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1.Foreword

er,
ntific committee of DBIR is proud to present
ss our gratitude to all/l plastic surgeons and

registry daily. They activelgasegi mpkeanabl anp
panders even though administrative work cont
ay practice.

Scientific Board-saacgkircawlredlged itnhatalwelelgi st ri
ating robust evidence and ensuring both pati
rs play a vital rol e in safhdguwamdirekgt publ i

processrassr kand sposeill ance, as required by
in the Netherlands by the 1 GJ (link). It i
meet safety standards. On tthees og diteg n thiaanld , r iis
e prepared to rezaperdd meiatshurewi deongea ot ect pu
registries also serve as invaluable tool s fc¢

ing adverse events tdmentgharsdg sdreanlayt sics . measur

aims to provide value dwordihardian@ iamail glstis fwr

er s, including patients, heal t hcare professi
his, we publish reports at hviacrhi oiuss d peevne | asc. c et
able online, including on PubMed, as wel |l a ¢
actices and per fsoprentainfciec, raenpdo ritnsd upsrtorvwwi di ng i n
industry, these reports are essential for supfg
monitoring of devices. They are intended fo
shared with relevant authoritéesesanducbtifiéh
These reports are not intended for mar keti ng
and the revenue generated is reinvested int
ptimizing automati on, data validatihhnoputamoamessi and a
f or i nnmarak dtons warnwe iplolsanc e .
, we are introducing a new section in our Al

qguestion submitted byodawhmémieer aot |l omi cé¢ ammu

ntative, or anodared Kkregvisdteeakamodndewdra. udMeng DE

nf or mat i
nat omi

- 0 9 To T -

easons

initiative offers valuable insights into to
ngagement wi t h t he registry. Anot her addition to
on of i mpl ant characteristi cst urwhser es uccohmbda :
cal shape and silicone fill, wild!l be reported
characteristics. Lastly, we have included su
for revision surgery in permanent breast i mpl
DICA DBIR
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In 2025, DBI R wi || focus on improving the manual da

registration process for users. We will continue to of
and encourage broader adoption. Addi tionaliloyn, owe pl «
meshes and ADM. At the same ti me, we wi | | coll abora
develop an international platform for sharing, mer g
anal yses, with the goal of producing a global annual

Toget her, we are working towards enhanci hg breast i mp

Best regards,

on behalf of the DBIR Clinical Audi t Board & DBI R Sc

Hi nne Rakhorst, MD, PhD, chairmain DBIR committee
Prof. M. A. M Mureatd. E. Ho mme s , [\
B. E. Becherer, MD, M. de Boer, MEC A. C. M. van Bommel ,
J Hazel hof f , MSc M. J. Hoor nweg, X. H. A. Keuter, MD,
P.L.T Liem, MSc P. E. Mel s e, MD | . Mo e s , MSc
Prof . H. M. VerkooijJ.J. Vrolijk, D. A. Yaf@ag, MD, PhD
DICA DBIR D I CA 's-‘afveing
Dutch Breast Implant Registry data
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2. Regi sparysonnel

The clinical content of DBIR is managed by a del ega
Net herl ands Society of Pl astic Surgery, subdivided
Scientific Committee. Daily management of théyregistr
DI CA, the Dutch Institute for Clinical Auditing.
DBIR Clinical Audit Board
T H.A. Rakhorst, MD, PhD, chair man, pl astic surgeor
Enschede and Ziekenhuis Groep Twente, Al mel o and
T Prof. M. A. M. Mureau, -c M®i r mRmD, Priodessor of On
Reconstructive Surgery at Erasmus MC Cancer I nsti
Rotterdam, Rotterdam,;
T J.E. Hommes, MD, PhD, secretary, plastic surgeon &

Den Haag.

DBI R Scientific Committee

T B.E. Becherer, MD, PhD, consultant at Al egro Medi

T M. de Boer, MD, PhD, plastic surgery resident at
Center +, Maastricht;

T A.C. M. van Bommel , MD, PhD, pl astic surgeon at Ant
Amster dam,;

T J. Hazel hof f, MS ¢, registry manager at Dutch I nst

T M. J. Hoornweg, MD, PhD, plastic surgeon at Ant on
Amster dam,;

T J. E. Homme s, MD, PhD, secretary, plastic surgeon a
Den Haag;

T X. H. A. Keuter, MD, PhD, pl astic surgeon at Vi eCi
Maastricht University Medical Center +, Maastrich

T P.L.T. Liem, MSc , director of the Netherlands Soci

1T P. E. Mel s e, MD, <clinical researcher at the Dutch
and PhD candidate at Erasmus Medi cal Center Rotte

T 1. Mo e s , MSc , data scientist at the Dutch Institu
PhD candidate at University Medical Center Utrech

T Prof. M. A. M. Mureau, -c M®i r mamD, Priodessor of On
Reconstructive Surgery at Erasmus MC Cancer | nsti
Rotterdam, Rotterdam,;

T H. A. Rakhorst, MD, PhD, chair man, pl astic surgeor
Enschede and Ziekenhuis Groep Twente, Al melo and

T Prof. H.M. Verkooijen, MD, PhD, PiGafidedorMrefatmnealtu
at Division of Imaging and Cancer, University Med)|]

T J.J. Vrolijk, MD, plastic surgery resident at Ams

Amsterdam and PhD candi dat e at Maastricht U
Maastricht;

ni v

1T D. A. Y-dbhag , MD, PhD, epidemi ol ogi st and pl astic
Uni versity Medical Center, Amsterdam
DICA DBIR
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2. Registry Persont

DBI R Audi t Commi ttee

T B. O. Verwer, MD, PhD, plastic surgeon at I sal a
T ¢. Schouten, MD, PhD, plastic surgeon at Rijnstat
T N. M. A. Krekel, MD, PhD, plastic surgeon at Alrijn

For mer members DBIR committee

1T M. Cromheecke, MD, PhD, plastic surgeon at Zipper

and Zwol | e;

T Prof. R. R. J. W van der Hul st , MD, PhD, Professor
Surgery at Maastricht University Medical Center +

T Prof. I . M. J. Mat hi j ssen, MD, PhD, Professor of Pl
and Hand Surgery at Erasmus MC, University Medica

T L. Zaal , MD, PhD, plastic surgeon at Velthuis kI

1T P. E.R. Spronk, MD, PhD, gener al surgery resident
Centrum, Lei den.

DICA DBIR
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3. Fact (sNeet

DUTCH BREAST IMPLANT REGISTRY
FACT SHEET JAARRAPPORT

2023

Over DBIR
De Dutch Breast Implant Registry (DBIR) verzamelt gegevens over borstimplantaten
en operaties in Nederland. Het doel is de zorg voor patiénten te verbeteren door inzicht te

krijgen in de veiligheid en kwaliteit van implantaten. Daarnaast helpt DBIR patiénten snel
terug te vinden bij een terugroepactie van een implantaat.

Check of uw implantaat in DBIR geregistreerd staat via www.implantaatcheck.nl.

In 2023 zijn 10.177 patiénten, 11.547 operaties en 13.474 geplaatste borst
implantaten geregistreerd in DBIR. Dit zijn geplaatste implantaten na bijvoorbeeld een
borstreconstructie voor borstkanker of een cosmetische borstvergroting. Van alle
geplaatste implantaten in 2023 is ongeveer 30% geplaatst vanwege een
borstreconstructie en 70% vanwege een cosmetische borstvergroting.

/ Heroperaties na borstreconstructie

In 2023 zijn 1.665 patiénten aan een of beide borsten opnieuw
geopereerd na ooit een borstreconstructie te hebben gehad.

De top 5 redenen voor heroperatie in 2023 zijn:
1.Verhard kapsel rondom het implantaat
2.Borstpijn
3.Kapot implantaat
4. Asymmetrie
\&Ontevredenheid met volume na gemiddeld 2 jaar /

/

Heroperaties na cosmetische borstvergroting \

In 2023 zijn 3.922 patiénten aan een of beide borsten opnieuw
geopereerd na ooit een cosmetische borstvergroting
te hebben gehad.

De top 5 redenen voor heroperatie in 2023 zijn:
1.Verhard kapsel rondom het implantaat
2.Kapot implantaat
3.Wens van de patient, zonder medische reden
4. Borstpijn
\S.Ontevredenheid met volume na gemiddeld 2.5 jaar /

DISCLAIMER
De aantallen in dit fact sheet kunnen verschillen ten opzichte van het jaarrapport, omdat het fact sheet data op patiéntniveau
toont en het jaarrapport op implantaatniveau.

Voor meer algemene informatie over borstimplantaten, ga naar:
@ www.igj.nl/onderwerpen/borstimplantaten DICA DBIR

& https://www.rivm.nl/medische-hulpmiddelen/siliconen-borstimplantaten Dutch Breast Implant Registry

DICA DBIR
8 DBI' R annual rleUp ort 2023 Dutch Breast Implant Registry

Copyrightspd A2 All rights r



3.Fact

DUTCH BREAST IMPLANT REGISTRY
FACT SHEET ANNUAL REPORT
2023

About DBIR

The Dutch Breast Implant Registry (DBIR) collects data on breast implants and
surgeries in the Netherlands. The aim is to improve patient care by understanding the
safety and quality of implants. Additionally, DBIR helps to find patients quickly in case of
an implant recall.

