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1.Foreword

Dear reader,

The scientific committee of DBI4Rninsuapr auved otrat .p rwes evotu |
to express our gratitude to all p | sauspt pi ocr ts uarngde ocnosl | aanbdo
with the regi $hey datlyely register all procedures in
ti ssue expanders even though administrative work cont
in everyday practice.

The DBIR Scientific Board-saaokircawlredlged itnhatalwealelgi stri
for generating robust evidence and ensuring both pat.i
Legislators play a vital rol e in safhdguwamdirekgt publ i
approval processrassr kand sposeill ance, as required by
overseen in the Netherlands by the 1 GJ (link). It i
i mplants meet safety standards. On tthees og diteg n thiaanld , r iis
we must be prepared to reémaperdd meiatshurewi deonma ot ect pu
Clinical registries also serve as invaluable tool s fc¢
and reducing adverse events tédmemntghamsd sd reanlaytsics measur

The DBIR aims to provide value 4w rdhardian@ iamsil ghsti s fwri

stakehol der s, including patients, heal t hcare professi
achieve this, we publish reports at hviacrhi oiuss d peevne | asc. c et
and available online, including on PubMed, as wel |l a ¢
|l ocal practices and per fsoprentainfciec, raenpdo ritnsd upsrtorvwi di ng i n
devices.

For the industry, these reports are essential for suprg
posmar ket monitoring of devices. They are intended fo
should be shared with relevant authoritéeéssanducbtiafiéh
bodi es. These reports are not intended for mar keti ng
reports, and the revenue generated is reinvested int
optimizing automati on, data validatihhnoutameamessi and a
usability for i nnmaraketons warnwe iplolsance.

This year, DBI R focuses on optimizing data quality b
upgrading the data entry platform, and simplifying er
commi ttee, an independent body separate froml BBIi R, h
monitoring data quality and outcomes within healthca
ensure and continuously improve the quality and reli a
4 pBIR annuacoedport e Brost mplant Registry
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At the same ti me, we wi || coll aborate with our | COBRA

platform for sharing, mer gi ng, and comparing registr
producing a global annual report
Toget her, we are working towards enhancing breast i mp

Best regards,
on behalf of the DBIR Clinical Audi t Board & DBI R Sc
Hi nne Rakhor stc,haMD,m8hhRD,commi t t ee

Prof . M. A. M MureatJ. E. Ho mme s , [\
B. E. Becherer, MD, M. de Boer, MD A. C. M. van Bommel ,
J Hazel hof f, MSc M. J. Hoornweg, X. H. A. Keuter, MD,
P. L. T. Li em, MSc P. E. Mel s e, MD | . Mo e s, MS c
Prof H. M Ver kooi jJd. J. Vrolijk, D. A. Y-aétag , MD, PhD
Lif
DICA DBIR _ D I CA 1.
Dutch Breast Implant Registry data e, TSGR ot SDRLIEN Shng
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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 (sNLe)et

DUTCH BREAST IMPLANT REGISTRY
FACT SHEET JAARRAPPORT
2024

/

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

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

AN

In 2024 zijn 10.334 patiénten, 11.011 operaties en 13.073 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 2024 is ongeveer 30% geplaatst vanwege een
borstreconstructie en 70% vanwege een cosmetische borstvergroting.

Heroperatie na borstreconstructie

/_/\

In 2024 zijn 1.338 patiénten aan een of beide borsten opnieuw
geopereerd na ooit een borstreconstructie met een
permanent implantaat te hebben gehad.

De top 5 redenen voor heroperatie in 2024 waren:
1.Verhard kapsel rondom het implantaat
2.Borstpijn
3.Asymmetrie
4.Kapot implantaat

\S.Ontevredenheid met volume na gemiddeld 2 jaar

f Heroperatie na cosmetische borstvergroting

In 2024 zijn 3.538 patiénten aan een of beide borsten opnieuw
geopereerd na ooit een cosmetische borstvergroting met een
permanent implantaat te hebben gehad.

