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QEMA: Eygureduara Z1i80uc POLY IMPLANT PROTHESE (PiF)

Ze OUVEXEIT TIAAIOTEPNS ETIKOIVWVIAS KOS aVQOPIKA HE TO THO Tdvw Béua
00 EMOUVATITOUNE EYYPago TR Appéﬁiag.;}&pxrﬁg ¢ TaANag (Afssaps) mou
oxeTifetan pe mig vebtepeg eZchiferc mou npok’ﬁmouv amé v €peuva TTou Jieayet.
Emiong, oag EVNUEPWVOUPE 6Tl To FDA éxer dnuooielotl pid PEAETH yid To
GUOXETIONO TWV EPQUTEUNATWY OTABOUC e Tov KivBUVO Aswparog, Ty oroid
HTTOPEITE Vo BPElTe otV TrapaKdTw n)\sxrpﬁ‘\nm S1206uvan.

Jlttn;HWM@ME@MSLMJSESMM&PLOQQur.esl,xmp,l_a,nts_al:td!_’_;osthetics/BreastIm
plants/ucm239996.htm ;

TapakaAd dTrwg evnuepwBouv 6Ad Ta MEAN OUG yia Ta £V Adyw gpgureduara.
EmiAdov, oag mapakaAd) va pac amoateliete TANPOPOPIES YIO TO TTOCOOTS TWV
EYXWPHIV YUVAIKWY LE EpouTeluata oTRBOUC TTOU GEpOUY TO OUYKEKPILEVO TTPOIGV.
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Important new information about a case of breast anaplastic large cell {ymphoma in
a woman who has had breast implants prefilled with -silicone gel PIP (French
company Poly implants Prothéses) ' o -

Breast anaplastic large cell !ym'phoma with breast implants.

This Is a malignant tumour of the lymphatic -system developed at the expense of
particular T lymphocytes and not of epithelial tissue of the breast. Several cases of
this type of lymphoma have been described. in the literature, which led the FDA to
Ipub,lish in January 2011 a review of this new risk potentially associated with breast
mplants.

In the United States, ST |

| - The FDA has identified in January 2011, 60 cases associated with a breast

- prosthesis and reported worldwide, including 34 located in the breast and
documented (17 in USA.). This particular type of lymphoma is very rare among all
lymphomas: as recorded by American cancer registers (SEER), it is estimated that
oneé woman out of 500,000 suffers from:this type of lymphoma each year in the
United States, The [ocation in breast of thisiform of lymphoma is evan more rare. The
projection in the United States is of 3 cases per year over 100 million women.
Considering that nearly 4 miliion women have been implanted with-breast implants in
the United States bstween 1998 and 2009: the EDA believes that in the United
States, the incidence of anaplastic large ‘call lymphoma is higher In women with
breast implants compared with the epidemiologlcal data observed for the general
population, E

About anaplastic large cell lymphoma, the:FDA concluded in January 2011;

1. to a "possible” association of thia type flymphoma with prosthesis, reinforced by

the fact that the cases described occurred,fp"referentially in areas at the near proximity

of the prosthesis; | T

2. to be today unable to connect reliably this-serious event to a type of prosthesis:

3. that the physiopatholagical cause of this sefious event Is not established today;

4. that, given the extremely low frequency of this type of lymphoma and given

g:detpce collected today on breast implants; the saféty -of these products is not in
estion.

In France, e ce o o
A fatal case has been reported to Afssaps-6n November 25th, 2011, The concerned
patient, carrier of PIP prosthesas, presentad a breast anaplastic (arge cell lymphoma,
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This case reported In France is in itself a. factor to be considered qpid-emio?ogically as
accurring In a woman among the 30 000 carriers of PIP prosthesis which have been
removed from the market. |

PIP prostheses removed from French%?’iﬁérket on March 20th, 2010,

The first abnormalities clinically observed-and reported within the medical device
vigilance system, showed at the end of 2008, an increase of rupture for the PIP
breast implants, leading to a rupture rate higher than the rate observed with implants
from other manufacturers.

Abnormal oozing phenomenon (also.called perspiration or transudation) of the gel was also
observed. SR

Inspections and controls performed by Afssaps have documented several
nonconformities justifying the suspension of PIP prastheses from the market on
March 29th, 2010,
" Thess failures were: : ,
- On the nature of the silicone gel Inside the prosthesis: the del did not have the
degree of quality of a silicone gel for breast implants;
= . On the mechanical strength of the prosthesis: the tear elongation test was not
In compliance. This result showed a weakness of PIP gel-filiad envelopes and
corroborates the observations of retrospeciive surveys conducted by Afssaps
with many user establishments of these prostheses, They revealed a rupture
rate higher than the average; :
- = On the "irritant behaviour" of the silicone gel used for PIP prostheses which is
- heither found with sliicone gels of other prostheses nor with the‘gs!l described
' In the technical documentation for the placing ;on the market. This can lead to
inflammatory reactions in some patients, L
- On the lack of genotoxicity of the gel ‘used, which does not exciude that the
oozing of the gel in contact with the capsule ‘may have contributed to the
development of anaplastic large cell lymphoma: in fact, abnormal cozing of a

particularly irritating gel could be a factor of risk of occurrence of this rare
tumour, o

Fellow-up of recommendations

These recent events in France led Afssaps to update its recotmmendations sent to
ﬂ?te v:poie medical profession in April 2011 to enable it to respond to each individual
sruation:

~ Patients should routinely receive a clinical examination and an ultrasound
scan every 6 months, targeting for each of these examinations, breast and
axillaries tymph node areas;

- Any rupture, suspected rupture or oozing of a prosthesis should lead to its
explantation, as well as that of the-second prosthesis,

Afssaps recommends that patlents contact their surgeon fo discuss the possibility
of explantation even without clinlcal’signs-of deterioration of the prosthesis. The
concerned women will consider ths ‘mast- appropriate attitude according to their
personal situation, their feelings, ‘the. age of their prostheses and their
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expectations at the aesthetic lavel, This cholce will take place after evaluation with
the surgeon of the individuat risk / benefit ratxo

Conditions for medical expenses within hea!th Insurance in France are:

- All women with PIP breast implants will be reimbursed for their medical and
surgleal expenses related ‘to- explantation: (ultrasound anglysis, Implant removal,
examination post-opsrative).-

- Women who are recovering from a reconstructton after braast cancer surgery
will also be reimbursed for the implantatlon of a new prosthesis.

Necessary information Is available'of the website of the French Health Insurance:
http:/iwww ameli.fr/assures/soins-et-remboursements/combien-serez-vous- -

remboursezlmglantsmammalres.ghg
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