (new)

Article 3 b
Ban on products modifying the human 

germ line
No authorisation shall be granted to 
products modifying the germ line genetic 
identity of human beings, except for those 
intended to treat cancers of the gonads.

Or. en

(ex am 65 of AM FdR 620607)

Justification

As Articles 1 and 13 of the Oviedo Convention make it clear, human dignity is compromised 
when the inheritance of genetic identity is altered. Products which are neither properly 
subject to clinical trials under Directive 2001/20/EC nor legally patentable under Directive 
98/44/EC should not be eligible for authorisation under this Regulation. Nevertheless, 
products for the treatment of cancer of the gonads should be permitted to have European 
marketing authorisation.

Amendment by Bogusław Sonik

Amendment 92
ARTICLE 3B (new)
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Article 3 b
Ban on products modifying the human 

germ line
No authorisation shall be granted to 
products modifying the germ line genetic 
identity of human beings, except for those 
intended to treat cancers of the gonads.

Or. en

(ex am 65 of AM FdR 620607)

Justification

As Articles 1 and 13 of the Oviedo Convention make it clear, human dignity is compromised 
when the inheritance of genetic identity is altered. Products which are neither properly 
subject to clinical trials under Directive 2001/20/EC nor legally patentable under Directive 
98/44/EC should not be eligible for authorisation under this Regulation. Nevertheless, 
products for the treatment of cancer of the gonads should be permitted to have European 
marketing authorisation.

Amendment by Hiltrud Breyer, Kathy Sinnott, Johannes Blokland

Amendment 93
ARTICLE 3C (new)

Article 3c
Ban on products derived from human-

animal hybrids or chimeras
No authorisation shall be granted to 
products derived from human-animal 
hybrids or chimeras or containing tissues 
or cells originating or derived from 
human-animal hybrids or chimeras.
This provision does not preclude the 
transplantation of somatic animal cells or 
tissues to the human body for therapeutic 
purposes, in so far as it does not interfere 
with the germ line.

Or. en
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(ex am 22 of PR FdR 617323)

Justification

The physical and mental integrity of the person and human dignity must be respected, as 
underlined by the Charter of fundamental rights of the EU. The creation of human-animal 
hybrids or chimeras is a breach of the right to integrity of a person and a violation of human 
dignity. In addition, the Directive 98/44/EC on the legal protection of biotechnological 
inventions stresses that the production of chimeras from germ cells is excluded from 
patentability. Therefore, no authorisation under this regulation should be granted to products 
containing or derived from such tissues and cells. 

Amendment by Bogusław Sonik

Amendment 94
ARTICLE 3C (new)

Article 3c
Ban on products derived from human-

animal hybrids or chimeras
No authorisation shall be granted to 
products derived from human-animal 
hybrids or chimeras or containing tissues 
or cells originating or derived from 
human-animal hybrids or chimeras.
This provision does not preclude the 
transplantation of somatic animal cells or 
tissues to the human body for therapeutic 
purposes, in so far as it does not interfere 
with the germ line.

Or. en

(ex am 22 of PR FdR 617323)

Justification

The physical and mental integrity of the person and human dignity must be respected, as 
underlined by the Charter of fundamental rights of the EU. The creation of human-animal 
hybrids or chimeras is a breach of the right to integrity of a person and a violation of human 
dignity. In addition, the Directive 98/44/EC on the legal protection of biotechnological 
inventions stresses that the production of chimeras from germ cells is excluded from 
patentability. Therefore, no authorisation under this regulation should be granted to products 
containing or derived from such tissues and cells. 
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Amendment by Jorgo Chatzimarkakis

Amendment 95
ARTICLE 4, PARAGRAPH 1

1. The rules set out in Articles 6(7), 9(4) and 
9(6) of Directive 2001/20/EC in respect of 
gene therapy and somatic cell therapy 
medicinal products shall apply to tissue 
engineered products.

1. The rules set out in Articles 6(7), 9(4) and 
9(6) of Directive 2001/20/EC in respect of 
gene therapy and somatic cell therapy 
medicinal products shall not apply to tissue 
engineered products.

Or. en

Justification

An extended review period of 180 days (as required by the Clinical Trials Directive) for gene 
therapy and somatic cell therapy medicinal products should not apply to tissue-engineered 
product (TEP). Some of the products concerned undergo much simpler and more expeditious 
procedures under the current Medical Devices Directive, that are fully adequate. In addition, 
the current (functioning) legislation in the US suggests that 30 days are sufficient for such 
products and there is no indication that such a time frame is inadequate. It is therefore 
suggested to submit TEPs to the same regime as exists for medicines used in humans.

Amendment by Jorgo Chatzimarkakis

Amendment 96
ARTICLE 4, PARAGRAPH 3

3. The Commission shall draw up detailed 
guidelines on good clinical practice specific 
to advanced therapy medicinal products.

3. The Commission shall draw up detailed 
guidelines on clinical trial authorisation 
procedures and good clinical practice 
specific to advanced therapy medicinal
products and more particularly tissue 
engineered products.

Or. en

Justification

This amendment recognizes that in particular for Tissue engineered products for which no 
legislation and hence no guidelines exist today, these need to be developed not only with 
regard to Good Clinical Practice but also related to Clinical trial authorisations.
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Amendment by Anne Ferreira

Amendment 97
ARTICLE 4, PARAGRAPH 3A (new)

3a. Concerning the provisions referred to 
in paragraphs 2 and 3 of this article, each 
proposal by the Commission, including any 
amendments, shall be referred to the 
Committee for Advanced Therapies for its 
opinion. Each opinion shall be made public 
at the earliest opportunity.

Or. fr

(ex am 66 of AM FdR 620607)

Justification

The need to adapt the texts to scientific developments, without their systematic passage before 
Parliament, must not lead to the interests of the patient being overlooked. Amendment of the 
rules governing clinical trials and the manufacture of advanced therapy medicinal products, 
as laid down in this proposal for a regulation, can be envisaged only if there is utmost 
transparency. The regulation should therefore set out very clearly that the Commission must 
justify any adaptations and the decision-making process, and that the Committee on 
Advanced Therapies should systematically be involved.