De top 5 redenen voor heroperatie in 2024 waren:
1.Verhard kapsel rondom het implantaat
2.Kapot implantaat
3.Wens van de patient, zonder medische reden
4.0ntevredenheid met volume na gemiddeld 2.5 jaar

\5. Borstpijn

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 DI CA DBIR

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

DICA DBIR
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3.Fact sli&&

DUTCH BREAST IMPLANT REGISTRY
FACT SHEET ANNUAL REPORT
2024

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 2024, 10.334 patients, 11.011 operations and 13.073 inserted breast implag
were registered in DBIR. These include breast reconstructions after breast cancer and
cosmetic breast augmentation. Of all implants placed in 2024, about 30% were inserted
because of breast reconstruction and 70% because of an aesthetic breast

augmentation. /

f Reoperations after breast reconstruction

In 2024, 1.338 patients underwent reoperation of a permanent implant ./
on one or both breasts after previously having had
a breast reconstruction.
The top 5 reasons for reoperation in 2024 were:
« Hardened capsule around the implant
« Breast pain
« Asymmetry

« Implant rupture or deflation

In 2024, 3.538 patients underwent reoperation of a permanent implant
on one or both breasts after previously having had
an aesthetic breast augmentation.

The top 5 reasons for reoperation in 2024 were:

» Hardened capsule around the implant

« Implant rupture or deflation
Patient request, without an underlying medical condition
« Dissatisfaction with volume after around 2.5 years

O
\- Dissatisfaction with volume after around 2 years J
\- Breast pain J

f Reoperation after aesthetic breast augmentation
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 ch’\ DBIR

. ) . I X Dutch Breast Implant Registry
@@ https://www.rivm.nl/medische-hulpmiddelen/siliconen-borstimplantaten

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
(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
DI CA manages and supports <clinicaNetduwtrdoamea st e guiistirnige
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 patients restei vimpd amtecemustgreu 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 antt hes riencveolllvear inot .

Registry participation

DBI R is a national soupgr osemecttirwe ,widpht mandatory regi st
surgeons in the Netherl ands who are members of the Ne
Surgery (NVPC). In contrast to-cetrheéefiedugdaarsse sacr esubk y
all owed to perform breast i mplant surgery in the Neth
private clinic.

2R
10 bBIR annuaIZOQu.lport E:gt{;:é)lgljl\;nplantRegistry
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http://www.dica.nl/dbir/onderzoek
http://www.implantaatcheck.nl/

4. Background

Every year, the nationwide coverage orfelDaBtliRv e atra itche a
eligible number of institutions known by the Dutch He
(I1GJ). With special thanks to all plastic surgeons an
contributed to the registry, the DBInRathiacssnvwiadteur ed i nt

cover a@&abw f{00®% participation of #.h@ dfostpha adrsi vaantde 9
cliniFaglur)e. 1

Figur e€olv.erage of DBIR in 2tOh2¢4 Net her | ands

100% -
c
2 75% -
£ B rarticipation in DBIR
E No participation in DBIR
E 50% - 100% e
o
m
Tt
[T}
2 25% -
[
-}
0% -
Hospitals Private clinics
(n =69) (n = 36)
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 provide

a Unique Device Identifier (UDI) to a medical device. This UDI is unique for every single

implant and contains informa tion 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 GS 1-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 pBIR annuakoeldport Dutch Breast Implant Registry
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5.DBl Rnswer s

4 N

DBIR Answers

DBIR aims to provide insightful and impactful data that truly matters. With this new
chapter "DBIR answers", we attempt to actively engage with our audience—clinicians,
patients, and other key stakeholders—to address their most pressing questions.

We encourage our audience to send us questions related to areas of interest or
concern. These could cover a wide range of topics, including clinical practices, patient
outcomes, or any other relevant matter. In this report, we highlight the question
whether international datasets can be pooled to assess real-world incidence of breast
implant revision. The answer to this question was recently published in JAMA surgery.

r N

Comparing International Revision Incidence of
Commonly Used Breast Implants

Imagine, doctors and researchers from two different parts of the worlds, coming
together with the question: Which breast implants perform best over time, and how
often do patients need revision surgery for complications?

