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Date: 26/11/2018

A statement on breast implant safety

Breast implants are amongst the most used and most highly studied implantable medical devices in the world. Important lessons were learned from historical incidents which have resulted in improvements in the international regulatory system and the widespread introduction of national breast implant registries. 

The establishment of effective national breast device registries combined with international collaboration has the ability to significantly improve health outcomes for patients with implantable breast devices globally.

The published literature indicates that breast implants are thought to be safe in general but can have rare, serious side effects.  These side effects have been studied extensively, especially in the field of auto-immune diseases such as Sjogren’s syndrome and rheumatoid arthritis and a rare form of lymphatic cancer, BIA-ALCL.

Plastic and Breast surgeons around the world speak every day with women before and after breast implant surgery for breast reconstruction and augmentation and endeavour to provide patients with well balanced, up to date knowledge to ensure women deciding to undergo this surgery feel confident in their choice.

The important question is, ‘do women with breast implants develop more diseases than women without breast implants?’ The medical literature, to date indicates that the commonest problems associated with breast implants are capsular contracture, implant displacement, and implant rupture.

There is also a rare form of lymphatic cancer, Breast Implant Associated Anaplastic Large Cell Lymphoma (BIA-ALCL). This disease usually presents with rapid enlargement of the breast due to fluid around the implant.  It is diagnosed by studying the cells in that fluid and, generally, is eminently treatable by surgery and, where indicated, oncology.

Auto-immune diseases (such Sjögren’s syndrome, chronic fatigue and rheumatoid arthritis) have also been investigated in relation to breast implants. These symptoms have been called ASIA syndrome or breast implant illness (BII).  There is no conclusive evidence of a causal link and more research is needed to assess any potential link between Auto Immune/Inflammatory Syndrome Induced by Adjuvants (ASIA syndrome) and breast implants; one of several names for this potential Breast Implant illness.

More funding is needed to support research into BIA-ALCL and ASIA syndrome. Data collection through effective national breast device registries is an essential part of this research. The Australian Breast device Registry (ABDR) is a model for such national registries.

These registries collect anonymized information about patients with breast implants. The facilitation of international comparison of outcomes from these registries, within the international legal framework of protecting privacy, is enabled through the International Collaboration of Breast Registry Activities (ICOBRA), a collaborative network of national plastic surgery societies, breast surgery societies, regulators and researchers.


Plastic and Breast Surgeons and their associations worldwide will continue to support governments and notified bodies in their regulatory and investigatory work in this field.

Plastic and Breast Surgeons worldwide therefore conclude:
Breast implants are safe, but have very rare, sometimes serious, side effects.
Women presenting with these side effects should be taken seriously, supported and examined.
BIA-ALCL is rare and, usually, eminently treatable
Further research is necessary about the role of breast implants and auto-immune diseases and other symptoms (ASIA/BII)

We therefore advise our patients:
When you have questions, particularly if you are concerned about symptoms that may be related to your implants, consult your Surgeon.  
Make sure you are completely informed from reliable sources prior to undergoing breast implant surgery, for any indication.
To register your implant and surgery on the national database. 

Contact: 

BLJ London
abs@blj.co.uk
+442079321599

+447900124446 (Olivia Pay)
+447957277659 (John Watts)

International Collaboration of Breast Registry Activities (ICOBRA) was established by the Australasian Foundation for Plastic Surgery in 2013 to encourage and foster a collaborative approach to registry science and registry data in relation to breast device surgery.  ICOBRA provides internationally coordinated guidance for registries. It has developed a framework for the establishment of clinical quality registries and through the Australian Breast Device Registry experience it has disseminated the registry design information to the ICOBRA 



network which is made up of 20 member countries, regulators and researchers.  The work undertaken by ICOBRA members is in the interest of patient safety and date integrity and is pro bono.

Standardised data, developed according to the same guidelines, enables the collection of a critical mass and comparability of the collected data. It also enables sharing important data and constantly generated and reviewed knowledge between countries as well as globally. This will result in higher transparency along the entire supply and value chain. The higher transparency additionally leads to significantly higher quality and integrity of data, the reliability of published outcomes and efficacy of care. 

Guiding Principles:
At the heart of the ICOBRA agreement is the core ethic and commitment to improving patient outcomes. This is facilitated by encouraging a collaborative approach to sharing registry science and registry data and by supporting emerging and existing breast device registries to enhance their effectiveness.
For
ICOBRA aims to provide an enabling environment to bring together a critical mass of stakeholders who are, in one or another way, involved with breast devices, including plastic surgeons, related health professionals, patient representatives, and administrative staff, and regulators, researchers of different fields, manufacturers, healthcare providers and government.
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