Amendment by Jorgo Chatzimarkakis

Amendment 98
ARTICLE 5

Detailed Guidelines in line with the 
principles of good manufacturing practice 
and specific to advanced therapy medicinal 
products shall be published by the 
Commission.

Measures containing principles and 
guidelines for good manufacturing practice 
specific to tissue engineered products shall 
be adopted by the Commission, in 
accordance with the procedure set out in 
Article 26(2). In developing such principles 
and guidelines, the Commission shall 
consult with representatives of the 
regulated industry and other experts and, 
as appropriate, shall take into account the 
principles of quality systems applied under 
Directives 90/385/EEC and 93/42/EEC and 
relevant European and international 
standards and norms which are applied 
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under those Directives.

Or. en

Justification

The existing Good Manufacturing principles established by Directive 2003/94/EC may not be 
fully appropriate as regards to advanced therapy products. A new GMP Directive, especially 
focusing on Advanced Therapy products, would be appropriate.

Amendment by Anne Ferreira

Amendment 99
ARTICLE 5

Detailed guidelines in line with the 
principles of good manufacturing practice 
and specific to advanced therapy medicinal 
products shall be published by the 
Commission.

The Commission shall draw up detailed 
guidelines in line with the principles of good 
manufacturing practice and specific to 
advanced therapy medicinal products, which
shall be published on the Agency’s website 
at the earliest opportunity.

Or. fr

Justification

It seems essential that the guidelines be made public and disseminated via the Agency’s 
website.

Amendment by Jorgo Chatzimarkakis

Amendment 100
ARTICLE 6, PARAGRAPH 3 A (new)

3a. A tissue engineered product which 
meets the definition of a medical device set 
forth in Article 1(2)(a) of Directive 
90/385/EEC or Article 1(2)(a) of Directive 
93/42/EEC, and which does not have as its 
primary mode of action a pharmacological, 
immunological or metabolic effect, shall 
not be considered a medicinal product 
within the meaning of Directive 
2001/83/EC and shall be considered a 
medical device subject to regulation in 
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accordance with Directive 90/385/EEC or 
Directive 93/42/EEC, as appropriate, 
notwithstanding any other provision of 
those directives.

Or. en

Justification

Products which act primarily by physical means will be regulated as devices, while those that 
act by pharmacological, immunological or metabolic means will be regulated as medicinal 
products. Quality and safety standards in respect of human tissues and cells, laid down under 
Directive 2004/23/EC, will also apply. Tissue engineered products which do not have as their 
principal mode of action a pharmacological, immunological or metabolic effect should 
therefore be regulated as devices and not as medicinal products. 

Amendment by John Bowis

Amendment 101
ARTICLE 7

Specific requirements for tissue 
engineered products

Specific requirements for advanced 
therapy medicinal products containing 

devices
In addition to the requirements laid down in 
Article 6(1) of Regulation (EC) No 
726/2004, applications for the authorisation 
of a tissue engineered product shall include 
a description of the physical characteristics 
and performance of the product and a 
description of the product design methods, 
in accordance with Annex I to Directive 
2001/83/EC.

In addition to the requirements laid down in 
Article 6(1) of Regulation (EC) No 
726/2004, applications for the authorisation 
of an advanced therapy medicinal product 
containing medical devices, bio-materials, 
scaffolds or matrices shall include a 
description of the physical characteristics 
and performance of the product and a 
description of the product design methods, 
in accordance with Annex I to Directive 
2001/83/EC or relevant legal requirements. 

Or. en

Justification

Annex I of the Directive 2001/83/EC (governing pharmaceuticals) does not contain any 
requirements for medical devices therefore, where necessary, other legal requirements should 
apply in order to include a description of the physical characteristics and performance of the 
medical device part.
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Amendment by Anne Ferreira

Amendment 102
ARTICLE 8, PARAGRAPH 1 A (new)

Each amendment proposed by the 
Commission shall be referred to the 
Committee for Advanced Therapies for its 
opinion. Each opinion shall be made public 
at the earliest opportunity.

Or. fr

(ex am 68 of AM FdR 620607)

Justification

The need to adapt the texts to scientific and technical developments, without their systematic 
passage before Parliament, must not lead to the interests of the patient being overlooked. 
Amendment of the rules governing clinical trials and the manufacture of tissue engineering 
products, as laid down in this proposal for a regulation, can be envisaged only if there is the 
utmost transparency. The regulation should therefore set out very clearly that the
Commission must justify any adaptations and the decision-making process, and that the 
Committee for Advanced Therapies should systematically be involved.

Amendment by Jorgo Chatzimarkakis

Amendment 103
ARTICLE 9, PARAGRAPH 3

3. The advice given by the Committee for 
Advanced Therapies under paragraph 1 
shall be sent to the chairman of the 
Committee for Medicinal Products for 
Human Use in a timely manner so as to 
ensure that the deadline laid down in 
Article 6(3) of Regulation (EC) No 
726/2004 can be met.

3. The Committee for Advanced Therapies 
shall prepare a draft scientific opinion, 
which shall be transmitted to the 
Committee for Medicinal Products for 
Human Use and shall form the basis for 
that Committee’s consideration of its 
opinion.

Or. en

Justification

The CAT should be a body made up of experts being able to deliver the scientific expertise 
providing the basis for the final decision of the CHMP, its responsibility should therefore be 
increased. In order to ensure an appropriate level of expertise, it would be important to 
include experts as members that have a background in the evaluation of medical devices, as 
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many of the products concerned share many characteristics of medical devices.