To investigate this, real-world data from over 150,000 women who received breast
implant reconstruction or augmentation between 2016 and 2021 was studied. In this
cohort study, data from the Australian Breast Device Registry and the Dutch Breast
Implant Registry were successfully pooled.

This is what they discovered:

« For women who had implants for breast reconstruction, about 6 out of 100 needed
a revision after a complication within five years

« For women who had implants for aesthetic augmentation, this was lower,
just 1 out of 100.

« Most implant types performed similarly. Yet, anatomical polyurethane coated
implants had a significantly lower risk of needing revision surgery in aesthetic
breast augmentation cases.

Key-message: by working together across borders, countries can learn more about
medical device performances in the real world. This study was the first time data of
this kind could be combined using a harmonized dataset on such a large scale.

Vrolijk J1, Becherer BE, Garduce P, et al. Comparing International Revision Incidence of

Commonly Used Breast Implants. JAMA Surg. 2025;160(4):415-422.
doi:10.1001/jamasurg.2024.6933

\. J

If you have a question you would like to be considered for DBIR answers in the next
annual report, contact us via dbir@dica.nl.

DICA DBIR
Dutch Breast Implant Registry DBI R annualkoedplo3dt
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6. eRgi stry out put

Gener al

In this report, breast implantsa®rbbtrkrastissdeei eepamd
wel | as permanent breast i mplants. When suonbhfyesep 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 reperptarafterd ptbeseat edvo groups. Recor d

i her ventyipseas not stated were excluded fr 3B trheec oandasl y s ¢
i 20 2)4.

Reconstrupgnoweduirrecsl ude i ndications:

T Reconstruction after mastgeecrtyomyo froerc rceaantcee ra (bsrue a st
or both breasts awerae trreeneotveednt f or breast cancer).
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 |l oss or absence of all oongenideetfholremaistty,t ibsesnu e
breast conditions, or gender reassignment surgery

Aest hetic prdmedwuwbdes i ndicati on

1 Aest het i caubgrneeansttati ons (cosmetic surgery for breas

DICA DBIR
14 DBIR annuabo Qu.lp ort Dutch Breast Implant Registry

Copyright E 2025 DICA. All



6. Registry outpt

Gener al
Registered procedures
Intotal, from the start of the regi 2022y iimf AArpmatli &M 1d
10A1%atieantdsl 76 6 procedbanes been regist(€alked)li ni ®BI R
includes insertion onl vy procedures, repl acement su
procedures with both tissue expanders falnldu pterhaathense nt
patient ssr ewionlstriurcdii vysear en more | ikely to wundergo mul:
compared to patiosesmebreash augmentati on.maGemer gl |oyf,
aesthetic patients received breast i mpl ant s bil
unil aterally.
Tabkl ll.ndications for insertion only, repl acement, an

with tissue expanders and permanent breast i

Patients* Procedures

Indication 2015-2024 2015-2024

Reconstructive

Reconstruction post cancer 18,548 (18.5%) 2,644 (25.6%) 29,018 (24.7%) 3,087 (28.0%)
Reconstruction post prophylactic mastectomy 2,709 (2.7%) 573 (5.5%) 4,332 (3.7%) 704 (6.4%)
Reconstruction benignt 1,753 ( 1.8%) 268 ( 2.6%) 2,326 (2.0%) 294 (2.7%)

Aesthetic
Aesthetic augmentation 70,443 (70.4%) 6,800 (65.8%) 73,736 (62.7%) 6,873 (62.4%)
Overall

Not stated 6,659 ( 6.7%) 49 (0.5%) 8,250 ( 7.0%) 53 ( 0.5%)

Total 100,112 (100%) 10,334 (100%) 117,662 (100%) 11,011 (100%)

