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SAUDI PLASTIC SURGERY CARE SOCIETY (SPSCS)
Recommendations Regarding Textured Breast Implants

SPSCS acknowledges that the current literature available orABTA is
continuously expanding and, therefore, all the information and guidelines bel:
are subject to change as additional data emerges:

1) To date, there has never been a case of-BLAL in a patient that had only

smooth implant(s).

2) There is no association between the surgical technique at time
implantation and the development &IAALCL.

3) No plastic surgery society and no government agency in North Americi
iIs recommending the prophylactic removal of macro textured breast

implants or any other type of breast implants in regards to-BLACL.

H!l G LINBaSyidzr Al Aa o0StASOSR GKIF QG
for smooth ones with or without capsulectomy doest eliminate the risk
of a patient developing BIALCL.

5) The prophylactic removal of textured breast implants and capsule to aas
LI GASYyiQa 02y OSNY | yARCL Via® heerfagshidiats
with significant morbidity. Potential complications could includ
pneumothorax, exposure of the pericardium, and damage to major blo

vessels. It could also subject the patient igrsficant bleeding.

6) When planning prophylactic removal, all the above mentioned risks
need to be discussed with the patient, emphasizing that complete

capsulectomy does not necessarily prevent-BlIACL.
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7.)Educational material, regularly updateebsites, and pamphlets providin
information about this possible association should be provided to surge
patients and personnel from other specialties working closely with ple

surgeons.

8) It is important that all plastic surgeons inform thegdatients of the risk of
BIAALCL should the patient choose textured implants, and document t
O2YLX SGS RAAaAOdzaadAA2Y Ay UGUKS LI GA¢

9) Surgeons should followp their patients annually posimplantation for

at least 10 years.

10) Surgeons, clinics andhpitals should keep a breast implant registry for
years.

11) Breast implant manufacturers should provide smooth implants to
hospitals and clinics.

12) Manufacturers should keep a registry and make it accessible to pla
surgeons to facilitate the reportingf any new cases.

13)In light of the current available evidence, textured breast implants
should only be used with caution and surgeons must be able to tracl

and reach their patients for early detection of any changes.

14) Market analysis included in the SFD&port needs to be updated, anc

should include more recent data from last year andjliarter of 2020.

15) Laboratories and pathologists should be educated, and provided v
guidelines and diagnostic criteria when sending out fluid for cytology (i

cytological markers CD3fositive and ALiegative Tcell lymphocyte).

16) SPSCS recommends following the National Comprehensive Ca
Network (NCCN) 2020 Consensus Guidelines for the diagnosis, workug

management of BIALCI(see attached appendix).
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Network®

daten ensive NCCN Guidelines Version 1.2020
NCCN R Breast Implant-Associated ALCL

NCCN Guidelines Index
Table of Contents
Discussion

CLINICAL
PRESENTATION?

Physical signs®
(effusion,
enlargement, mass,
ulceration) >1 year
post implantation
(Avarage 7-9 years
post-i

INITIAL WORKUP

Ultrasound of

breast

or

Breast MRI in
—* | selected cases

or

PET/CT scan®

in s

cases

FNA of fluid
———— |around breast
implant

Any
effusion

Mass —— Biopsy of mass

Breast MRI, if
— not previously
done

Ultrasound
inconclusive

with T-cell

PATHOLOGIC
WORKUP®

ESSENTIAL:

= Cytology with cell
block prepamtion"

* IHC and/or flow
cytomet for CD2,
CD3, CD4, CD5, CD7,
CDB' CD30, CD45, and

USEFUL UNDER

CERTAIN

CIRCUMSTANCES:

= If there is solid
mass associated
with the implant,
biopsy (excisional
or incisional or core
needle) may be

required for diagnosis

Second
|!f . | pathology
lof lymphoma |  |by tertiary
cancer center
Refer to
Ioe]gallve plastic
surgeon for
lymphoma management

Histologic
confirmation

or susp'u:icaus}_v See BlaA-2
of BIA-ALCLY

See References on BIAA-A

2 Rare cases with parenchymal breast or nodal involvement may have an aggressive course more in line with systemic ALK-positive ALCL (See TCEL-3). Optimal
treatment of these cases is not well defined and management should be individualized.
t'A msjorlly of cases have been seen in textured implants (Miranda RN, et al. J Clin Oncol 2014;32:114-120).