Amendment by Peter Liese

Amendment 104
ARTICLE 9, PARAGRAPH 3

3. The advice given by the Committee for 
Advanced Therapies under paragraph 1 shall 
be sent to the chairman of the Committee for 
Medicinal Products for Human Use in a 
timely manner so as to ensure that the 
deadline laid down in Article 6(3) of 
Regulation (EC) No 726/2004 can be met.

3. The advice given by the Committee for 
Advanced Therapies under paragraph 1 shall 
be sent to the chairman of the Committee for 
Medicinal Products for Human Use in a 
timely manner so as to ensure that the 
deadline laid down in Article 6(3) of 
Regulation (EC) No 726/2004 can be met. 
In case of disagreement with the advice of 
the Committee for Advanced Therapies, the 
applicant may submit, within 15 days of 
receipt of the advice, written observations 
to the Committee for Medicinal Products 
for Human Use. The applicant shall be 
heard by the Committee for Medicinal 
Products for Human Use before it issues its 
opinion, if the applicant so requests in its 
written observations.

Or. en

Justification

Due to Article 9 (2) of Regulation (EC) No 726/2004 where the applicant is given the 
opportunity to request a re-examination of the opinion of the Committee for Medicinal 
Products for Human Use in giving written notice to the agency, an applicant receiving an 
opinion from the Committee of Advanced Therapies shall also receive the opportunity of 
appeal in order to ensure consistency within the Agency.

Amendment by Jorgo Chatzimarkakis

Amendment 105
ARTICLE 9, PARAGRAPH 4 A (new)

4a. In the case of an application for a tissue 
engineered product, the Committee for 
Medicinal Products for Human Use shall 
issue its opinion within the 150-day time 
limit provided for by Article 14(9) of 
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Regulation (EC) No 726/2004. The 
Commission shall also adopt appropriate 
provisions for the examination of 
variations to marketing authorisations for 
tissue engineered products in accordance 
with the procedure referred to in Article 
87(2) of Regulation (EC) No 726/2004, 
taking into account, as appropriate, 
differences between such products and 
other medicinal products that may justify 
simplified or expedited procedures.

Or. en

Justification

Given the fast moving developments of tissue engineered products and limited life-cycles of 
these products, this amendment provides for expedited review of initial marketing 
authorisation applications (150 days for CHMP review, rather than the 210 allowed for 
ordinary medicinal products) and calls for a Commission directive on variations that would 
take account of the special features of tissue engineered products. 

Amendment by Miroslav Mikolášik

Amendment 106
ARTICLE 10, PARAGRAPH 1 A (new)

1a. The application for a marketing 
authorisation for a combined advanced 
therapy medicinal product shall include 
evidence of conformity with the essential 
requirements referred to in Article 6.

Or. en

Justification

In accordance with Article 6 of the proposed Regulation, the device part of a combined 
advanced therapy medicinal product must meet the relevant device essential requirements. 
Evidence of conformity with these requirements should be provided in the marketing 
authorisation application.
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Amendment by Peter Liese, John Bowis

Amendment 107
ARTICLE 10, PARAGRAPH 2

2. Where the medical device or active 
implantable medical device which is part of 
a combined advanced therapy medicinal 
product has already been assessed by a 
notified body in accordance with Directive 
93/42/EEC or Directive 90/385/EEC, the 
Agency shall take account of the results of 
that assessment in its evaluation of the 
medicinal product concerned.

2. The application for a marketing 
authorisation for a combined advanced 
therapy medicinal product may include the 
results of the assessment by a notified body 
in accordance with Directive 93/42/EEC or 
Directive 90/385/EEC of the medical device 
or active implantable medical device part. 
The Agency shall take account of the results 
of that assessment in its evaluation of the 
medicinal product concerned.

If the application does not include the 
result of the above then the Agency shall 
seek an opinion on the conformity of the 
device part to Annex I to Directive 
93/42/EEC or Directive 90/385/EEC from a 
notified body identified in conjunction with 
the applicant.

Or. en

Justification

The specific knowledge of the Agency of medicinal products and of the notified bodies of 
medical devices shall be appropriately exploited, while avoiding redundancies and/or 
overlaps. A clear definition of roles and duties will also reduce unnecessary delays.

Amendment by Miroslav Mikolášik

Amendment 108
ARTICLE 10, PARAGRAPH 2

2. Where the medical device or active 
implantable medical device which is part of 
a combined advanced therapy medicinal 
product has already been assessed by a 
notified body in accordance with Directive 
93/42/EEC or Directive 90/385/EEC, the 
Agency shall take account of the results of 
that assessment in its evaluation of the 
medicinal product concerned.

2. The application for a marketing 
authorisation for a combined advanced 
therapy medicinal product shall, where 
available, include the results of the 
assessment by a notified body in accordance 
with Directive 93/42/EEC or Directive 
90/385/EEC of the medical device or active 
implantable medical device part. The 
Agency shall take account of the results of 
that assessment in its evaluation of the 
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medicinal product concerned. 

Or. en

Justification

It should be clarified that the applicant has the choice to get the device part of a combined 
ATMP assessed and certified by a notified body, in accordance with the medical device 
legislation. In such a case, the Agency should take account of this assessment in its evaluation 
of the whole combined product.

Amendment by Frédérique Ries

Amendment 109
ARTICLE 10, PARAGRAPH 2

2. Where the medical device or active 
implantable medical device which is part of 
a combined advanced therapy medicinal 
product has already been assessed by a 
notified body in accordance with Directive 
93/42/EEC or Directive 90/385/EEC, the 
Agency shall take account of the results of 
that assessment in its evaluation of the 
medicinal product concerned.

2. The application for a marketing 
authorisation for a combined advanced 
therapy medicinal product may include the 
results of the assessment by a notified body 
identified in conjunction with the applicant
in accordance with Directive 93/42/EEC or 
Directive 90/385/EEC of the medical device 
or active implantable medical device part. 
The Agency shall take account of the results 
of that assessment in its evaluation of the 
medicinal product concerned.