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

DICA DBIR
Dutch Breast Implant Registry DBI R annualkoedplodt
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6. Registry output

Gener al

Regi stered patients

The numberegobtmpateidemas ncreased over t he egéahtassy as th

maur edr.i gur sh®ws the total number of patients in the
DBI R over ti me. The bars represent the number of pat
pl ace, while the | ines show the number of patients w
expl anteeadc hi nylenar22024, 11,994 patients in the Netherl an
device for reconstructive purposes, and 50,214 had at

br eaasuugment at itome d&wpl antatiionshatuésl be noted that th
capture rate is natndf dlelgya coo mpelve itceesse r(tdeedv i bcegfsoaree 2015
excl uded hferiogmur e .

Figur €erod.al number ewiftslf ahl in situ breasul i@mpivdent
numberi nosfe rstaina@n e x pl asn tpaetri,oyre@ir stienr eddBl R wi t h reconstru
and aesthetic i nid2i0c2pdt i ons (2015

Reconstructive Aesthetic
50,000 50,000

45,000 45,000

40,000 40,000

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

11,994

10,843

10,000 10,000

Number of patients with device in DBIR
Number of patients with device in DBIR

5,000 5,000

1.005

2015 2016 2017 2018 2019 2020 2021 2022 2023 2024 2015 2016 2017 2018 2019 2020 2021 2022 2023 2024
Year Year

Regi stered breast devices

Figurerésents the data at the device | evel, rat her t
tot al of 22,749 breast sdéfwirc erse cwenrset rautcitlilvei n ndi cat i c
start of the regiosmeprieadp, d80i ces have been register
bars in the figure represent tsihieu whinber tbie déwieces nsi
number of devices that were insettetdooldelifplaanttdd eac
explantation capture rate is not fullyioemptetdebaehdreEk
2015 are excl udced ffirgame.
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6. Registry outpt
Gener al
Figur elro4 .al nunsheirisliotfu breastcumpl dnit wen(d number of
insertions and explantations per year, registered i
aesthetic indiiadt2Qjdons (2015
Reconstructive Aesthetic
90,000 102,790
80,000 90,000
‘270,000 I_.:BD,ODO
a ]
gsn,anu o 70,000
g 50,000 é 60,000 ?:Er's:eearﬁf devices
3 40,000 E 50,000 — Inserted
5 40 5 - - Explanted
an 000 gm,ono
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# 30,000 1472 16942 10279 T 2 26,000
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2015 2016 2017 2018 2019 2020 2021 2022 2023 2024 2015 2016 2017 2018 2018 2020 2021 2022 2023 2024
ear Year
Registered procedures by healthcare institution
Al most all reconstructive procedur e8%w&%e amide?t aken
for insertion only, replacement, and expl artoati on o
aesthetic indicationsanmhoesptl aicrepremttedor esal were perforr
private d%Wiamid2%,r(e9spect,whel g)most explantation only pr
performed i n5h®)ypiidwaldes
Figub.eHeal thcare institution type intervention type f
indications, breast | evel
Reconstructive Aesthetic
M Hospital B Private clinic M Hospital B Private clinic
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g g
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E E
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o o
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o o
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& 25% & 25%
o o
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-9 -9
. o 9%
0% 3 . 0%
Insertion only Replacement Explantation only Insertion only Replacement Explantation only
(n=2,217) (n=2,518) {n = 786) (n =6,262) (n=4,101) (n=3,134)
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6. Registry output

Gener al

I nserted devices per manufacturer and brand

Il 02,4 permanent i mplants, and tissue expanders from 6
manufacturers) wWealkl ¢ n2\Veorstte dbris ¢ iteevd ces wer e manufact
by Mentm0d2.4&4i gubproviamnrsoverview of the distribution b
reconstructive and aesthetic devices that have been i
brand.