Check whether your implant is registered in DBIR via www.implantaatcheck.nl.

In 2023, 10.177 patients, 11.547 operations and 13.474 inserted breast implants
were registered in DBIR. These include breast reconstructions after breast cancer and
cosmetic breast augmentation. Of all implants placed in 2023, about 30% were inserted
because of breast reconstruction and 70% because of an aesthetic breast
augmentation.

/ Reoperations after breast reconstruction

In 2023, 1.665 patients underwent reoperation on one or both breasts
after previously having had a breast reconstruction.

The top 5 reasons for reoperation in 2023 were:
1.Hardened capsule around the implant
2.Breast pain
3.Implant rupture or deflation
4. Asymmetry

\S.Dissatisfaction with volume after around 2 years

/

Reoperation after aesthetic breast augmentation \

In 2023, 3.922 patients underwent reoperation on one or both breasts
after previously having had an aesthetic breast augmentation.

The top 5 reasons for reoperation in 2023 were:
1.Hardened capsule around the implant
2.Implant rupture or deflation
3.Patient request, without an underlying medical condition
4. Breast pain

\S.Dissatisfaction with volume after around 2.5 years /

DISCLAIMER
Numbers in this fact sheet may be different from the annual report because the fact sheet shows data at the patient level and
the annual report at the implant level.

For more general information on breast implants, go to:
@ www.igj.nl/onderwerpen/borstimplantaten DICA DBIR

& https://www.rivm.nl/medische-hulpmiddelen/siliconen-borstimplantaten Dutch Breast Implant

DICA DBIR
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4. Background

Rationale for the registry

Since April 2015, the Dutch Breast I mplant Registry (
of patients, surgical procedures, and breast i mplants
the quality of breast implant surgery icantlhe Neoethlemrlsa
a track and trace system for recall purposes. Heal t h
their quality of care and complications by anonymous.|l
to other centers in the Netherhandss (wag,,tbenphmat H
can be evaluated and points for improvement may be i
quality indicators is published on the Transparency
publicly alvlai Pablf)ec(Fsurt her mor e, participants of the
dat a from t he registry for sci el’t i fResepeoskar ch

(www. dica.nl /dbir/)onder zoek
Governance

The DBIR was developed by commission of the Netherl q
(NVPC). A delegation of the NVPC, which is split into

Commi ttee, manages the content of the r egée satnrayl yasneds s a
and the interpretation of data. The daily management
Dutch Institute for Clinical Auditing (DICA), an inde
DICA manages and supports <clinicaNetdcuwtrdamea sr, e gaii gmti rnige
quality i mprovement, transparency, and cost savings i
covered by a fixed fee per i mpl ant (EUR 28). This f
i nsurance (ZN) for patient s restei vimpd amtecomustgreu gt iav
heal thcare institutions in case of cosmetic breast au
Patients are involved

Patients can check whether their plastic surgeon has

t he DBI R. On t hemp lwabtsa d tec,h e platnlent s may enter t he
combination of the manufacturer's name and the serial
can find this information on the i mplant card provid
website subsequently provedeegi sfoamabhostabnus hof th
refers to reliable sources containing information ab
website serves as an information tool for patients du
the breast i mpl amtt hes riencveolllveadr inot .

Registry participation

DBI R is a national soupgr asmécsttirwe ,widpht mandatory regi st

surgeons in the Netherlands who are members of the Ne

Surgery (NVPC). I n contrast tocetrheéefi edugpdacarsst s$acr esk y

all owed to perform breast i mplant surgery in the Neth

private clinic. Every year, the nationwide coverage o
2R

10 DBIR annual rldport 2023 E:gt{}a:é)iét‘l\ﬁnplantRegistry
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4. Background

relative to the eligible number of institutions known
Il nspectorate (1 GJ). Wi th special thanks to all pl asti
who have contributed to the registry, the DBIR has ma

nationwide coeedbddddofparticipation of 8.h@ dfostphda al s a
private ¢liignmir)esi (

Figur &€Colvv.erage of DBIR in the Netherl ands

100% -+

75% -
B participation in DBIR

No participation in DBIR

50% - 100%
93%

Percentage of institutions

25% -

0% -
Hospitals Private clinics

(n=69) (n =40)
DICA DBIR
Dutch Breast Implant Registry
Methodology
The dataset of the DBIR is based on a core dataset developed by the International
Collaboration of Breast Registry Activities (ICOBRA) 1. All patients undergoing implantation,

replacement, or explantation of a breast implant (including tissue expanders) are eligible

for inclusion in DBIR. Healthcare institutions may register their data using an online data

entry portal or via automated batch es extracted from electronic patient records. A
methodological council, consisting of statisticians, epidemiologists, physicians, and data
scientists, develops and secures the statistical methods used for analyses. To remain up

to date, the quality registr ies of DICA undergo yearly updates, including removal,
adjustment, or modification of data points.

Privacy

A certified Trusted Third Party (MRDM), appointed by the healthcare institutions and

serving as an extension of the healthcare institutions, processes the data before they are

forwarded to DICA. The data which DICA receives can no longer be traced back to individual
patients. This process complies with the General Data Protection Regulation (GDPR, or AVG

in Dutch).

13pOiTE o0%w2h "ACOi (h 6EOExAT AGE 3h #01 OAEA 'h %AOI AOGO 'h %l AARO w%h

OACEOOOEAOGG )1 OAOT AGET T AT #1111 AAT OAOQEI0I AGH "20MA4 G G A @EEENMBU W GAUGHOHE (
DICA DBIR
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4. Background

GS1 standards in DBIR

Since the start of DBIR, the industrial partners who distribute breast implants in the
Netherlands have been actively invited to embrace standardized barcodes and product
identifiers. According to European regulations, GS1 is one of the two techniques to p rovide
a Unique Device Identifier (UDI) to a medical device. This UDI is unique for every single

implant and contains information about the Global Trade Item Number (GTIN), serial

number, batch/lot nhumber, and expiration date. With the support of GS1, DBIR has
incorporated barcode scanning technology for data entry in the online Data Entry portal.
By scanning the standardized GS1 -barcode, the GTIN, serial number, batch/lot number,

and expiration date are automatically registered ( Figure 2 ). In the future, this GS1
barcode will also be used to automatically register implant - specific details such as texture,

fill, and shape. Therefore, this technology is crucial for the reduction of the administrative

burden and typing errors in our registry

Figure 2. By scanning the GS1 barcode or matrix, important device identifiers are
prefilled in the registry
Barcode: GS1-128

b (01) 0 5410013 11100 9 (17) 160527 (10) ABC123 (21) 12345678

Barcode: GS1 DataMatrix
’?/\ Product Identifier (GTIN)

@ D expiration Date

@»(01) 05410013 111009

® (17) 160527 Batch/Lot Number
(10) ABC123
© (21) 12345678 B) serial Number
DICA DBIR
12 DBIR annual rlsUp ort 2023 Dutch Breast Implant Registry
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5.DBl Rnswer s

" )
DBI'R aims to provide insightful and i mpactful
chapter "DBIR answers", we attempt t o daccltiinviec
patients, and ot herdtkoe ya dsdtraeksesh otl hdeeirrs most pr e
We encourage our audience to send us question]
concern. These could cover a wide range of to
out comes, or any other relevant matter. I n fu
qguestisammi tted and select those that canTdhe 4
introduce this new chapter, the committee has
qguestion.

\— _

Guestion N

I n DBI R, the revision indication AOthero is ¢
breast i mplant revision. However, what specif
Answer

Over the years, several revision reasons, inc
the contral ater al side, and replacement with
DBI'R. These were, however, stildl frequently <c
ths report, we have reclassified all O60thero
resulting in a more representative reporting
(Tabl9Tabl e, 1dandbll&8) This reclassification for
further explored and i mplemented in the futur

The remaining 6other6 reasons for revision af
as suspicion of wkivilteappue@adnendiorpann atcitvel v and
the removed i mplant. The | atter categorfy ilg fig
guarantee to demand revision surgery.

We wi | | continue to monitor these areas cl ose
(egistry i f needed.
B

I f you have a question you wouDBRBIIl RAn&kwerisn béec
annual report, dbint@&@ditcasnkhi a

DICA DBIR
Dutch Breast Implant Registry DBI'R annual replo3t 2023
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6. eRgi stry out put

Gener al

In this report, breast i mplants or breast devices ar.
wel | as permanent breast i mpl ant s. When analyses wer
this is indicated in the titles of figures and tabl es
Clinical differences were found between patients who |
indications and patients who opted for cosmetic bre
results in this report are presented seperwatilecyh for

i her ventyipseas not stated were excluded fr qm5t he comalsy s ¢
in 2023).