Or. en

Justification

It should be clarified that the applicant can get the device part of a combined Advanced 
Therapy Medicinal Product assessed and certified by the notified body identified in 
conjunction with him, in order to ensure a more flexible evaluation procedure of the 
medicinal product concerned.

Amendment by Peter Liese

Amendment 110
ARTICLE 14, PARAGRAPH 2

2. The package leaflet shall reflect the 
results of consultations with target patient 
groups to ensure that it is legible, clear and 

2. Where products are exclusively applied 
to patients by medical practitioners, the 
summary of product characteristics 
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easy to use. pursuant to Article 11 of Directive 
2001/83/EC can be used as the package 
leaflet.

Or. en

(ex am 74 of AM FdR 620607)

Justification

Since the predominant majority of Advanced Therapy Medicinal Products will not come into 
the hands of patients but will be applied by medical practitioners directly, information about 
the therapy, especially in cases of autologous products, must be given to patients even before 
the starting material is removed. Therefore the possibility should be introduced to use the 
summary of product characteristics as package leaflet. Because the package will not come 
into the hand of patients the necessity for consultations with target patient groups could be 
deleted.

Amendment by Miroslav Mikolášik

Amendment 111
ARTICLE 15, TITLE

Post-authorisation Risk Management Post-authorisation follow-up of efficacy, 
adverse reactions and Risk Management

Or. en

Justification

This is a subsequent amendment to the amendment 27 (Article 15, paragraph 1).

Amendment by Frédérique Ries

Amendment 112
ARTICLE 17, PARAGRAPH 2

2. By way of derogation from Article 8(1) of 
Regulation (EC) No 297/95, a 90% 
reduction shall apply to the fee payable to 
the Agency for any device referred to in 
paragraph 1 and in Article 57 (1)(n) of 
Regulation (EC) No 726/2004 in respect of 
advanced therapy medicinal products.

2. By way of derogation from Article 8(1) of 
Regulation (EC) No 297/95, a 90% 
reduction for SMEs and ‘innovative 
enterprises’ according to the criteria 
defined in the EU’s State Aid Framework 
for Research, Development and Innovation
of 22 November 2006 and 65% for other 
applicants shall apply to the fee payable to 
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the Agency for any device referred to in 
paragraph 1 and in Article 57 (1)(n) of 
Regulation (EC) No 726/2004 in respect of 
advanced therapy medicinal products.

Or. en

Justification

This Regulation seeks to encourage and support the development of Advanced Therapy 
Medicinal Products by enterprises whose specificity must be recognized. The derogation shall 
focus on support for enterprises which do not meet the criteria of Commission 
Recommendation 2003/361/EC to qualify as SMEs, but have similar need for support, notably 
because they exceed the maximum annual turnover due to high investments in research and 
development. 

Amendment by Peter Liese

Amendment 113
ARTICLE 19 A (new)

Article 19a
Incentives for small and medium-sized 

biotech enterprises
1. Manufacturers of advanced therapy 
medicinal products which employ not more 
than 500 persons and have a turnover not 
exceeding EUR 100 million, or a balance 
sheet total not exceeding EUR 70 million, 
shall be eligible for all incentives which are 
granted to small and medium –sized 
enterprises under Commission 
Recommendation 2003/361/EC.

2. The same shall apply to enterprises in 
which other enterprises have an interest of 
up to 50 %, if those enterprises invest more 
than 15 % of their annual turnover in 
research and development activities.

Or. en
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(ex am 83 of AM FdR 620607)

Justification

For many young biotech enterprises it is difficult to meet the criteria for an SME. One of the 
reasons is that a purchase or sale of a patent or platform technology may generate a big one-
off turnover which exceeds the current limitations. Another reason is that many enterprises 
don’t comply with the current criteria of independence (interests below 25 %), since they built 
up alliances with other companies. These problems are likely to have the greatest relevance 
for biotech enterprises. These companies should nevertheless enjoy more favourable financial 
terms.

Amendment by Peter Liese

Amendment 114
ARTICLE 19 B (new)

Article 19b
Reduction of the marketing authorisation 

fee
1. The marketing authorisation fee shall be 
reduced by 50% if the applicant can prove 
that there is a particular public interest in 
the Community in the advanced therapy 
medicinal product or if the return on 
investment to be expected from the 
marketing of such a product is small.
2. Paragraph 1 shall also apply to fees for 
post-authorisation activities carried out by 
the Agency in the first year following the 
granting of the marketing authorisation for 
the medicinal product. 
3. In the case of small and medium-sized
enterprises or enterprises which employ not 
more than 500 persons and have a turnover 
not exceeding EUR 100 million, or a 
balance sheet total not exceeding EUR 70 
million, paragraph 1 shall also apply to the 
fees for post-authorisation activities carried 
out by the Agency without a time limit.
4. In the case of an enterprise in which 
other enterprises have an interest of up to 
50% and if this enterprise invests more 
than 15% of its annual turnover in 
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research and development activities, 
paragraph 1 shall also apply to the fees for 
post-authorisation activities carried out by 
the Agency without a time limit.

Or. en

(ex am 84 of AM FdR 620607)

Justification

Reduction of the fee for marketing authorisations is necessary in cases of ATMPs serving 
public interest like orphan drugs or where the applicant is an SME. For those products and 
enterprises the centralised procedure is a big administrative burden which should be eased by 
minimised fees. The stipulated cost reductions are also necessary in case of autologous 
ATMPs and those for intended use because these products can only be introduced into the 
market to a limited extent.