Tabl eN@mber of devices inserted peof maeawuif@aeds uwietr h an
regi stienrdedc dtoir o s u (2g0e2ydy

Permanent Implants Tissue Expanders
Manufacturer (brand) 2015-2024 2015-2024
n (%)

Allergan (Natrelle) 13,205 (9.7%) <10 (<1.0%) 3,954 (26.8%) 0(0.0%)
Establishment labs (Motiva) 25,140 (18.4%) 3,044 (26.2%) 826 (5.6%) 362 (24.9%)

GC Cosmetics (Eurosilicane) 10,388 (7.6%) 969 (8.3%) 1,079 (7.3%) 17 (1.2%)

GC Cosmetics (Nagor) 1,649 (1.2%) 150 (1.3%) 214 (1.4%) 85 (5.8%)

Groupe Sebbin 156 (0.1%) 0 (0.0%) 0(0.0%) 0 (0.0%)

Laboratoires Arion (Monobloc) 611 (0.4%) 0(0.0%) 0(0.0%) 0(0.0%)
Mentor 75,633 (55.4%) 6,844 (58.8%) 8,128 (55.0%) 938 (64.5%)

Polytech 7,397 (5.4%) 566 (4.9%) 457 (3.1%) 45 (3.1%)

Other 84 (0.1%) <10 (<1.0%) 0(0.0%) 0(0.0%)
Not stated 2,321 (1.7%) 53 (0.5%) 107 (0.7%) <10 (<1.0%)
Total 136,584 (100%) 11,626 (100%) 14,765 (100%) 1,447 (100%)

Figué.eeercentage of recormetroctdeveces basgrot2pdd per br

33% 36% 33%
43%

67% 64% 67%
57%

100%

18%

75%

50% B Reconstructive

Percentage of inserted devices

B Aesthetic
82%

25%
0%

Allergan Motiva Eurcsilicone Nageor Mentor Polytech Other Not stated

{(n=<10) {(n=3,406) (n=0986) (n=235 (n=7782) (n=611) (n=<10) (n =61}
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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.

DICA DBIR
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7. Registry outpt

Reconstructi ve

Types of procedures

I n202,4 a tod@MWlretonstructive procedures \reirgeurdeegsd st er

The following procedures were most of ten perfor med:
mastectomy folrlicameeedyres), unil ater al replacement v
mastect omy for O&ameceedu(r&s) , and unil ater al expl an

mastectomy fo329pawceduifeds) o (I3n 2024, 111 patients h:
i mpl ant replaced with Reewtooldoesgowist ht i smslureown procedur
excluded from the figure and tabl e.