Reconstructive prooetudes the indications:

1T Reconstruction after mastectomy for cancer (suger
or both breasts were removed as a treatment for b
T Reconstruction after prophylactic mastectomy (sur
one or both breasts were removed to reduce the ri
T Reconstruction benign (surgery to restore or creat
with | oss or absence of all or some breast tissue
breast conditions, or gender reassignment surgery

Aesthetic prpciedolkedes sol el y:

1 Aest het i caubgrneeansttati ons (cosmetic surgery for breas

DICA DBIR
14 DBIR annual rlsUp ort 2023 Dutch Breast Implant Registry
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6. Registry outpt

Gener al
Regi stered procedures
I ntotal, from the start of the registry in April 2015
9020Patieanntds06, 7Brfocedures have been r(égghbtfleh®d i n DE
includes insertion onl vy procedures, repl acement su

procedures with both tissue expanders and permanent

was known (reconstructiVvVahloni  deastthatiecs)pati ent s Wi
reconstriucdii veear en more | i kely to undergo multiple s
patientesosméethi €east augmentati on. Generally, t he maj
received breast implants bilaterally and reconstru

Tabkl ll.ndications for insertion only, repl acement, an
with tissue expanders and permanent breast i

Patients* Procedures

Indication 2015-2023 2015-2023

Reconstructive

Reconstruction post cancer 16,621 (18.2%) 2,230 (21.9%) 25,866 (24.2%) 3,054 (26.4%)
Reconstruction post prophylactic mastectomy 2,339 (2.6%) 476 (4.7%) 3,677 (3.4%) 689 (6.0%)
Reconstruction benignt 1,494 (1.6%) 230 (2.3%) 2,037 (1.9%) 281 (2.4%)
Aesthetic
Aesthetic augmentation 64,085 (70.3%) 7,194 (70.7%) 66,919 (62.7%) 7,470 (64.7%)
Overall
Total 91,209 (100%) 10,177 (100%) 106,787 (100%) 11,547 (100%)

*Patients and procedures are presented as unique patients and unique procedures. Some patients had multiple surgeries.
1Including congenital deformity, symmetrizing augmentation (after contralateral postmastectomy reconstruction), and gender reassignment surgery.

DICA DBIR
Dutch Breast Implant Registry DBI R annual replobt 2023
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6. Registry output

Gener al

Regi stered patients

The number of reghateacdepatdentver the ybkbasmatrasd.t he r e

In 2028939patients in the Netherlands had ata | east
reconsveudtnidi,caamdmpm4 had at | east one breast i mpl ani
augment gEiigowur)eTBe | ines in the figure indFohtetashe nur
reconstruction, the number of new pati entssedwiutnht iilnse
2019, whereaft ermoirte roermtladndesewheafsor aesheticthndicati

number increasea@dndndedr @82d4d i n F®22 tdared ex@p2ZAnt ati on
it should be noted that the explantatioandalpegacecy r a:
devi ces (idresvdrcteesd b e)f oarree 2e0xlc5l uded from anal yses.

Figur elrod.al number ewiftsp an in situ(kuenanut aiampled nt
numberi nosfe rstaina@n e x pl asn tpaetri,oyre@ir stienr eddBl R wi t h reconstru
and aesthetic i nid2i0c2a3t)i ons (2015

Reconstructive Aesthetic

50,000 50,000
45,000 45,000

40,000 40,000

in DBIR

35,000 35,000

30,000 30,000 Registered patients

(per year)
— Insertion

25,000 25,000

5 20,000 £ 20,000 - - Explantation

15,000 15,000

10,000 BB1T 10,000

Number of patients with device in DBIR

Number of patients with device

5,000 3,404 . 5,000
1000 2090

2015 2016 2017 2018 2019 2020 2021 2022 2023 2015 2016 2017 2018 2019 2020 2021 2022 2023
Year Year

Regi stered breast devices

I'n 2023, 7®reast devices inserted fosanddog®@viuceisve i
in tmawvwe been re®dPBs Fergeud)eTe | ines in the figure indic
of inserted and replaced or ekpt abredstdeviecesaspeuctyi
number nofwyi nserted breast dde vu rcteisl, | MbiE®as éor aest het
i ndi catthiiomsnumber incréasaddudect edd@d Exfptlarnwartdson r a
increased between 2019 and 2022 for both indication g
that the explantation capture rate is not fobkytedmpl ¢
before)2@t® excluded from anal yses.

DICA DBIR
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6. Registry outpt

Gener al
Figur elro4 .al numbsirt wfbriemast i mplants (cummul ative),
insertions and explantations per year, registered i
aesthetic indiiadt2i3gns (2015
Reconstructive Aesthetic
90,000
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Registered procedures by healthcare institution
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for insertion only, replacement, and expl artoati on o
aesthetic indications, most insertion only, repl aceme

were performed in pri8%teaBii nfrespedbiogeb)eg.) (

Figub.eHeal thcare institution type intervention type f
indications, breast | evel
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6. Registry output

Gener al

I nserted devices per manufacturer and brand

In 2023, permanent implants, and tissue expanders fro
manufacturers) wWealkl ¢ n2\Veorstte dbris ¢ iteevd ces wer e manufact
by Mentnor20Ri3guéproviamnrsoverview of the distribution b
reconstructive and aesthetic devices that have been i
brand.

Tabl eN@mber of devices inserted per manufacturer
Manufacturer (brand) 2015-2023 2015-2023
n (%) n (%)
Allergan (Natrelle) 13,189 (10.6%) <10 (<1.0%) 3,954 (29.7%) <10 (<1.0%)
Establishment labs (Motiva) 22,075 (17.7%) 3,300 (28.4%) 484 (3.5%) 221 (16.8%)
GC Cosmetics (Eurosilicone) 9,423 (7.5%) 684 (5.9%) 1,062 (8.0%) 28 (2.1%)
GC Cosmetics (Nagor) 1,499 (1.2%) 104 (0.9%) 129 (1.0%) 69 (5.3%)
Groupe Sebbin 156 (0.1%) 0 (0.0%) 0 (0.0%) 0 (0.0%)
Laboratoires Arion (Monobloc) 611 (0.5%) 0(0.0%) 0 (0.0%) 0(0.0%)
Mentor 68,786 (55.1%) 6,705 (57.7%) 7,188 (54.0%) 940 (71.6%)
Polytech 6,830 (5.5%) 777 (6.7%) 412 (3.1%) 43 (3.3%)
Other 78 (0.1%) 0 (0.0%) 0 (0.0%) 0 (0.0%)
Not stated 2,273 (1.8%) 38 (0.3%) 99 (0.7%) <10 (<1.0%)
Total 124,920 (100%) 11,608 (100%) 13,308 (100%) 1,301 (100%)

Figué.eeercentage of recorhsetiroctdeveces aaserted per br

100%
w
a
8 75%
E
]
k-1
-
1]
5
@ B Reconstructive
[ = [} A
:‘E 50% B Aesthetic
@
o
n
B
(-
a
g 25%
o

0%
Allergan Motiva Eurosilicone Nagor Mentor Polytech Not stated
(n=10) (n=3,521) (n=712) (n=173) {n = 7,645) {n = 820) (n=4a4
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6. Registry outpt

Gener al
I nhe two following chapters, results for reconstruc:
presented in separate chapteesthBotrersohapt drog déagerei
intervemneiconsd.s for which intervention type and/or in
excluded from the analyses in this report.
T I'nsertionnardluyded:
o Initial insertion of a new device.
0o Insertion of a new device in a patgpeati ovuig h n
i mplant surgery.
T Replacement duwnrcd airdye s :
o Removal of a device and insertion of the sa

o Replacement of TE with an i mplant.
o0 Replacement of a device with autol ogous tis

T Explantati omcdmulde s :
o Explantation of a device without replacement ¢

ti ssue.
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7. Registry outpt

Reconstructi ve

Types of procedures

In 2023, ad@bYaekonstructive procedures \Weirgeurneegsd st er

The following procedures were most of ten perfor med:
mastectomy for87pancedun(®&s) , unil ater al repl acement W
mastect omy for 7cameceedu(r&s) , and unil ater al expl an
mastect omy f @8 PcraoncceedruT(elsl) P Pati ents without a reigster
side -ounibilateral) are excludeablfe on the numbers in
Figur eRemg.i stered procedures with recio2n0s2t3r)ucti ve i n
5,000

