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ABSTRACT

Breast implant-associated anaplastic large cell lymphoma (BIA-ALCL) is a rare but serious complication of breast
implants. The incidence of BIA-ALCL varies between 1:9121 and 1:13745, and a recent meta-analysis found that
countries where specific monitoring measures have been implemented have higher rates of cases. While a significant
complication, there is no current evidence to support surgical risk management strategies to prevent BIA-ALCL.
Many countries have adopted a model of surveillance, and in Australia the Therapeutic Goods Administration has
endorsed data collection through the Australian Breast Device Registry (ABDR). We present a case of a 67-year-old
woman who presented to her GP with 2 months of left breast swelling, on a background of a left breast implant in
2004. MRI of the left breast demonstrated a large peri-implant fluid collection, and cytology confirmed BIA-ALCL,
CD30-positive and ALK-negative. She underwent a capsulectomy and final histology demonstrated a Breast Implant-
Associated Anaplastic Large Cell Lymphoma with focal penetration of neoplastic cells beyond the capsule and into
pericapsular fat (stage T4). While development of registries and national guidelines has ensured the safeguarding of
health outcomes for patients moving forward, there is still a concern for women with pre-existing breast implants who
are unaware of the risk of BIA-ALCL. This case highlights the importance of raising awareness and providing support
to primary health care providers to ensure their patients are given the necessary information to avoid this rare, but
serious complication.
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INTRODUCTION

Breast implant associated anaplastic large cell lymphoma
(BIA-ALCL) is a rare cancer of the immune system
associated with breast implants.® It is characterised by T
cells expressing CD30 that are (anaplastic lymphoma
kinase) ALK negative.! They arise in close association
with breast implants, and typically present as an
accumulation of serous fluid between the implant and
capsule.?

The first case of BIA-ALCL was reported in 1997, and as
of May 2021, there are 949 confirmed cases of BIA-
ALCL across 19 countries.® The incidence of BIA-ALCL
varies between 1:9121 and 1:13745, and a recent meta-

analysis of countries in the European Union found that
countries where specific screening measures have been
implemented have higher rates of cases, indicating
possible under-reporting.*

CASE REPORT

A 67-year-old woman presented to her GP with 6 months
of left breast swelling. She had undergone a previous left
mastectomy for breast cancer in 1999 with delayed
implant reconstruction, and later had an exchange of
implant in 2004 to a McGhan 410 FX.

The patient underwent an MRI of the left breast which
demonstrated a large volume of T2 hyperintense fluid
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surrounding the silicone implant. (Figure 1) There was
mild enhancement of the external capsule, but no
extravasated silicone detected. No suspicious mass or
non-mass enhancement was present in the left chest wall,
nor was there any axillary lymphadenopathy. Ultrasound
guided aspirate was performed and cytology

demonstrated Breast Implant-Associated Anaplastic
Large Cell Lymphoma, with atypical cells positive for
CD30, CD68, GATA3 and CD45, but negative for
ALK1, CK7, ER, PR, and MNF116. Preoperative PET
CT did not demonstrate any metastatic disease.

Figure 1: MRI scan in November 2021 of left breast
demonstrating a large volume of T2 hyperintense
fluid surrounding a silicone implant.

The patient proceeded to a left capsulectomy and removal
of implant and at the time of operation there was no noted
capsule rupture or extravasation of silicone. A single
axillary lymph node was encountered during the
dissection and was sent for histopathology. Final
histology of the implant and en bloc capsulectomy
demonstrated a Breast Implant-Associated Anaplastic
Large Cell Lymphoma with focal penetration of
neoplastic cells beyond the capsule and into pericapsular
fat (stage T4). The axillary lymph node was negative for
neoplasia.

The patient was discussed at the multi-disciplinary
meeting and consensus was that further surgery was not
indicated, and for follow up with haematology for a bone
marrow biopsy and consideration of systemic treatment.

DISCUSSION

BIA-ALCL is a rare but significant complication of
breast implants, and the incidence is increasing
exponentially since it was first described.> Proposed
theories for the initial low incidence rates include limited
registries, lack of awareness, and concerns of litigation.®
Worldwide interest and increasing reports of BIA-ALCL,
with a developing understanding the pathogenesis of the
disease led to multiple countries suspending, cancelling,
and recalling implants linked to cases of BIA-ALCL.® In

April 2019, French National Medicines and Health
Products Agency (ANSM) suspended multiple textured
implants and provided a framework for health-care
workers and consumers to raise awareness, and aid
reporting.” Countries such as the USA and Australia have
since done the same.??

While the only reported cases of BIA-ALCL have been
associated with implants, and a higher risk associated
with textured, and larger surface area implants,° there is
no current evidence to support surgical risk management
strategies,'! and the risk of BIA-ALCL is still lower than
anaesthetic and surgical risks associated with revision
and implant removal.?

Increasing incidence of BIA-ALCL also prompted
development of registries to ensure adequate
documentation and surveillance of implanted devices. In
Australia, the Therapeutic Goods Administration (TGA)
has endorsed data collection through the Australian
Breast Device Registry (ABDR).2® The ABDR was
established by the Australian Government in 2015 order
to track performance, and safety of breast implants, and
continued safeguarding of patient outcomes, and
currently holds data for more than 36,000 patients.4

The TGA website provides up to date evidence of current
incidence rates and cases in Australia, and information
for consumers and health-care workers. Despite this,
there are still consumers who are unaware of the risk of
BIA-ALCL, and this lack of awareness and lead to late
diagnosis, and risk of progressive disease. In this case,
the patient was unaware of BIA-ALCL, or any recall of
breast implants, including McGhan 410 FX.'® The
hospital in which she had her implant exchange had
destroyed her records, and the only evidence of her
operation report was a copy kept by her surgeon.

BIA-ALCL is becoming an ever-growing concern
worldwide, and while the surgical community are well
versed in the risk, and remain diligent in continued
surveillance, it is not uncommon for patients to lose
follow up with their breast surgeons and become reliant
on their primary healthcare providers for ongoing care,
and surveillance. This case highlights the importance of
continued education and support to primary health care
providers, and increased exposure of the risk of BIA-
ALCL to current and future consumers.

CONCLUSION

While development of registries and national guidelines
has ensured the safeguarding of health outcomes for
patients moving forward, there is still a concern for
women with pre-existing breast implants who are
unaware of the risk of BIA-ALCL. This case highlights
the importance of raising awareness and providing
support to primary health care providers to ensure their
patients are given the necessary information to avoid this
rare, but serious complication.
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