Amendment by Dagmar Roth-Behrendt

Amendment 115
ARTICLE 19 A (new)

Article 19a
Technical support

Member States shall with regard to the 
application of this Regulation provide 
specific technical support for applicants 
and marketing authorisation holders. This 
support shall be made available through 
the competent national authorities and 
focus in particular on:

- support for enterprises which do not meet 
the criteria of Commission 
Recommendation 2003/361/EC to qualify
as SMEs but have a similar need for 
receiving support, e.g. if they are not 
considered as SMEs because they do not 
comply with the criterion of independence 
or exceed the maximum annual turnover 
due to high investments in research and 
development, and

- support for individual hospitals or other 
small-scale institutions, e.g. departments of 
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universities, which do not fulfil the 
conditions of Article 3(7) of Directive 
2001/83/EC. Support shall be provided 
under the condition that advanced therapy
medicinal products are prepared and used 
under the technical responsibility of a 
specialised physician and in accordance 
with a medical prescription for individual 
patients. 

Or. en

(ex am 82 of AM FdR 620607)

Justification

Exemptions from the scope of the Directive shall be as limited as possible in order to bring 
the benefit of new medicines quickly to all patients in Europe. However, special support shall 
be given to groups of possible applicants with regard to the particularities of this highly 
innovative sector. This can be best achieved at the national level.

Amendment by Jorgo Chatzimarkakis

Amendment 116
ARTICLE 21, PARAGRAPH 1, POINT C A (new)

(ca) four members appointed by the 
Commission, on the basis of a public call 
for expressions of interest, who shall have 
expertise in respect of medical devices that 
contain or consist of, or are used in 
conjunction with, tissue engineered 
products.

Or. en

(ex am 88 of AM FdR 620607 modified)

Justification

The CAT should be a body made up of experts being able to deliver the scientific expertise 
providing the basis for the final decision of the CHMP, its responsibility should therefore be 
increased. In order to ensure an appropriate level of expertise, it would be important to 
include experts as members that have a background in the evaluation of medical devices, as 
many of the products concerned share many characteristics of medical devices.
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Amendment by Anne Ferreira

Amendment 117
ARTICLE 21, PARAGRAPH 1, POINT C A (new)

(ca) one member of the Agency’s Working 
Party on pharmacovigilance.

Or. fr

(ex am 89 of AM FdR 620607)

Justification

In order to ensure that the Committee for Advanced Therapies awards special attention to the 
consideration of undesirable effects owing to the nature of advanced therapy medicinal 
products, a representative of the EMEA’s Working Party on Pharmacovigilance should be a 
member of that Committee.

Amendment by Miroslav Mikolášik

Amendment 118
ARTICLE 21, PARAGRAPH 2

2. All members of the Committee for 
Advanced Therapies shall be chosen for 
their scientific qualification or experience in 
respect of advanced therapy medicinal 
products. For the purposes of point (b) of 
paragraph 1, the Member States shall 
cooperate, under the coordination of the 
Executive Director of the Agency, in order 
to ensure that the final composition of the 
Committee for Advanced Therapies 
appropriately and in a balanced way covers 
the scientific areas relevant to advanced 
therapies, including medical devices, tissue-
engineering, gene therapy, cell therapy, 
biotechnology, pharmacovigilance, risk 
management and ethics.

2. All members and alternates of the 
Committee for Advanced Therapies shall be 
chosen for their scientific qualification or 
experience in respect of advanced therapy 
medicinal products. For the purposes of 
point (b) of paragraph 1, the Member States 
shall cooperate, under the coordination of 
the Executive Director of the Agency, in 
order to ensure that the final composition of 
the Committee for Advanced Therapies 
appropriately and in a balanced way covers 
the scientific areas relevant to advanced 
therapies, including medical devices, tissue-
engineering, gene therapy, cell therapy, 
biotechnology, pharmacovigilance, risk 
management and ethics.

At least two members and two alternates of 
the Committee for Advanced Therapies 
shall have scientific expertise in medical 
devices.

Or. en
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Justification

The alternate members of the Committee for Advanced therapies introduced in paragraph 1 
shall comply with the same criteria of scientific qualification or experience in the field of 
advanced therapy medicinal products as its members. In order to ensure an appropriate level 
of expertise, it would be important to include experts as members that have a background in 
the evaluation of medical devices, as many of the products concerned share many 
characteristics of medical devices.

Amendment by Anne Ferreira

Amendment 119
ARTICLE 21, PARAGRAPH 5

5. The names and scientific qualifications of 
the members shall be published by the 
Agency.

5. The names and scientific qualifications of 
the members shall be published on the 
Agency’s website at the earliest 
opportunity.

Or. fr

(ex am 92 of AM FdR 620607)

Justification

It seems essential for the information on the members of the Committee to be made public and 
disseminated via the Agency’s website.

Amendment by Miroslav Mikolášik

Amendment 120
ARTICLE 22

1. Members of the Committee for Advanced 
Therapies and its experts shall undertake to 
act in the public interest and in an 
independent manner. They shall not have 
financial or other interests in the
pharmaceutical sector, medical device 
sector or biotechnology sector that could 
affect their impartiality.

In addition to the requirements laid down 
in Article 63 of Regulation (EC) No 
726/2004, members and alternates of the 
Committee for Advanced Therapies shall 
have no financial or other interests in the
biotechnology sector and medical device 
sector that could affect their impartiality. All 
indirect interests that could relate to these 
sectors shall be entered in the register 
referred to in Article 63(2) of Regulation
(EC) No 726/2004.
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2. All indirect interests that could relate to
the pharmaceutical sector, medical device 
sector or biotechnology sector shall be 
entered in the register referred to in Article 
63(2) of Regulation (EC) No 726/2004.

Or. en

Justification

It should be clarified that an identical level of transparency as for existing Committees within 
the EMEA (pursuant to Article 63 of Regulation (EC) No 726/2004) applies for the new 
Committee for Advanced Therapies. It should also be clarified that interests in the 
biotechnology or medical device sector are forbidden.