4,260

4,163
4,000 3.845 3,893 3,981 3,961
3,139
2,489
1,562 I
O I

2015 2016 2017 2018 2019 2020 2021 2022 2023
Year

N W
-~ By
=] o
o o
[=] o

Number of registered procedures
=
k=)
o
o

Tabl eNBmber of reconstructi V2023 cedures (201°¢

Replacement with Replacement with

Indication Insertion only implant* autologous tissue Explantation only
- n (%) n (%) n (%) n (%) n (%) n (%) n (%) n (%)
2015-2023 2023 2015-2023 2023 2015-2023 2023 2015-2023 2023
Unilateral
Reconstruction post cancer 10,682 (68.8%) 987 (64.3%) | 6,620(582%) 871 (545%) | 603 (70.6%) 115 (71.4%) | 2,276 (63.0%) 388 (58.3%)
Reconstruction post prophylactic mastectomy 394 (2.5%) 61 (4.0%) 349 (3.1%) 68 (4.3%) 24 (2.8%)  <10(<1.0%) 145 (4.0%) 32 (4.8%)
Reconstruction benign 371 (2.4%) 29 (1.9%) 237 (2.1%) 40 (25%) | <10 (<1.0%) <10 (<1.0%) | 111 (3.1%) 24 (3.6%)
Bilateral
Post-cancer & post-cancer 1,777 (11.4%) 109 (7.1%) 1,804 (15.9%) 196 (12.3%) | 101 (11.8%) 20(124%) | 458 (127%) 77 (11.6%)
Post-cancer & prophylactic 822 (5.3%) 167 (10.9%) 615 (5.4%) 111 (6.9%) 52 (6.1%) 10 (6.2%) 127 (3.5%) 33 (5.0%)
Prophylactic & prophylactic 766 (4.9%) 134 (8.7%) 866 (7.6%) 168 (10.5%) 52 (6.1%)  <10(<1.0%) 202 (5.6%) 36 (5.4%)
Benignt & benignt 464 (3.0%) 18 (1.2%) 373 (3.3%) 54 (3.4%) <10 (<1.0%) <10(<1.0%) | 180(5.0%) 43 (6.5%)
Other 259 (1.7%) 31 (2.0%) 506 (4.5%) 90 (5.6%) | <10 (<1.0%) <10(<1.0%) | 116 (3.2%) 33 (5.0%)
Total
Total 15,535 (100.0%) 1,536 (100.0%) | 11,370 (100.0%) 1,598 (100.0%) | 854 (100.0%) 161 (100.0%) | 3,615 (100.0%) 666 (100.0%)

*Implant includes both permanent implants and tissue expanders.
tincluding congenital deformity, symmetrizing augmentation (after contralateral postmastectomy reconstruction), and gender reassignment surgery.
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7. Registry outoput

Reconstructi ve

Pati ent characteristics

(Tabl4e
Age
The mean age of patients undergoing an insertion onl\

the mean age of patients undergoing3peaepl @a8bmed}y, paw
the mean age of patients undergoing an explantation
12) .

ASA classification

For insertion only, replacement, and explantation onl
(60.8%, 62 . %, a na5%H respectively), foll o3wnead 18y4 ASAdc!| ass
26.0%, respectively). I n all intervention glresapsthaAaBA c

1% of the records.

Smoking status

At the time of reconstructive surgery, th® percaht age
types of prode&dBirteos . BIlanf t he cases, t havasmekitdterst at u
rgisterredqunknown.

Body Mass I ndex (BMI)

For insertion only, replacement, and explantation on
had a BMI bet ween 18.5 4n%4W, 2Z82%9 &mngd.mMB (Lspectively)
foll owed by a BMI of 256 0%,a2n9d.9%02 9a ®A.REg/ mBspectively).
5.6% to D2. 6 Wwe ptalte ematsi ent 6s BMI was not registered.
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7. Registry outp

Reconstructi ve

TabldePati ent characteristics,eseCd@B2Buctive proc

Insertion only Replacement Explantation only

2015-2023 2023 2015-2023 2023 2015-2023 2023

General characteristics

Number of unique patients 10,281 1,268 7,630 1,193 2,529 472
Number of unique surgeries 15,538 1,536 12,404 1,817 3,615 666
Age in years, mean + SD 49+ 12 48 + 12 52+12 53+ 12 56+ 12 57 +12
ASA classification
1 51.3% 33.9% 42.8% 31.4% 30.6% 26%
2 43.7% 60.8% 50.8% 62.6% 58.2% 62.5%
3+ 3.9% 5% 5.5% 5.8% 10.1% 1.1%
Not stated 1.1% <1.0% 1% <1.0% 1.1% <1.0%
Smokingt
No 51.3% 71.7% 66.8% 74.8% 73.6% 74.9%
Yes 7.7% 10.5% 8.9% 10.5% 10.6% 10.8%
Not stated 41% 17.8% 24.3% 14.7% 15.8% 14.3%
Body Mass Index
<18.5 1.4% 2.1% 1.5% 1.5% 1.9% 2.9%
18.5-24.9 35.2% 44.4% 44.5% 47.2% 42.6% 42.8%
25-29.9 19.4% 26.6% 26.1% 29% 32.1% 30.6%
>=30 9% 14.3% 10.8% 13% 16% 18.2%
Not stated 35% 12.6% 17.1% 9.2% 7.3% 5.6%

Abbreviations: ASA: American Society of Anesthesiologists

*The patient characteristics in this table are extracted from unique surgeries. Therefore, information on for example changes in Body Mass Index or
smoking behavior remains preserved in patients that have had multiple surgeries during one calendar year.

$Smoking at time of surgery.
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7. Registry

Reconstructive

out put

Timing of reconstructive
In 2023, the majority of regis
after mastectomy for

(Tabl® Figur®.l&
frequently

Tabl5eTi mi ng

Number of permanent implants

Number of tissue expanders

Reconstruction post cancer
Reconstruction post prophylactic mastectomy

Reconstruction benign

Reconstruction post cancer
Reconstruction post prophylactic mastectomy

Reconstruction benign

Reconstruction post cancer
Reconstruction post prophylactic mastectomy

Reconstruction benign

20288 rdam®tmpl ant

of reconstruct

Number of implants

Immediate implant insertion surgery

procedures

tered reconstructi

procedrue gisstwee =d

ive procéeduz)s, per
2015-2023 2023
n (%) n (%)
21,720 2,855
13,412 1,336
10,646 (55.5%) 1,415 (53.2%)
3,020 (15.7%) 599 (22.5%)
628 (3.3%) 83 (3.1%)

Delayed implant insertion surgery

Tissue expander insertion only surgery

N.B. Due to rounding of percentages, added rows may exceed 100%.

Figurerimi ng
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950%
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Percentage of procedures (breast level)

0%

4,056 (21.1%) 452 (17%)

435 (2.3%) 70 (2.6%)
398 (2.1%) 39 (1.5%)
10,737 (80.1%) 984 (73.7%)
1,939 (14.5%) 338 (25.3%)
736 (5.5%) 14 (1.0%)

w

- Delayed
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._/\\\\*_,__,

2015 2016 2017 2018 2019 2020 2021 2022 2023

24 DBIR

annual

rldlport

2023
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7. Registry outp

Reconstructi ve

I ntraoperative techniques

DBIR collects data on intraoperative technigues used
practices and to evaluate surgical out comes. Benchma
provided to healthcare institutions to impmloOve their
Qual iitnydi ca.t ooy some surgical technevgiudeesnc é thtelimaets i s s
a positive effect on surgical out comes, such as the
systemic anRdrbiwotthers techniques, however, no consensu
and insights into current practices are extra useful
Tabléeshows that in 2023, the most common i-m¢ippillen sit
sparing mastectd@m¥P ferar i fserti oms58MIfygr amapl acement
procedures). The most common surgical pl ane used for
PM 1.8 for inserti dm%ohby, raptda8ementl nprcoocnetduarsets )t.o

count,ri en t he Net her | anda e A DMs/dnoefisthepis. 98) in br eas
reconstructions compared to annual repots of othe

2 Australian Breast Device Registry (ABDR) Annual Report 2023. https://abdr.org.au/wp -

content/uploads/2024/12/ABDR_2023_Annual -Report.pdf

% The National Breast Implant Registry (NBIR) Annual Report 2021.

https://www.thepsf.org/documents/Research/Registries/NBIR/NBIR -Annual -Report -2021.pdf

4 BRIMP i The Breast Implant Register Annual report 2022. https://registercentrum.blob.core.windows.net/brimp/r/BRIMP -

annual -report -2022 -J43TSJu05.pdf
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7. Registry output

Reconstructive

Tabléel ntraoperative techniguesdiunesecpasthbiuz®hzv)e( P0D5E

Insertion only Replacement Explantation only

2015-2023 2023 2015-2023 2015-2023 2023

General numbers

Total number of breasts 19,601 1,987 16,899 2,503 4,684 887
Incision site
Inframammary 12.4% 12.5% 26.5% 29.2% - -
Mastectomy scar (NNS) 56.0% 42.8% 52.0% 35.0% - -
Mastectomy scar (NS) 9.4% 22.0% 7.0% 11.1% = =
Other 12.5% 7.0% 6.2% 5.3% - -
Not stated 9.7% 15.7% 8.3% 19.4% - -
Plane*
Partial cover with PM 30.4% 31.8% 35.7% 34.5% - -
Prepectoral 7.9% 19.6% 8.1% 10.0% - -
Sub flap 6.5% 4.9% 8.0% 6.4% - -
Subglandular 22% 2.9% 3.5% 3.4% - -
Subpectoral 41.8% 26.8% 34.3% 26.2% - -
Not stated 11.1% 14.0% 10.5% 19.5% - -
Mastopexy
Yes 4.6% 4.7% 1.8% 2.3% 5.8% 8.2%
Not stated 1.7% 12.9% 9.3% 18.1% 4.7% 5.5%

