ON LEGAL GROUNDS

Joint effort on BIA-ALCL - what you need to know

BY NEAL REISMAN, MD, D
& MARK CLEMENS, MD

Editor’s note: Breast implant-associated
anaplastic large-cell lymphoma (BIA-ALCL) is
an entity rapidly gaining attention. The condi-
tion is rare and appears to have at least two
pathways depending on pathology. ASPS and
ASAPS are each working to disseminate infor-
mation to plastic surgeons, as well as to gather
research to better understand how to recognize,
diagnose and treat this entity. ASPS under the
leadership of Mark Clemens, MD, a RAND
panelist on BIA-ALCL and chair of ASPS BIA-
ALCL Subcommittee, and Neal Reisman, MD,
ID, president of ASERF and chair of an ASAPS
International Taskforce, are working together to
better understand this entity.

hen faced with a patient who
may be presenting with BIA-
ALCL, there are several patient

safety issues that are important to under-
stand — including the need for early, total
and complete removal of the implants and
evaluation. The following case, which has
been assembled through specific details
taken from several examples and compiled
into the following scenario, is neither related
to nor representative of any particular or
individual case. As such, it has no direct rela-
tion to any person or patient. Any similarity
to any individual patient is wholly coinci-
dental and should not be assumed.

Ginny is 10 years post-breast augmentation,
with one replacement and capsulectomy five
years ago for capsular contracture in her right
breast. She now presents without a history of
trauma — but with significant swelling in her
same right breast. Ginny was told about BIA-
ALCL and she has kept all of her follow-up
appointments. She remembers her plastic sur-
geon explaining about the possibility of future
expenses when necessary.

An ultrasound depicts fluid around the implant,
yet no masses or lymphadenopathy are
observed. Bright, vellow fluid is aspirated and
sent for cultures, cytology, CD-30 immunohisto-
chemistry and cell block - all with a call to the
pathologist indicating a suspicion of BIA-ALCL.

Pathology is able to use the fluid to diagnose
BIA-ALCL and plans are made for a multidiscipli-
nary review, which suggests preoperative
workup with PET CT scan, implant removal,
total capsulectomy and formal pathology of the
effusion, capsule and tissue.

The diagnosis of breast implant-associated ALCL
triggers Ginny's insurance coverage. The patient
is fortunate in the malignant cells are confined
to the fluid, with no pathological signs of inva-
sion into or outside the capsule. This favorable
situation usually dictates that no further treat-
ment will be needed.

Discussion
It’'s important to have a preoperative financial
agreement with the patient that covers future

Plastic Surgery The Meeting courses,
panels now available on PSEN

he Plastic Surgery Education Network (PSEN) is offering more than 150 hours of
General Session panels and Instructional Courses recorded during Plastic Surgery The
Meeting in Boston on Oct. 16-20. ASPS members who attended Plastic Surgery The
Meeting receive the entire recording package free as part of their registration bundle (avail-
able online via “My PSEN/My Courses” area on psenetwork.org.) For others, the entire pack-
age of Instructional Courses, which contains more than 90 hours of recordings, is available
for $599; a package of 60+ hours of recordings from General Sessions A, B, C and D is avail-
able for $399. The entire 150+ hours of combined programming is available for $699.
For more information or questions about the available recordings, contact PSEN at

onlineeducation@plasticsurgery.org.

possible expenses such as lab tests, radiology
and pathology specimen, should a BIA-
ALCL entity be suspected. It has been estab-
lished that early recognition and appropriate
treatment for the condition can have a
very positive result. Having such an
agreement in place assists with the under-
standing of the importance of routine
follow-up — especially if a change in
breast shape occurs. The usual presentation
is a unilateral swelling of a breast, absent a
history of trauma.

Informed-consent documents should
include information about BIA-ALCL to
promote patient follow-up and help ensure
that the patient understands that future
expenses would be incurred should the
course change. This information should
reflect the need for recognition of symptoms
and early diagnosis of this very rare entity,
and for patients to follow-up with their
surgeon if they occur. The incidence of
BIA-ALCL is reported to be three in
100 million. In other words, of the tens of
millions of women who've received implants
over the past 50-plus years, there have been
approximately 150-160 reported cases
worldwide.