\as often have extranodal disease, which may be inadequately imaged by CT. PET scan may be preferred in these instances.

‘1 Larger volume of fluid yields a more accurate diagnosis. If possible, obtain >50 mL for cytology and cell block; >10 mL for flow cytometry immunophenotype.
© See Principles of Molecular Analysis in T-Cell Lymphomas (LYMP-A}.

! Breast implant-associated ALCL (BIA-ALCL) is usually ALK-negative but has a good prognosis.
9 The FDA recommends reporting all BIA-ALCL cases to the PROFILE Regisliry: www.thepsf.org/PROFILE.

Note:

| recommendations are category 2A unless otherwise indicatad.
Cllnlcal Trials: NCCN believes that the best managemaent of any patient with cancer is in a clinical trial. Participation in clinical trials is especially encouraged.

BIAA-1

Varsion 1.2020. 01/06720 © 2020 National Camprehenssse Cancar Network® (NCCN®), All ighis resarverd. NCON Guidalines® and i iusiaiion may act be reproducss n any fonm wihout the Sxpress wiitten parmission of NCCN.

National
Comprehensive

NCCN Guidelines Version 1.2020

NCCN Guidelines Index
Table of Contents

N See Proposed TNM

K In approximately 4.6% of cases,
| See Principles of Radiation Thera
m Brentuxnmab vedonn may be appropriate for low burden disease in selected patients.

for Breast Implant-A:

LYMP-D).

© Palients with T-cell lymphomas often have extranodal disease, which may be inadequalely imaged by CT. PET scan may be
preferred in Lhese instances.
9 The FDA recommends repomng all BIA-ALCL cases :o the PROFILE Reglslr}r WL&Q&LE

! For BIA-ALCL, bone marrow biopsy is only needed in selecled cases (eg. extensuve disease or unexplamed cytopenia).
1 Eg, oncologist, surgical oncologist, plastic surgeon, hematopathologist.
lymphoma was found in the contralateral breast (Clemens MW, Medeiros LJ, Butler CE, et al. J Clin Oncol 2016;34:160-168).

NCCN S Breast Implant-Associated ALCL Discussion
LYMPHOMA WORKUP TREATMENT FOLLOW-UP
AND STAGINGM
Observation
* H&P for every 3-6 mo
Complete for 2y and then as
ion with clinically indicated
no residual | |* % C/A/P CT with
disease contrast or PET/CT
scan® as clinically
indicated
+ Recommend discussion « Total capsulect s
of treatment options with and excision of capsule/ I Di dj
multidisciplinary team! associated mass implant/breast treati t opti with
* H&P exam, including complete with biopsy of or partial muItldlsc:lenary team
skin exam supicous node(s), capsulectom: o RT' for Iocal resldual
Histologic » CBC with differential explantation with residual |—>
confirmation » Comprehensive metabolic panel « Consider removal disease * therapy (as Ilsted
or suspicious =+ |+ LDH —| of contralateral regional below), if node
£ BIA-ALCLY « PET/CT scan® implant* lymph node positive or RT not
o » Echocardiogram or MUGA scan * Consultation with involvement feasible
if anthracycline-based regimen surgical oncologist
is indicated recommended
* Pregnancy testing In women for patients with » Consider systemic therapy
of child-bearing age (if preoperative tumor Extended (ad)h:?:)g‘r:naal I?(ldeedzl!n’“-"
chemotherapy or RT planned) mass di » Brentuximab vedetin +
(stage II-IV) rentuximab vedotin

CHP (cyclophosphamide,
doxorubicin, and
Erednlsone)“

» CHOEP:
» Dose-adjusted EPOCH

° Oral eloposude dose of 200 mg/m2 (PO dosing of etoposide is 2x the IV dose) may be substituted on days 2 and 3 for IV etoposide. Consider splitting the daily
doses of oral eloposide over 200 mg.

See References

Note: All recommendations are category 2A unless otherwise indicated.
Clinical Trials: NCCN baliaves that the best management of any patient with cancer is in a clinical trial. Participation in clinical trials is especially encouraged.

on BIAA-A

BIAA-2

Version 1.2020, 01/06/20 © 2020 Natios! Camprehensive Cancar Natwork® (NCCN®), All ights rssrvadd. NCCN Guidalines® and this Bustrafion may ot be raproduced in any form without the sxpress written parmission of NCCN.
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