Capsulectomyt

Full capsulectomy - - 9.0% 8.2% 24 4% 25.7%
No capsulectomy - - 36.0% 27.3% 34.7% 27.6%
Partial capsulectomy - - 44.8% 45.9% 35.8% 38.9%
Not stated - - 10.1% 18.6% 5.2% 7.8%

Autologous flap cover*

Yes 10.4% 7.4% 7.6% 3.2% - -

Not stated 32.5% 3.4% 17.1% 11.1% - -
Fat grafting

Yes <1.0% <1.0% 5.5% 71% 3.9% 3.8%

Not stated M.7% 13.1% 9.2% 18.0% 4.7% 5.5%
Drains*

Yes 88.8% 66.9% 59.1% 39.5% - -

Not stated 3.9% 19.5% 4.0% 18.3% - -

Mesh/ADM use*
Yes 6.3% 4.9% <1.0% <1.0% - -

Not stated 10.9% 14.3% 9.7% 18.7% @ =

Abbreviations: ADM: Acellular Dermal Matrix.

*The variables 'Plane’, 'Autologous flap cover', ‘Drains' and 'Mesh/ADM use', were only registered for insertion only and replacement procedures.
1The variable ‘Capsulectomy’ was only registered for replacement and explantation only procedures.

For plane, prepectoral includes subfascial and subcutaneous.
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7. Registry outp

Reconstructi ve

Infection control measur es
Mo s t infection control measures (I CMs) were registe:
i mpl ant Therefore, only the insertion only and repl
Figur.efh@ esults are presented per breast 3 Ovieas he yec:
beean increase in the use of | CMs.
Figurdndection control measures for every reconstru
breast T1D2@BY
100% o -
90% /__/.
80% .\0/‘\L . *
(0]
" 70%
o
= q = Systemic AB preopt
e 60% GYoye change
) o Antiseptic and/or
o 50% /_\\./" ——— antibiotic rinse
2 - ﬁystlemic AI(3j postop¥
- Ipple guards
5 40% = Sleeve/funnel
[¥]
o 30%
o
20%
10%
.__/-_ ﬁ'—-—__‘____-
0%
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Year
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7. Registry output

Reconstructive

Device characdared itsrtarcegs

The majority of devices inserted for reconstructive
i mpl a@tas | 79. I n3202he most frequently registered perm
charactewearseanasomi cal |l yd88hlapetextur®y, (silicone <coat
(79.9%) ,andail i coneB2.5%) | cbheer agep | amime walsZcc (SB) .14

Ti ssue expanders i3nsearet epdr eidrom2®@2antly ana8X@¥)cgally s
textubeld)(, silicomd.2%)o,atfeidl I(ed wWi32%) ,ssrad imaed (an averag:
vol ume 96dc 4(B®) . Trends in permanent i mplants acnhdar act er
shedrle pr esefnitgeudr eamlddi gur e Tlespedtriomelgy.r ei t10i s evident
thavteo the years the use of round permanent breast i1
use of anatomical shape has decreased. Additionally
i mpl ants has risen, whereas the use of textured and

| essqueret

Tabl7eCharacteristics of i nserutcetd vdee viincdei sc aftoiro nrse, c o
per yeari202®15

Permanent implants Tissue expanders
2015-2023 2023 2015-2023 2023
Inserted devices 20,201 2,301 13,066 1,268

Device shape

Round 24.7% 37.7% 1.7% <1.0%
Anatomical 71.8% 48.8% 95.5% 82.6%
Not stated 3.4% 13.4% 2.8% 16.8%

Device texture

Smooth 12.5% 25.1% 3.7% 16.1%
Textured 83.7% 61.5% 93.5% 67.1%
Not stated 3.7% 13.4% 2.7% 16.8%

Device coating

Silicone 87.9% 79.9% 97.1% 83.2%
Polyurethane 8.6% 6.7% <1.0% 0(-)
Other 0(-) 0(-) <1.0% 0()
Not stated 3.5% 13.4% 2.7% 16.8%
Device fill
Silicone 93.6% 82.5% 2% 0()
Saline 1.7% 2.9% 94.6% 83.2%
Hydrogel <1.0% 0(-) <1.0% 0(-)
Carbon dioxide 0() 0() <1.0% 0()
Other <1.0% 1.2% <1.0% 0(-)
Not stated 3.4% 13.4% 2.7% 16.8%

Device volume (mean volume in cc (SD))*
Maximum weight/volume device 421 (147) 427 (1486) 479 (127) 490 (131)

Not stated 3.3% 13.7% 4.4% 17.2%

N.B. Due to rounding of percentages, added rows may exceed 100%.
The implant characteristics reported are based on the implant catalog received from manufacturers in 2024.
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7. Registry outp

Reconstructi ve

Figurelheerted permanent i mplant shape, T20k2X)struct.i

= Round = Anatomical
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Year

Figurelhserted permanent i mplant shell, T2@28nstructi

= Textured surface - Smooth surface + Polyurethane coating
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7. Registry outoput

Reconstructi ve

Grouped device characteristics of permanent i mpl ants

Each breast device consists of a combination of devi

devicen ®dratomicall whashapaedkextured surfacaend siidifciolnleed
with sili-T»Si8) (RARme previous device characteristics t
each <characteristFiguseshodwast etlhye percentage of i nsert
breast i mplants with simil ari noghhaer atctenmd st ncs herepses
di fferent i mplant types over the years.
1T Shape
o Anatomically (AnNn)
o0 Round (RO0)
T Sheill

o Smooth (Sm)
0 Textured (Tx)
T Coatiing
o Silicone (Si)
Pol yurethane (Pu)

icone (Si)

0
T Fi:ll
o Sil
o Saline (Sa)

FigurzGtouped i mplant characteristics, T2k2®)structive

100%
90%
n 80%
c
g_ 70%
Implant type
E com ~ AN-TX-Si-Si
s RO-Tx-Si-Si
o 50% -~ Ro-Sm-5i-Si
o < An-Tx-Pu-Si
8 40% <50 total each
c <+ An-Tx-Si-Sa
O 30%
|
[
A 20%
10% .
R T
00/0 — T =
2015 2016 2017 2018 2019 2020 2021 2022 2023
Year
*The | i mepsl aonft it ype groups with < 20 denvyi@&ars areeyinsote rsehdo wnn si
the figure. Yet, these groups were used in computation of t
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7. Registry outp

Reconstructi ve

I nserted breast devices per manufacturer

In 2023, mo st of the permanent d etvh acte swerned fitoirssesrutee de
econstructi veweirfedioma tMie®mM&F a(n dl.9%, r espeXx(Tiawédey
andigurd® .1

-

Tabl8el nserted devices per manufacturer (and brand),
(201%5023)

Tissue Expanders

Permanent Implants

2015-2023
n (%)

Manufacturer (brand) 2023

n (%)

2015-2023
n (%)

2023
n (%)

Allergan (Natrelle) 4,306 (20.9%) <10 (<1.0%) 3,916 (29.9%) <10 (<1.0%)
Establishment labs (Motiva) 1,671 (8.1%) 405 (16.5%) 448 (3.4%) 211 (16.5%)
GC Cosmetics (Eurosilicone) 2,084 (10.1%) 121 (4.9%) 1,057 (8.1%) 28 (2.2%)
GC Cosmetics (Nagor) 232 (1.1%) 21(0.9%) 127 (1.0%) 67 (5.3%)
Groupe Sebbin 0 (0.0%) 0(0.0%) 0(0.0%) 0(0.0%)
Laboratoires Arion (Monobloc) 68 (0.3%) 0(0.0%) 0 (0.0%) 0(0.0%)
Mentor 10,060 (48.9%) 1,699 (69.2%) 7,039 (53.8%) 918 (71.9%)
Polytech 2,013 (9.8%) 202 (8.2%) 398 (3.0%) 41 (3.2%)
Other 33 (0.2%) 0(0.0%) 0(0.0%) 0(0.0%)
Not stated 112 (0.5%) <10 (<1.0%) 99 (0.8%) <10 (<1.0%)
Total 20,579 (100%) 2,448 (100%) 13,084 (100%) 1,265 (100%)

Figur®®l hserted devices per manufacturer (and brand),
(201%5023)
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7. Registry output