Amendment by Jorgo Chatzimarkakis

Amendment 121
ARTICLE 23, POINT (A)

(a) to advise the Committee on Medicinal 
Products for Human Use on any data 
generated in the development of an 
advanced therapy medicinal product, for 
the formulation of an opinion on its 
quality, safety and efficacy;

(a) to formulate a draft opinion on the 
quality, safety and efficacy of advanced 
therapy medicinal products, which shall be 
transmitted to the Committee for Medicinal 
Products for Human Use;

Or. en

Justification

The CAT should be a body made up of experts being able to deliver the scientific expertise 
providing the basis for the final decision of the CHMP, its responsibility should therefore be 
increased. In order to ensure an appropriate level of expertise, it would be important to 
include experts as members that have a background in the evaluation of medical devices, as 
many of the products concerned share many characteristics of medical devices.

Amendment by Anne Ferreira

Amendment 122
ARTICLE 24, PARAGRAPH 1 A (new)

Each amendment proposed by the 
Commission shall be referred to the 
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Committee for Advanced Therapies for its 
opinion. Each opinion shall be made public 
at the earliest opportunity.

Or. fr

(ex am 96 of AM FdR 620607)

Justification

The need to adapt the texts to scientific and technical developments, without their systematic 
passage before Parliament, must not lead to the interests of the patient being overlooked. 
Amendment of the rules governing clinical trials and the manufacture of advanced therapy 
medicinal products, as laid down in this proposal for a regulation, can be envisaged only if 
there is utmost transparency. The regulation should therefore set out very clearly that the 
Commission must justify any adaptations and the decision-making process, and that the 
Committee for Advanced Therapies should systematically be involved.

Amendment by John Bowis

Amendment 123
ARTICLE 25, PARAGRAPH 1 A (new)

In this report, the Commission shall assess 
the impact of technical progress on the 
application of this Regulation. It shall also, 
if necessary, make a legislative proposal to 
review its scope and to include novel 
therapies which, while meeting the 
definition of a medicinal product, involve 
neither gene therapy, cell therapy nor 
tissue engineering.

Or. en

(ex am 98 of AM FdR 620607 modified)

Justification

Scientific advances may make additional novel therapies possible which are neither gene 
therapy, cell therapy nor tissue engineering. It would be in the interests of patients for these 
to be included at some future date, in order to allow European authorisation of the resulting 
products.
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Amendment by Miroslav Mikolášik

Amendment 124
ARTICLE 25, PARAGRAPH 1 A (new)

In this report, the Commission shall assess 
the impact of technical progress on the 
application of this Regulation. It shall also, 
if necessary, make a legislative proposal to 
include novel therapies which involve 
neither gene therapy, cell therapy nor 
tissue engineering. 

Or. en

(ex am 98 of AM FdR 620607 modified)

Justification

Scientific advances may make additional novel therapies possible which are neither gene 
therapy, cell therapy nor tissue engineering. It would be in the interests of patients for these 
to be included at some future date, in order to allow European authorisation of the resulting 
products.

Amendment by Alojz Peterle

Amendment 125
ARTICLE 27, POINT 2

Annex, point 1 a (Regulation (EC) No 726/2004)

1a. Advanced therapy medicinal products, as 
defined in Regulation (EC) No [.../of the 
European Parliament and of the Council 
(Regulation on Advanced Therapy 
Medicinal Products*].

1a. Advanced therapy medicinal products, as 
defined in Regulation (EC) No [.../of the 
European Parliament and of the Council 
(Regulation on Advanced Therapy 
Medicinal Products*] except products:
- modifying the germ line genetic identity of 
human beings,

- derived from human-animal hybrids or 
chimeras or containing tissues or cells 
originating or derived from human-animal 
hybrids or chimeras.

This should not affect the transplantation 
of somatic animal cells or tissues to the 
human body for therapeutic purposes, as 



AM\645919EN.doc 51/59 PE 382.323v03-00

EN

far as it does not interfere with the germ 
line (e.g. Xenotransplantation).

Or. en

Justification

Products modifying the human germ line genetic identity which are neither properly subject 
to clinical trials under Directive 2001/20/EC nor legally patentable under Directive 98/44/EC 
should not be eligible for authorisation granted by the Community. Moreover, Directive 
98/44/EC stresses that the production of chimeras from germ cells is excluded from 
patentability. Therefore, no Community authorisation should be granted to products 
containing or derived from such tissues and cells. By excluding them from the Annex of the 
Regulation 726/2004, we exclude a possibility for these products to obtain a European 
marketing authorisation. Only a national marketing authorisation may be issued for these 
products.

Amendment by Vittorio Prodi

Amendment 126
ARTICLE 27, POINT 2

Annex, point 1 a (Regulation (EC) No 726/2004)

1a. Advanced therapy medicinal products, as 
defined in Regulation (EC) No [.../of the 
European Parliament and of the Council 
(Regulation on Advanced Therapy 
Medicinal Products*].

1a. Advanced therapy medicinal products, as 
defined in Regulation (EC) No [.../of the 
European Parliament and of the Council 
(Regulation on Advanced Therapy 
Medicinal Products*] except products:

- modifying the germ line genetic identity of 
human beings,

- derived from human-animal hybrids or 
chimeras or containing tissues or cells 
originating or derived from human-animal 
hybrids or chimeras.

This should not affect the transplantation 
of somatic animal cells or tissues to the 
human body for therapeutic purposes, as 
far as it does not interfere with the germ 
line (e.g. Xenotransplantation).

Or. en
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Justification

Products modifying the human germ line genetic identity which are neither properly subject 
to clinical trials under Directive 2001/20/EC nor legally patentable under Directive 98/44/EC 
should not be eligible for authorisation granted by the Community. Moreover, Directive 
98/44/EC stresses that the production of chimeras from germ cells is excluded from 
patentability. Therefore, no Community authorisation should be granted to products 
containing or derived from such tissues and cells. By excluding them from the Annex of the 
Regulation 726/2004, we exclude a possibility for these products to obtain a European 
marketing authorisation. Only a national marketing authorisation may be issued for these 
products.

