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AtavTivtag otnv pe ap. 950/23-1-2017 ava@opd TTou KataTédnke otn BouAn
amé 10 BouAeuti K. N. NIKOASTIOUAO pe Bépa: «Marpivoi ETTICTAHOVES KpoUouv TOV
KMBWVA Tou KIVBUVOU yIa Tn XPrion Tou UGAOUPOVIKOU 0&£0¢ KaBWG Kal yia Ta dropa
xwpic €18ikeuon TTou TMdidovTal oTNV £yXUGT| TOU», 0ag TTANPOPOPOUHE T €¢AG :

TUPQWva PE TNV IoxUouca vopobeaia ta HOVIHa UAIKG TTAfipwaong Tou dEpuaTog
yla aio8nTikoug okotroug (evEoiud UQAOUPOVIKA YIa YEUIGHA PUTIdWYV Kai avatTTAfpwoT
oykou o€ JUYWHATIKE, KPOTAPOUG, mnyouvl, XeiAn, K.ATT) Oev avAKouv OTd
laTpoTEXVOAOYIKA TTPOIOVTA.

Opwg Adyw TOU KIVBUVOU TTOU EVEXOUV YIa TOUG xproTeS, T0 2010 £yive N KATWO!
avaypagopevn epwnon tng Faliag aTo Eupwraiké KolvoBoUMO OXETIKA pE TO
gvEOIUa TTPOTOVTA yia TO YEHIOHO TWV putidwv Kal 86Bnke amd TO Eupwmdiké
KoivoBoUAIO YPaTTTH ATTavTnon.

Parliamentary questions
3 June 2010 E-3878/2010

Question for written answer to the Commission Rule 117 Marc Tarabella (S&D)

Subject: Severe effects of injectable wrinkle fillers
The French Agency for the safety of health products (AFSSAPS) has just published the
results of a study advising against the use of injectable non-absorbable products which
are permanently injected under the skin for aesthetic purposes, because of the risk of
serious adverse effects. '
— What measures does the Commission intend to take at EU level to analyse the
serious effects resulting from use of these products?
— What measures does it intend to take to inform and warn European consumers
of the dangers inherent in the use of these products?

Parliamentary questions
28 June 2010 E-3878/2010

Answer given by Mr Dalli on behalf of the Commission
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Filling products are intended for a medical purpose, e.g. for reconstructive surgery,
may fall within the scope of Directive 93/42/EEC(1). This directive requires that medical
devices do not compromise the clinical condition or the safety of patients. Under this
directive, filling products would be considered as long-term surgically invasive devices
and, as a result, would be classified as class Ilb or class Il medical devices, i.e. the
two highest risk classes of medical devices. A Notified Body, designated by a national
authority, would be, therefore, involved in the conformity assessment procedure of
these-products before they can be placed on the market. With regards to incidents, a
medical device vigilance system is in place to improve the protection of health and
safety of patients.

Directive 93/42/EEC establishes also specific procedures which the national authorities
need to follow when they consider that an unsafe medical device must be withdrawn
from the market.’

In certain circumstances, filling products may fall under the definition of a medicinal
product as laid down in Directive 2001/83/EC(2). In this context, the medicinal product
has to be assessed for its quality, efficacy and safety before being placed on the
market. Furthermore, marketing authorisation holders of medicinal products are obliged
to regularly submit to competent authorities Periodic Safety Update Reports to inform
on all adverse reactions related to a given product as part of the pharmacovigilance
monitoring. At any moment, the competent authorities shall suspend, revoke, withdraw
or vary a marketing authorisation of a medicinal product if a scientific opinion concludes
that the product is harmful under normal conditions of use.

In practice the Commission is aware that filling products, be they medical devices or
pharmaceuticals, may be used, outside of their intended use, for aesthetic purposes.
Although the Commission has no possibility to take any action in that respect, Member
States authorities may take measures to discourage the off-label use of such
substances for aesthetic purpose, for instance through information campaigns.

If filling products were intended éxclusively for aesthetic purposes, they would fall
outside the scope of the medical devices and pharmaceuticals legislations. These
products, if sold or made available directly to consumers, would however still fall within
the scope of the general products safety Directive 2001/95/EC(3) which requires
producers to place only safe products on the market.

The Commission is considering a revision of the European legal framework for medical
devices in order to improve and strengthen this framework and meet the growing
expectations of European citizens. In that context, the Commission consuilted
stakeholders in 2008 on various issues identified(4). One of these issues is whether it
would be appropriate to take any action vis-a-vis implantable products without any
medical purpose, for instance filling products for aesthetic purpose only. On the basis
of the outcome of this consultation, and other data collected, the Commission plans to
present a legal proposal in 2011 and will propose, if necessary, measures to ensure
the safety of such implanted products subject to EU competence.