Reconstructive

Complications and revision incidence for permanent br
Not:e It i s not known hawt unedrpyl ac e marmte and
procedures in the Netherlands have been regi
as there has been no gold standard for the v
the presented revision resultsashbohd be int
Tabl9%eshows i ssues identified during reconstructive br
Mul tiple indications may be registered per revision.
observational proportions rather than actual compl i ca
In this report, the other reasons for revision have
added over the years have been counted correctly and
when it was stated in "Other".
In 2023, the most frequently reported reasons for wun
permanent i mplants were cédp%)u,l afrolclomwe d cltyu PbBPOH Bst pali
and device ruptur d8%)y. defl ation (1
Thenost r epmtriéterasons for revision include breast i mpl
a breast i mpl,awhi atppretavredl & atorpeer ati vel y.
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7. Registry outp

Reconstructi ve

Tabl9el ndi cations for revision, &repeonospeuvnative penncdar
i mpl ant si202@815

2015-2023 2023

Total revision procedures (per breast) 11,329 1,926
Capsular contracture 3,682 (32.5%) 665 (34.5%)
Breast pain 2,515 (22.2%) 441 (22.9%)
Device rupture or deflation 1,683 (14.9%) 285 (14.8%)
Asymmetry 2,114 (18.7%) 259 (13.4%)
Dissatisfaction with volume 1,219 (10.8%) 170 (8.8%)
Patient request 470 (4.1%) 139 (7.2%)
Complication at contralateral side 333 (2.9%) 126 (6.5%)
Device malposition 1,084 (9.6%) 122 (6.3%)
Silicone extravasation 777 (6.9%) 102 (5.3%)
Breast Implant lliness 374 (3.3%) 76 (3.9%)
Breast cancer 543 (4.8%) 72 (3.7%)
Seroma or hematoma 451 (4.0%) 65 (3.4%)
Skin necrosis or dehiscence 420 (3.7%) 57 (3.0%)
Deep wound infection 440 (3.9%) 54 (2.8%)
Other 286 (2.5%) 47 (2.4%)
BIA-ALCL (suspicion) 121 (1.1%) 17 (0.9%)
BIA-ALCL (PA proven) 27 (0.2%) <10 (<1.0%)
Flap problem 123 (1.1%) <10 (<1.0%)
Explantation due to a recall 28 (0.2%) <10 (<1.0%)
Not stated 326 (2.9%) 49 (2.5%)

N.B. Numbers do not represent complication rates. This table includes devices that were inserted before and after the start of DBIR. Results should be
interpreted carefully and it should be taken into consideration that explantations are being registered more thoroughly over the years. Issues are listed in
order of frequency for 2023 and multiple issues could be reported per revision procedure.

Abbreviations: BIA-ALCL: Breast Implant-Associated Anaplastic Large Cell Lymphoma, PA: pathology.
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Registry outoput

constructive

vision inci-danse: vall compl i cgteiromanreenltatiend!| ant s

e cumulative percentage of revised primary per mane
constructiv@iigmndigddtgiucke ahdablled). These analyses inc
I devices of which the insertion surgery was regis
15. Breasts without a revision procedure euwptured

me censored at the date dft hdat2d®d2dyxtr Retviien o Aprais|
insertion of a new devi ce, repositioning of the d
ssue, or explantation without replacement with any
use revisions, all nnwercatiowoksuded, rexéispto pl anned
tissue expander for a permanent breast i mplant or &
|l ated revisions, included complications were deep Ww
vice mal positmentordevsplkacapture or defl ation, ser
arring (including skin nec+AdCiLs dml de ldiesvd eerecse )w,i t dr
nufacturer and seri al number registered during ins:¢
me and eoelfdr ¢ hbe included in the calculations.

rcentages are not adjusted for confounding factors.
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7. Registry output

Reconstructive

At 36 months after the
posctancer i mplants had

were inserted after

benign reconstructions. Thesd27% \1i68%,0 na ni8%c6ad ¢ emc e s

60 months, respectively. nce most prophylactic

the rel ati6vGenloynwtthe yihsi on i nci demusei mntdheoanlpll i cati on

( 3.6% anld67%) mi ght be explained by higher complica
associated with bilateral breast i mplant reconstruct
a unilateral complication eading revi si

t he btr ewmist hout a complication. Both -baesastsenar gi

incidenc® curve

TablleD Revi si on

Reconstruction post

cancer

Number of implants

breast

of primary Pp&tomahenhebr ea
revilse%w afuet he
prophyll&cbfctmast empt amy s

Reconstruction post prophylactic

mastectomy

i necd adwewme& e: camp liiReactoinosnt ruct i ve

per manent i mpl ant s

Reconstruction
benign

Primary breast implants 4,671 895 754

Revised - all-cause 973 184 T

Revised - complication 570 129 47
All-cause revision incid interval)

12 months since primary breast implant
24 months since primary breast implant
36 months since primary breast implant
48 months since primary breast implant

60 months since primary breast implant

10.5% ( 9.6, 11.4)
15.3% (14.2, 16.3)
17.9% (16.7, 19.0)
19.6% (18.4, 20.8)
21.1% (19.8, 22.4)

14.1% (1.7, 16.3)
18.8% (16.1, 21.4)
20.9% (18.0, 23.8)
23.7% (20.4, 26.9)
25.6% (21.8, 29.2)

Revision incidence due to complication (95% confidence interval)

12 months since primary breast implant
24 months since primary breast implant
36 months since primary breast implant
48 months since primary breast implant

60 months since primary breast implant

7.3% (6.5, 8.0)
9.4% (8.5,10.3)
10.7% ( 9.8, 11.6)
11.8% (10.8, 12.7)
12.7% (1.7, 13.8)

11.9% (9.7, 14.0)
13.9% (11.5, 16.2)
15.2% (12.6, 17.7)
16.0% (13.3, 18.7)
16.7% (13.7, 19.6)

3.9% (2.5,5.3)
6.5% (4.7,8.3)
7.3% (5.3,9.2)
8.3% (6.2, 10.4)
9.2% (7.0, 11.4)

2.7% (1.5, 3.9)
4.3% (2.8,5.7)
5.1% (3.4, 6.7)
5.8% ( 4.0,7.5)
6.3% (4.4,8.2)

icrmpnipd ntca ttil
amdebt ed

N.B. Revision incidence is based on reconstructive primary breast implants inserted from April 2015 to 2023. Rates have not been adjusted for risk
factors. Revision incidence relates to the time from primary implant insertion to the first revision procedure.
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Reconstructi ve
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7. Registry output

Reconstructive

Complications and revision incidence for tissue expan
Not:e It i s not known hawt unedrpyl ac e marmte and
procedures in the Netherlands have been regi

as there has been no gold standard for the v

the presented revision resultsashbohd be int

Tabl e slHows i ssues identified during reconstructiv
procedures. Mul tiple indications may be registered p
table represent observational proportions rather than
In this report, the other reasons for revision have
added over the years have been counted correctly and
when it was stated in "Other".

In 2023, the most frequently reported reasons for wun
ti ssue expanders were deep wound infection (7.5%), sk

and device rupture%dpr defl ation (3.
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7. Registry outp

Reconstructi ve

Tabl e Ilnldi cati ons for revision & perioperative find
expander si202®15

2015-2023 2023

Total revision procedures (per breast) 9,638 1,120
Tissue expander to implant 6,197 (64.3%) 761 (67.9%)
Tissue expander to autologous 547 (5.7%) 113 (10.1%)
Deep wound infection 540 (5.6%) 84 (7.5%)
Skin necrosis or dehiscence 314 (3.3%) 46 (4.1%)
Device rupture or deflation 343 (3.6%) 44 (3.9%)
Capsular contracture 555 (5.8%) 38 (3.4%)
Asymmetry 472 (4.9%) 37 (3.3%)
Seroma or hematoma 375 (3.9%) 37 (3.3%)
Breast pain 271 (2.8%) 34 (3.0%)
Patient request 114 (1.2%) 32 (2.9%)
Device malposition 301 (3.1%) 19 (1.7%)
Complication at contralateral side 56 (0.6%) 14 (1.2%)
Other 101 (1.0%) 14 (1.2%)
Dissatisfaction with volume 153 (1.6%) 10 (0.9%)
Breast cancer 106 (1.1%) <10 (<1.0%)
Breast Implant lliness 20(0.2%) <10 (<1.0%)
Silicone extravasation 22 (0.2%) <10 (<1.0%)
Explantation due to a recall <10 (<1.0%) <10 (<1.0%)
BIA-ALCL (suspicion) <10 (<1.0%) 0(-)
BIA-ALCL (PA proven) <10 (<1.0%) 0()
Flap problem 88 (0.9%) 0()
Not stated 288 (3.0%) 0()

N.B. Numbers do not represent complication rates. This table includes devices that were inserted before and after the start of DBIR. Resuits should be
interpreted carefully and it should be taken into consideration that explantations are being registered more thoroughly over the years. Issues are listed in
order of frequency for 2023 and muitiple issues could be reported per revision procedure.