BIA-ALCL should be discussed with
patients as an extremely rare entity. Patients
experiencing unilateral swelling and a
change in breast shape should be encour-
aged to return for follow-up and be aware of
the additional financial issues associated
with investigations.

If's also a good idea to have a revision pol-
icy that includes future revisions as deter-
mined by the surgeon along with the patient,
for some finite period as long as the patient
keeps appointments and follows recom-
mended post-op care and instructions.

This vigilance is important for diagnos-
ing BIA-ALCL, as the plastic surgeon may be
the best to suspect this rare entity as well as
understand the necessary diagnostic tests
and studies. These may include an ultra-
sound of the breast(s), mammogram when
indicated, aspiration for cytology (CD30
immunohistochemistry), cell block and cul-

“Onc

= Door to Door service.

Leeches!
” 24 hours.
Just like you.

« Only Leeches US.A. offers you real emergency service, 24 hours a day
« Customer Service Personnel ready to take your order, 7 days a week.
* Immediate shipping on the next available flight.

Immediate/Overnight Shipment
Monday - Friday, 9 am. - 4:30 pm. (EST)
1.800.645.3569

All other times see Emergency Delivery Service
Immediate shipping on the next available flight

On Call
24 hours, 7 days a week
Door to Door Emergency Delivery Service

1.800.473.4673
In Canada, call 1.877.373.9222

Immediate shipping on the next available flight

(5[ EECHES US A.n

300 Shames Drive, Westbury. NY 11590 U.S.A « 516.333.2570 » 1.800.645.3569 * Fax: 516.997.4948

www.leechesusa.com

tures. Formal discussion with the patholo-
gist is recommended.

The exact “cause” of ALCL remains
unproven. One observation suggests tex-
tured implants may have some increased
association, and early research indicates a
bacterial biofilm around implants may also
have an association. Whatever the source,
the association of implants and BIA-ALCL
is real but the rarity of this entity limits
definitive conclusions. Further ongoing
research by Dr. Clemens, ASPS/PSF initia-
tives, ASERF-sponsored studies and other
research may help elucidate this association.

Early diagnosis and treatment appear to
result in a successful resolution when the
tumor cells are confined within the capsule
without invasion. A more severe course may
occur when tumor cells have invaded the
capsule or are present outside of the capsule.

Please report any cases to The PSF’s
Patient Registry and Outcomes For Breast
Implants and Anaplastic Large Cell
Lymphoma Etiology and Epidemiology
(PROFILE) registry, as a mechanism to
prospectively track patients and outcomes.
To add this critical information to the reg-
istry, go to thepsf.org/PROFILE.

Dr. Reisman is chief of plastic surgery, CHI 5t.
Luke’s Health-Baylor St. Luke’s Medical
Center, and clinical professor, Baylor College of
Medicine, Houston. Dr. Clemens is assistant
professor of plastic surgery, MD Anderson
Cancer Center, University of Texas, Houston.

ASPS seeks
nominations
for Special
Achievement
Award

he Society is accepting nomina-

tions for the prestigious ASPS

Special Achievement Award, which
is awarded by the Trustees. Established in
1976, the award is presented annually at
Plastic Surgery The Meeting to an out-
standing physician who has brought credit
and distinction to plastic surgery.

Nominations must be submitted by
Feb. 10.

All nominees with recognized profes-
sional excellence in some phase of plastic
surgery or related fields, irrespective of age
or years in practice, will be considered
based on clinical practice and application,
community and civic accomplishments,
organizational and executive perform-
ance, and teaching and research.

The 2015 honoree was Joseph G.
McCarthy, MD, New York, who has made
many outstanding contributions to the
specialty of plastic surgery, including the
development of the concept of craniofa-
cial distraction, which revolutionized the
discipline of craniofacial surgery.

Any ASPS member may nominate one
or more individuals for the award. Names
of candidates and supporting documenta-
tion should be submitted in writing to
ASPS Trustees Chair Michael McGuire,
MD, at awards@plasticsurgery.org; by fax
to 847-709-7517; or by mail to Dr.
McGuire, c/o ASPS Executive Office, 444
E. Algonquin Road, Arlington Heights, IL
60005-4664.
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