(1)

Council Directive 93/42/EEC of 14 June 1993 concerning medical devices, OJ L 169,
12.7.1993, p. 1.

(2)

Directive 2001/83/EC of the European Parliament and of the Council of 6 November
2001 on the Community code relating to medicinal products for human use, OJ L 311,
28.11.2001, p. 67.
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Directive 2001/95/EC of the European Parliament and of the Council of 3 December
2001 on general product safety, OJ L 11, 15.1.2002.

(4)

http://ec.europa.eu/enterprise/sectors/medical-
devicesf/files/recast_docs_2008/public_consultation_en.pdf

Te OUVEXEID QUTWV, Ta evéoiya epurelpara agioAoyouvral wg TTROIdVTA
ETTEURATIKAG TEXVOAOYIAG: XEIPOUPYIKOU TUTTOU- VIO HOKPOXPOVIA XPHON KAl QEPOUV
ofuavon CE mAnpwvtag T diardgeig g Odnyiag  93/42/EOK  «Tepi
|aTPOTEXVOAOYIKWV TTPOIGVTWV», EKTOG EGV UTTAPXOUV EIBIKES gBvikég diatdgelg. 21NV
EMGSa Sev uttdpxel £151KR vopoBeaia yia T XpAon Twv POVIHWY UAIKWY TARPWONG
TOU SEPHATOG YIa AIoONTIKOUG OKOTTOUG. :

Ta TpoidvTa/ulikd Trou @épouv Tnv onuavon CE, arré  Miototroinuévo
Koivotroinpévo Opyaviopd g Eupwting, mTAnpwvrag TG diarageic g OBdnyiag
93/42/EOK «Trepi |aTPOTEXVOAOYIKGWV TTPOIGVTWVYY», KUKAOPOPOUV eAelBepa o€ OAeG TIG
XWwpeg TNG Eupwtraikrg Evwong.

TOp@wva pe 1o dpbpo 14.1 trap. 2 Tng AY88/I.M.oik.130648/30-8-2009 (PEK
B2198/2-10-2009) Evapuoévion Tng €BVIKAG vouoleaiag TTpog Tig diarageic Tng Odnyiag
93/42/EOK «TTepi 1aTPOTEXVOAOYIKWV TTpoidviwv»: "Tia 6ha Ta latpoTexvoAoyiKA
mpoidvta Twv karnyopiwv 1, lia, 1B, 1, utTroBalovtai oTov EQ® 6Aa 1a oToIXeia TToU
EMTPETTOUV TNV AVAYVWPIOT TWV TIPOIGVIWY QUTWY KOBWG Kal n ETMCipavon Kai ol
odnyieg Xpong, TpIv atrd TV évapgn XpRong Twv ev Adyw TTPOidVTWY TNV EAANVIKA
Emikpdareia”. :

Mpiv TNV KUKAOQOPia TWV TTPOIGVTWY Kal OUUQWVa HE TO ApBpo 4 kal TO
Mapdptnua | onueio 13 g avwTépw vopoBeaiag, TTPETTE N gmorjdavan kai o1 odnyieg
xpAong va eival TARpelg kal akpiBeic oTnv EAANVIKA YAWOoOQ, KaTd TNV TTapadoon oTovV
TENKS XpOTHN.

H eraipeia n otoia dlakivei larpoTexvoAoyIKa TTPOIOVTA TTPETTEl VA QEPEI
BeBaiwon diakivnong  larpoTeXVOAOYIKWY Mpoidviwy (I/M) amé Kowvorroinuévo
Opyavioud oUpewva He Ta opiféueva otnv YT Amoégacn AY83/ .M. oik./1348/PEK
32B/16-1-2004 (ApXEC Kal KATEUBUVTHPIEG YPOUHES OPBNG TTPAKTIKAG diavoung I/TT).

Tac¢ evnEPWVOUNE £TTIONG OTI Ta TTPOidvTa auTtd Ba oupTrEpIAN®BoUV aTOV VEO
Kavoviopé Twv latpoTeXVOAOYIKWV TTPOIGVTWY we EGAG: «OpIoUEVEG OPADES TTPOIOVTWV
ylo TQ OTTOIQ O KATAOKEUAOTHS IOXUpPIGETal OT! £XOUV pévo aiodnTIKr 1] GAAR un 1aTPIKNY
Xprion aAAd Ta oTroia HOIGJoUV HE IATPOTEXVOAOYIKA TTPOidVTa aTTd aTroyn Asitoupyiag
KQl XOPaKTNPICTIKWY €TTIKIVOUVOTNTAG Ba TTPETTEL va KaAUTITOVTOI ammd TOV TTapdVTa
KAVOVIOHO».
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