Abbreviations: BIA-ALCL: Breast Implant-Associated Anaplastic Large Cell Lymphoma, PA: pathology.
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Reconstructi ve

Revision inci-daose: vall compleil adttaidsosnue expander s

The cumul ati ve percentaget iofsureeve swarsdpashaulat ed p €
reconstructiv@Eiigndic¢cdtgivodyafhdabll®). These analyses inc

al | devices of which the insertion surgery was regis
2015. Breasts without a revision procedure euwptured
time censored at the date dft hdat2®d2dytr KRetviiecn ohbApris!|
reinsertion of a new devi ce, repositioning of the d
tissue, or explantation without replacemenkEormwidlhl any
cause revisions, al | i ndications for revision were i/
a tissue expander for a permanent br e &sotmpil img-laamtonor
related riewdlsidend deep wound infection, capsular <cont
or displacement, device rupture or deflation, ser oma
skin necrosis or deALGLl.en@rel)y daeviBdeAs with a correct
seali number registered during insertion surgery coul
therefore be included in the calculations. The prese

adjusted for confounding factors.
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Reconstructi ve

FigurZeAkEdause revi si o-rReicomisdemuecd mayrey ti ssue expande
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7. Registry output

Reconstructive

Atémont hs after the tastsuefegpmemra®diBngf t he& amasetr

i mplants had been revised6.d e ft o hceo mpmpil caanttiso ntsh,at wer |
after prophylactic3msofect menyi mphdnts inserted for be
reconstructions. Thesei mcerve essi8e@dh, 80%c | dndrilBeaf 2dr
months, respectively.

Tablle2.Revi sion incecdaerewmee: campliiReactoinosnt ructi vespuemary
expanders

Reconstruction post Reconstruction post prophylactic Reconstruction
cancer mastectomy benign

Number of implants

Primary breast implants 9,030 1,499 646
Revised - all-cause 953 123 35
Revised - complication 620 103 27

All-cause revision incidence (95% confidence interval)

6 months since primary breast implant 7.0% (6.5, 7.6) 6.7% (5.4, 8.0) 4.5%(2.9,6.2)
12 months since primary breast implant 10.5% (9.8, 11.2) 8.6% (6.9, 10.2) 5.4% ( 3.5,7.3)
18 months since primary breast implant 12.9% (12.0, 13.7) 9.8% (7.9, 11.7) 6.9% ( 4.4, 9.5)
24 months since primary breast implant 13.9% (13.0, 14.8) 9.8% (7.9, 11.7) 6.9% (4.4,9.5)

Revision incidence due to complication (95% confidence interval)

6 months since primary breast implant 5.7% (5.2,6.1) 6.3% (5.1,7.6) 3.7%(22,52)
12 months since primary breast implant 6.9% (6.4, 7.5) 7.2% (5.8, 8.6) 4.5% (2.8, 6.3)
18 months since primary breast implant 7.9% (7.2, 8.5) 8.0% (6.3, 9.6) 5.1% (3.0, 7.1)
24 months since primary breast implant 8.2% (7.5, 8.8) 8.0% (6.3, 9.6) 51% (3.0, 7.1)

N.B. Revision incidence is based on reconstructive primary breast implants inserted from April 2015 to 2023. Rates have not been adjusted for risk
factors. Revision incidence relates to the time from primary implant insertion to the first revision procedure.
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8 . Registry outp

Aesthetic

Types of procedures

In 2023, a7 td@mlt bktic procedures wer(éigpe@bstO®f ed in

t hese pr oc3e dB9wes e insertion onl2yYy 5 ®weorceedueps acement
procedurels,,87%7de explantation omlbyl8p rPeadd cewnrtess wi t hout
reigstered operabviobi bater gunifamen e¢hel mdenbers. i n thi

The most performed procedueepl act arliewn pbrid ae @2 &ds ( 3,
procedures) .

Figut@Number of aesthetic ig0O@Q8¢dures (2015

11,000 10,761

! 9,230
9,000 8,639 8,544
8,000 7,475 7,465
7 000 6,972
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e
-
(@]
o
o
[e]

Number of registered procedures

Tabll8 Number of aesthetic i20@84dures (2015

Indication Insertion only Replacement Explantation only
n (%)
2015-2023 2015-2023
Unilateral
Unilateral ‘ 716 (1.6%) 51 (1.5%) ‘ 925 (6.9%) 11 (4.9%) ‘ 425 (4.9%) 64 (3.4%) ‘
Bilateral
Bilateral ‘ 44,001 (98.4%) 3,278 (98.5%) ‘ 12,517 (93.1%) 2,147 (95.1%) ‘ 8,271 (95.1%) 1,814 (96.6%) ‘
Total
Total ‘ 44,717 (100.0%) 3,329 (100.0%) ‘ 13,442 (100.0%) 2,258 (100.0%) ‘ 8,696 (100.0%) 1,878 (100.0%) ‘
DICA DBIR
Dutch Breast Implant Registry DBI' R annual replodt 2023

Copyright E 2023 DICA. Al



8 . Registry outoput

Aest heti c

Patient characteristics

(Tabllg)
Age
The mean age of patients undergoing an insertion onl\

47years ( SfDorl2r)ep!l gpoeomceerdiurersd t he mean age of patient
an explantation only procedure was 51 years (SD 1

ASA classification

For i nserytiaomde plndc ¢ me st patients scor §d7%A8AKA %1 ass 1
respec).iFwel yexpl antation only, mo s t patdicedt. & SAcored
classification wa%omi 2o gt he records

Smoking status

The percentage of smokers at the time o#5%easndcetic
21 2%. On% t ©81% of the cases, t he senotkiheorge gsitsatteurse dwa s
unknown.

Body Mass | ndex

For insertion only, repl acement, and explantation on
had a BMI bet ween 18.25 7&6f0d 1718, 9 a k4 6%H respecthvel y)
respect<ilWwedly%, a&hdtw of the records the patientédés BMI w
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Aest heti c

proz@®2ad)y es

Tablld.Pati ent ¢ harianc taeersitshteitcisc (2015

Explantation only
2023

Replacement

2023

Insertion only

2023

2015-2023

2015-2023

2015-2023

General characteristics
Number of unique patients 43,359 3,269 12,336 2,125 8,363 1,797
Number of unique surgeries 44,737 3,331 13,444 2,258 8,699 1,878
Age in years, mean + SD 32+10 34+10 47 £12 47 £12 50+ 13 51+13
ASA classification
1 88.7% 77.7% 63.2% 57.1% 50.4% 45.7%
2 10.5% 21.5% 33.5% 39.6% 42.7% 46.4%
3+ <1.0% <1.0% 2.4% 2.8% 5.7% 6.7%
Not stated <1.0% <1.0% <1.0% <1.0% 1.2% 1.2%
Smokingt
No 42.8% 69.5% 65.2% 70.2% 68.9% 67.4%
Yes 1.7% 21.2% 17.8% 20% 12.1% 14.5%
Not stated 45.5% 9.2% 17.1% 9.8% 19% 18.1%
Body Mass Index
<18.5 4.5% 5.3% 3.9% 2.9% 3% 3%
18.5-24.9 57.3% 75.2% 70.7% 71.1% 57.8% 54.6%
25-29.9 9.7% 16.3% 17.7% 20.5% 22.6% 25.2%
>=30 1.4% 2.7% 3.9% 5% 72% 8.3%
Not stated 27.1% <1.0% 3.8% <1.0% 9.5% 8.9%

Abbreviations: ASA: American Society of Anesthesiologists

*The patient characteristics in this table are extracted from unique surgeries. Therefore, information on for example changes in Body Mass Index or
smoking behavior remains preserved in patients that have had multiple surgeries during one calendar year.

1Smoking at time of surgery.
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Aest heti c

I ntraoperative techniques

The DBIR collects data on intraoperative techniques
best practices and assess surgical out comes. Benchma
provided to healthcare institutions rtecadi mparrlodv ei t hei r
Qualiitydi cat 6bis some surgical techniequdsenceheithatsi s s
a positive effect on surgical out comes, such as the
systemic anRdrbiwotthers techniques, however, no consensu
and insights into current practices are extra useful
Tabll®shows tha8, itnh&0Most common incision site was th
(9.9 for i nserti ®m .99 nfloyr, raempll acement procedures). The

surgi cal pl ane usedpéaonti alnseov ¢B.8Wwhadar PiMnsertion only
525% for replacement procedures).
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Aest heti c

Tabll®&. Il ntraoperative techniques in aesthetic proc

Insertion only

2015-2023

Replacement

2015-2023

Explantation only

2015-2023 2023

2023 2023

General numbers

Total number of breasts 86,273 6,588 24,527 4,404 16,231 3,689

Incision site

Inframammary 96.3% 97.8% 94.2% 90.9% - -
Other 3.3% 2.0% 4.5% 4.8% - -
Not stated <1.0% <1.0% 1.3% 4.3% - -
Plane*
Partial cover with PM 58.2% 53.3% 52.3% 52.5% - -
Sub flap <1.0% <1.0% <1.0% <1.0% - -
Subcutaneous <1.0% <1.0% <1.0% <1.0% - -
Subfascial 9.9% 17.4% 2.8% 3.5% - -
Subglandular 18.7% 24.1% 33.4% 32.4% - -
Subpectoral 10.7% 4.1% 8.7% 6.0% - -
Not stated 2.2% <1.0% 2.0% 5.0% - -
Mastopexy
Yes 4.2% 6.2% 8.7% 10.2% 16.8% 19.6%
Not stated <1.0% <1.0% 1.4% 4.2% <1.0% <1.0%