Amendment by Peter Liese

Amendment 127
ARTICLE 27, POINT 2

Annex, point 1 a (Regulation (EC) No 726/2004)

1a. Advanced therapy medicinal products, as 
defined in Regulation (EC) No […/of the 
European Parliament and of the Council 
(Regulation on Advanced Therapy 
Medicinal Products)*].

1a. Advanced therapy medicinal products, as 
defined in Regulation (EC) No […/of the 
European Parliament and of the Council 
(Regulation on Advanced Therapy 
Medicinal Products)*] except for advanced 
therapy medicinal products for autologous 
or intended use, which are exclusively 
manufactured and distributed in one 
Member State and for which that Member 
State has envisaged the national marketing 
authorisation procedure in accordance with 
the criteria of this Regulation as an 
alternative, for a period of five years 
subsequent to the granting of the marketing 
authorisation at national level. Thereafter 
an application for renewal within the 
centralised procedure shall be required, 
with the effect that after renewal the 
national marketing authorisation becomes 
a centralised marketing authorisation.

Or. en

(ex am 102 of AM FdR 620607)

Justification

In order to facilitate the stage of market entry for many SMEs wanting to market their product 
only in one member state, a marketing authorisation at national level for products marketed 
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at national level should be rendered possible. This national marketing authorisation should 
be limited to a period of five years. The renewal after this first period of five years can be 
conducted through a centralised marketing authorisation.

Amendment by Cristina Gutiérrez-Cortines

Amendment 128
ARTICLE 28, POINT 1

Article 3, paragraph 7 (Directive 2001/83/EC)

7. Any advanced therapy medicinal product, 
as defined in Regulation (EC) No […/of the 
European Parliament and of the Council 
(Regulation on Advanced Therapy 
Medicinal Products)*], which is both 
prepared in full and used in a hospital, in 
accordance with a medical prescription for 
an individual patient.

7. Any advanced therapy medicinal product, 
as defined in Regulation (EC) No […/of the 
European Parliament and of the Council 
(Regulation on Advanced Therapy 
Medicinal Products)*], which is both 
prepared in full and used in a hospital setting
and prepared in a non-profit manner, in 
accordance with a medical prescription for 
an individual patient.
Hospital setting is considered as a national 
network of hospitals and associated centres 
within the National Health System.

Or. en

Justification

We propose to exclude of the scope of this regulation those advanced therapy medicinal 
products which are produced and used in a hospital setting. This would allow, for instance, 
setting up National networks of excellence in cell and tissue engineering therapies within the 
national health systems. 

Amendment by Vittorio Prodi

Amendment 129
ARTICLE 28, POINT 1

Article 3, paragraph 7 (Directive 2001/83/EC)

7. Any advanced therapy medicinal product 
as defined in Regulation (EC) No [.../ of the 
European Parliament and of the Council 
(Regulation on Advanced Therapy 
Medicinal products)], which is both prepared 
in full and used in a hospital, in accordance 
with a medical prescription for an individual 

7. Any advanced therapy medicinal product 
as defined in Regulation (EC) No [.../ of the 
European Parliament and of the Council 
(Regulation on Advanced Therapy 
Medicinal products)], which is both prepared 
in full and used in a hospital or in a network 
of public hospitals in accordance with a 
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patient. medical prescription for an individual 
patient or for non-profit clinical research.

Or. en

(ex am 107 of AM FdR 620607)

Amendment by Dagmar Roth-Behrendt

Amendment 130
ARTICLE 28, POINT 2

Article 4, paragraph 5 (Directive 2001/83/EC)

5. This Directive and all Regulations 
referred to therein shall not affect the 
application of national legislation 
prohibiting or restricting the use of any 
specific type of human or animal cells, or 
the sale, supply or use of medicinal products 
containing, consisting of or derived from 
these cells. The Member States shall 
communicate the national legislation 
concerned to the Commission.

5. This Directive and all Regulations 
referred to therein shall not affect the 
application of non-discriminatory national 
legislation prohibiting or restricting the use 
of any specific type of human or animal 
cells, or the sale, supply or use of medicinal 
products containing, consisting of or derived 
from these cells, on grounds not dealt with 
in the aforementioned Community 
legislation. The Member States shall 
communicate the national legislation 
concerned to the Commission. The 
Commission shall make this information 
publicly available in a register. 

Or. en

(ex am 109 of AM FdR 620607 modified)

Justification

The Commission’s proposal poses serious problems of compatibility with the legal base (Art. 
95 ECT). The reason is that the current wording of Article 28(5) gives a too wide opportunity 
to restrict the free movement of certain advanced therapy products. Legislative acts based on 
Art. 95 are intended to improve the conditions of the establishment and functioning of the 
internal market. The Commission’s proposal does not and should certainly not cover or 
harmonise aspects of public morality and public policy aspects of advanced therapy. 
However, the current wording allows restrictions not only related to these subsidiary aspects 
and should, therefore, be amended in line with suggestions of Parliament’s legal service.
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Amendment by Miroslav Mikolášik

Amendment 131
ARTICLE 28, POINT 2

Article 4, paragraph 5 (Directive 2001/83/EC)

5. This Directive and all Regulations 
referred to therein shall not affect the 
application of national legislation 
prohibiting or restricting the use of any 
specific type of human or animal cells, or
the sale, supply or use of medicinal products 
containing, consisting of or derived from 
these cells. The Member States shall 
communicate the national legislation 
concerned to the Commission. 

5. This Directive and all Regulations 
referred to therein shall not affect the 
application of national legislation 
prohibiting or restricting the use of any 
specific type of human or animal cells, or 
the sale, supply or use of medicinal products 
containing, consisting of or derived from 
these cells, except on grounds explicitly 
covered by the aforementioned Community 
legislation. The Member States shall 
communicate the national legislation 
concerned to the Commission. 

Or. en

Justification

This amendment follows the same logic as proposed by Parliament’s legal service on legal 
problems identified with regard to the Commission’s proposal. At the same time, this 
approach is compatible with the approach of the Committee on Legal Affairs regarding 
Article 1A (new).