Capsulectomyt

Full capsulectomy - - 25.4% 19.3% 33.6% 29.2%
No capsulectomy - - 32.6% 33.8% 30.1% 351%
Partial capsulectomy - - 40.4% 42.4% 35.4% 34.2%
Not stated - - 1.6% 4.5% <1.0% 1.5%

Autologous flap cover

Yes <1.0% <1.0% <1.0% <1.0% - -

Not stated 25.7% 11.5% 13.5% 21.8% - -
Fat grafting

Yes <1.0% 1.2% 2.0% 2.1% 13.1% 13.8%

Not stated <1.0% <1.0% 1.5% 4.2% <1.0% 1.0%
Drains

Yes 9.0% 4.8% 31.6% 20.8% - -

Not stated 1.3% <1.0% 1.2% 4.5% - -

Mesh/ADM use*
Yes <1.0% <1.0% <1.0% <1.0% - -

Not stated <1.0% <1.0% 1.5% 4.2% - -

Abbreviations: ADM: Acellular Dermal Matrix.
*The variables 'Plane’, 'Autologous flap cover', 'Drains' and 'Mesh/ADM use', were only registered for insertion only and replacement procedures.
1The variable ‘Capsulectomy’ was only registered for replacement and explantation only procedures.
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Aest heti c

I nfection control measur es
Most infection control measures (I CMs) were registere
Therefjouethe insertion only and replacemehitgpi@®cedur es

The results are presented per b+2@G®%3), Ovler & hleasy elng e
increase in the use of | CMs.

I'n 2Zp2the most frequently wused | CMs for aesthetic
systemic anti bi otainah nptriospehpytliacx ipsoocket ri nse. Since 201
I CMs has continued t48% t aoo®paea@dE @ ft nldor 8 specti vel y. Not a
the use of nipplsanguacdsashbh/®fi upt teo | ast years.

Figuzelnfection contr ol measures for every aesthetic
(2015023
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Aest heti c

Device characdared itsrtarcegs

The majority of devices inserted for aesthetic indica
Il n 2023, most of the permanent brr2edst ¢t enptol@neBsd Wer e r
silicone 900t,@dad (| i con©l1 4%)I(Teld|1é). hle average vol ume w
38cSD1X5).
Trends in permanent i mplant amdhadct erairet ipafe sfeomrteesih a me
21 and-i gur2 2respe.cRriovneel yt hesetifs gav gceaitt riommidant s
remain the mosevpopubuhepeas odshur faced i mplants have
increased popularity, especially in 2023
Tabllé.Characteristics of inserted devices fot aesthet
2023)
Permanent implants
2015-2023 2023
Inserted devices 104,334 9,156
Device shape
Round 69.3% 72.4%
Anatomical 29.7% 22%
Not stated 1% 5.6%
Device texture
Smooth 21.4% 34.2%
Textured 77.5% 60.3%
Not stated 1% 5.6%
Device coating
Silicone 95.8% 90.6%
Polyurethane 3.2% 3.8%
Other <1.0% 0()
Not stated 1% 5.6%
Device fill
Silicone 97.8% 92.6%
Saline <1.0% 1%
Hydrogel <1.0% 0(-)
Carbon dioxide 0() 0(-)
Other <1.0% <1.0%
Not stated 1% 5.6%
Device volume (mean volume in cc (SD))*
Maximum weight/volume device 371 (106) 383 (115)
Not stated 1.7% 6.7%

N.B. Due to rounding of percentages, added rows may exceed 100%.
The implant characteristics reported are based on the implant catalog received from manufacturers in 2024.
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Figurlel Aserted permanent i mplant shapdg203da83thetic i
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FigurzlhAserted permanent i mplant shelil2,028sthetic
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Grouped device characteristics of permanent i mplants
Each breast device consists of a combination of dev |
device can be anatomically shaped, has a textured su
with sil i-Tcxbn&®i.([lMhe previous device characteristics tab
characteristi €i seplashows yt he percentage of inserted i
i mplants with similar characteristics, representing
i mplant types over the years.
1 Shape
o Anatomically (An)
o Round (RO0)
7 Sheill
o Smooth (Sm)
o Textured (Tx)
1 Coatiing
o Silicone (Si)
o Polyurethane (Pu)
T Fi:l
o Silicone (Si)
o Saline (Sa)
Figu2x®Grouped i mplant cadaeagtaltdteird sit(n2a0slcEDt2i89 n s
100%
S0%
n 80%
c
8 70% Implant type
o + Ro-Tx-Si-5i
E 60% + AN-Tx-5i-5i
- - ﬁo_'IS'mI;’Si_SS'i
0 < An-Tx-Pu-5i
gSO/O = Qther s
Ro-Tx-Pu-5i
£ 40% Ro-Sm-Si-Sa
Q 0 = <50 total each
v 30% -+ An-Sm-Si-Si
o
a 20%
10%
0% e = e il il dalilik <R
2015 2016 2017 2018 2019 2020 2021 2022 2023
Year
*The |l ines of implant type groups with < 20 devices regist:
the figure. Yet, these groups were used in computation of t
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I nserted breast devices per manufacturer

In 2023, mo st of it mpl amrdnanmeexypandemserted for aesth
indications wher & 4{i%7amd Meé%rtepse cel)yT@bl andi gur)e. 2

Tabl & llnserted devices per man uafeasctthuernedric c(aat ni doinbsr a(n2d0)1,5
2023)

Permanent Implants

Manufacturer (brand) 2015-2023 2023 2015-2023 2023

Tissue Expanders

n (%)

Allergan (Natrelle) 8,883 (8.5%) <10 (<1.0%) 38 (17.0%) 0 (0.0%)
Establishment labs (Motiva) 20,404 (19.6%) 2,805 (31.6%) 16 (7.1%) 10 (27.8%)
GC Cosmetics (Eurosilicone) 7,339 (7.0%) 563 (6.1%) <10 (<1.0%) 0(0.0%)
GC Cosmetics (Nagor) 1,267 (1.2%) 83 (0.9%) <10 (<1.0%) <10 (<1.0%)
Groupe Sebbin 156 (0.1%) 0 (0.0%) 0 (0.0%) 0 (0.0%)
Laboratoires Arion (Menobloc) 543 (0.5%) 0 (0.0%) 0 (0.0%) 0 (0.0%)
Mentor 58,726 (56.3%) 5,006 (54.7%) 149 (66.5%) 22 (61.1%)
Polytech 4,817 (4.6%) 575 (6.3%) 14 (6.2%) <10 (<1.0%)
Other 45 (0.0%) 0(0.0%) 0 (0.0%) 0 (0.0%)
Not stated 2,181 (2.1%) 33 (0.4%) 0 (0.0%) 0 (0.0%)
Total 104,341 (100%) 9,155 (100%) 217 (100%) 32 (100%)

Figur4el Aserperdmanent pepl mabhufacturer (and brand),
i ndicati o0 233015

100%
90%
80%
0
i}
2
3 70%
°
- == Allergan (Natrelle)
2 60% — Establishment labs {Motiva)
5 == GC Cosmetics (Eurosilicone)
@ = GC Cosmetics (Nagor)
£ 50% - Groupe Sebbin
5 == Laboratoires Arion (Monobloc)
@ Mentor
o 40% -+ Polytech
3 == QOther
[
§ 30% -
[
o
20%
10%
—
0%
2015 2016 2017 2018 2019 2020 2021 2022 2023
Year
DICA DBIR
54 bpBIR annual r H-IP ort 2023 Dutch Breast Implant Registry

CopyrightsDd 02 All rights r



8 . Registry outp

Aest heti c

Complications and revision incidence for permanent br
Not:e It i s not known hawt unedrpyl ac e marmte and
procedures in the Netherlands have been regi

as there has been no gold standard for the v

the presented revision resultsashbohd be int

Tablld8 shows iissues idea¢sfhoedeastri hmpl ant revision p
Mul tiple indications may bBRevEegioeheredigdenae eexvmdedn dar. s
are not rdwpertteedthe | i mited number of revised implant
The ©percentages in the table represent observationa
complicatidm rnatiess.report, the other reasons for rev
Revision indications added over the years have bee
have been corrected when it was stated in "Other?".

I n 2023, the most frequently reported reasons for
per manent i mpl ant s wer e capadn)l,arf ocldnotweadc t die wei c(e

def |l aril4%), (and patient 5%)equest (17.

Thenost r epootrhteerd reasons for revision include breast i
a breast implant rupture.
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Tabll@.l ndi cations for revisi on, a&e sptelrg ¢oipaearnaetnitv ei nipi | nadni tns
(201%5023)
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