Amendment by Alojz Peterle

Amendment 132
ARTICLE 28, POINT 3 A (new)

Article 39 (Directive 2001/83/EC)

(3a) Article 39 is replaced by the following:

‘The provisions referred to in Articles 27 to 
34 shall not apply to the homeopathic 
medicinal products referred to in Article 
16(2) or to products:
- modifying the germ line genetic identity of 
human beings,
- derived from human-animal hybrids or 
chimeras or containing tissues or cells 
originating or derived from human-animal 
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hybrids or chimeras.’

Or. en

Justification

Products modifying the human germ line genetic identity which are neither properly subject 
to clinical trials under Directive 2001/20/EC nor legally patentable under Directive 98/44/EC 
should not be eligible for authorisation granted by the Community. Only Member States may 
decide about granting a national marketing authorisation. Therefore, they should not be 
subject to the mutual recognition of national authorisations between Member States under 
Directive 2001/83/EC. The same applies to the products containing or derived from human-
animal hybrids or chimeras as Directive 98/44/EC stresses that the production of chimeras 
from germ cells is excluded from patentability. 

Amendment by Vittorio Prodi

Amendment 133
ARTICLE 28, POINT 3 A (new)

Article 39 (Directive 2001/83/EC)

(3a) Article 39 is replaced as follows:

The provisions referred to in Articles 27 to 
34 shall not apply to the homeopathic 
medicinal products referred to in Article 
16(2) and to products:

- modifying the germ line genetic identity of 
human beings,

- derived from human-animal hybrids or 
chimeras or containing tissues or cells 
originating or derived from human-animal 
hybrids or chimeras.

Or. en

Justification

Products modifying the human germ line genetic identity which are neither properly subject 
to clinical trials under Directive 2001/20/EC nor legally patentable under Directive 98/44/EC 
should not be eligible for authorisation granted by the Community. Only Member States may 
decide about granting a national marketing authorisation. Therefore, they should not be 
subject to the mutual recognition of national authorisations between Member States under 
Directive 2001/83/EC. The same applies to the products containing or derived from human-
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animal hybrids or chimeras as Directive 98/44/EC stresses that the production of chimeras 
from germ cells is excluded from patentability. 

Amendment by Vittorio Prodi

Amendment 134
ARTICLE 28 A (new)

Article 28a
Production for clinical trials

The Commission shall identify, in 
accordance with the procedure referred to 
in Article 5 of Decision 1999/468/EC, 
specific manufacturing requirements for 
investigational medicinal products, to be 
applied to the production of advanced 
therapy medicinal products for clinical 
trials performed in the same hospital where 
the production took place.

Or. en

(ex am 111 of AM FdR 620607 modified)

Justification

No specific provision is foreseen in the Regulation as far as the production of advanced 
medicinal products to be used in clinical trials is concerned.

Amendment by Jorgo Chatzimarkakis

Amendment 135
ARTICLE 29, PARAGRAPH 1

1. Advanced therapy medicinal products, ,
which were legally on the Community 
market in accordance with national or 
Community legislation at the time of entry 
into force of this Regulation shall comply 
with this Regulation no later than 2 years
after its entry into force.

1. Advanced therapy medicinal products, 
except for tissue engineered medicinal 
products, which were legally on the 
Community market in accordance with 
national or Community legislation at the time 
of entry into force of this Regulation shall 
comply with this Regulation no later than 5
years after its entry into force. 

1a. Tissue engineered products which were 
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legally on the Community market in 
accordance with national or Community 
legislation at the time of entry into force of 
this Regulation may remain on the market 
while the procedure provided for in this 
paragraph is followed. 

(i) Within 5 years after the entry into force 
of this Regulation, persons responsible for 
placing such products on the market shall 
submit valid marketing authorisation 
applications in accordance with Regulation
(EC) No 726/2004.

(ii) Any product for which a decision is 
issued denying a marketing authorisation 
under Regulation (EC) No 726/2004 shall 
be promptly withdrawn from the market.

Or. en

Justification

The transitional period in the proposal is unrealistic, particularly as applied to tissue 
engineered products, and could result in serious disruptions in the availability of products on 
which patients and health care professionals rely.

Amendment by Peter Liese

Amendment 136
ARTICLE 29, PARAGRAPH 1

1. Advanced therapy medicinal products 
which were legally on the Community 
market in accordance with national or 
Community legislation at the time of entry 
into force of this Regulation shall comply 
with this Regulation no later than 2 years 
after its entry into force.

1. For advanced therapy medicinal products, 
other than tissue engineered products,
which were legally on the Community 
market in accordance with national or 
Community legislation at the time of entry 
into force of this Regulation, an application 
for a marketing authorisation shall be filed 
no later than five years after the entry into 
force of this Regulation.

Or. en
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(ex am 112 of AM FdR 620607)

Justification

The envisaged transitional period of two years is too short, since the duration of the clinical 
trials alone will in many cases exceed the proposed time period. Furthermore the applicant 
should only be responsible for the date of filing the application and not for delays due to the 
Agency/national competent authorities or problems during the assessment phase. Otherwise, 
it could deprive patients from these important new medicinal products.

Amendment by Peter Liese

Amendment 137
ARTICLE 29, PARAGRAPH 1 A (new)

1a. For tissue engineered products which 
are legally on the Community market in 
accordance with national or Community 
legislation at the time of entry into force of 
the technical requirements referred to in 
Article 8, an application for a marketing 
authorisation shall be filed no later than 
five years after the entry into force of those 
technical requirements.

Or. en

Justification

The envisaged transitional period of two years is too short, since the duration of the clinical 
trials alone will in many cases exceed the proposed time period. Furthermore the applicant 
should only be responsible for the date of filing the application and not for delays due to the 
Agency/national competent authorities or problems during the assessment phase. Otherwise, 
it could deprive patients from these important new medicinal products. 