Figur eReg.i stered procedures with recio2n0s2)4r ucti ve 1in
5,000

4,267
4,157 3,975 4,031

4,000 3,853 4.013 3,980
3,141
2,468
1,564
1,000 I
0

2015 2016 2017 2018 2019 2020 2021 2022 2023 2024
Year

)
-

<
o
o

Number of registered procedures
N
k=)
o
o

Tabl eNBmber of reconstructiv20d4 ocedures (201°

Replacement with Replacement with
Indication Insertion only implant* autologous tissue Explantation only
n (%) n (%) n (%) n (%) n (%) n (%) n (%) n (%)
2015-2024 2024 2015-2024 2024 2015-2024 2024 2015-2024 2024
Unilateral
Reconstruction post cancer 11,803 (8.5%) 1,117 (65.6%) & 7.437 (57.2%) 808 (51.1%) | 717(70.4%)  111(70.7%) | 2,602 (62.0%) 329 (56.0%)
Reconstruction post prophylactic mastectomy 458 (2.7%) 65 (3.8%) 426 (3.3%) 76 (4.8%) 28 (2.8%) <10 (<1.0%) | 167 (4.0%) 22 (3.7%)
Reconstruction benignt 398 (2.3%) 28 (1.6%) 281 (2.2%) 43 (2.7%) <10 (<1.0%) <10 (<1.0%) | 142 (3.4%) 30 (5.1%)
Bilateral
Post-cancer & post-cancer 1,893 (11.0%) 119(7.0%) 2,004 (15.4%) 197 (12.5%) 119 (11.7%) 16 (10.2%) 521(124%)  62(10.5%)
Post-cancer & prophylactic 973 (5.6%) 156 (9.2%) 769 (5.9%) 149 (9.4%) 63 (6.2%) 10 (6.4%) 154 (3.7%) 28 (4.8%)
Prophylactic & prophylactic 920 (5.3%) 156 (9.2%) 1,032 (7.9%) 160 (10.1%) 62 (6.1%) 11 (7.0%) 245 (5.8%) 43 (7.3%)
Benigni & benigni 492 (2.9%) 30 (1.8%) 428 (3.3%) 52 (3.3%) <10 (<1.0%) = 221 (5.3%) 41 (7.0%)
Other 300 (1.7%) 33 (1.9%) 618 (4.8%) 96 (6.1%) 15 (1.5%) <10 (<1.0%) | 143 (3.4%) 33 (5.6%)
Not stated
Not stated | <10 (<1.0%) - <10 (<1.0%) <10 (<1.0%) ‘ - - | - -
Total
Total | 17,240 (100.0%) 1,704 (100.0%) | 12,996 (100.0%) 1,582 (100.0%) 1,018 (100.0%) 157 (100.0%) | 4,195 (100.0%) 588 (100.0%)

* Implant includes both permanent implants and tissue expanders.
1 Including congenital deformity, symmetrizing augmentation (after contralateral postmastectomy reconstruction), and gender reassignment surgery.
This table includes replacement and explantation only procedures of devices that were inserted before and after the start of DBIR.

DICA DBIR
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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 undergoing2weaepl @a8bmed}l, paw
the mean age of patients undergoing an explantation
13) .

ASA classification

For insertion only, replacement, and explantation onl
(61 .9, 62 . %, alkd %N respectively), foll owdd?2ByYld3 ASMmdcl ass
229 respectively). I n all intervention glresapsthaAaBA c

2% of the records.

Smoking status

At the time of reconstructive surger ¥y, 9t%he 14 & c emtda g
12.6% for insertion, repl acement, remdeax i hladn%att @ on pr ¢
185% of the cases, thevasmekitadtgegisd tadomesdinknown.

Body Mass I ndex (BMI)

For insertion only, replacement, and explantation on
had a BMI bet ween 18.5 8.08%, 5214%l9 &M@ (rLspectively)
foll owed by a BMI of 252 &, 2%, 2 4 B349% g/rme2s p(ecti vely).
1.9 t&@of the ptahe emadtsi ent 6s BMI was not registered.
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7. Registry

outp

Reconstruct.

TabldePati ent characteristics, recah@®d4uctive

Replacement

2024

Explantation only

2024

Insertion only

2024

2015-2024 2015-2024

2015-2024

General characteristics

Number of unique patients 15,790 1,624 12,442 1,596 4,091 581
Number of unique surgeries 17,240 1,704 14,241 1,793 4,185 588
Age in years, mean £ SD 49£12 49 +12 5212 52+12 56+ 12 57+13

ASA classification

1 49.2% 30.9% 1% 28.3% 29.7% 22.6%

2 45.5% 61.3% 52.3% 62.6% 58.7% 63.1%

3+ 4.2% 6.9% 5.8% 8.1% 10.4% 12.6%
Not stated 1% <1.0% 1% <1.0% 1.2% 1.7%

Smoking}

No 53.4% 71.6% 67.7% 73.5% 73.9% 76.2%
Yes 7.9% 9.9% 9.1% 1% 10.9% 12.6%
Not stated 38.8% 18.5% 23.1% 15.6% 15.1% 11.2%

Body Mass Index

<18.5 1.4% 1.6% 1.6% 1.8% 2% 26%
18.5-24.9 36.7% 49.9% 45.4% 51.1% 43% 44.4%
25-29.9 20.3% 28% 26.5% 29.4% 32.4% 34.9%
>=30 9.5% 14.4% 1% 12.4% 16.1% 16.8%
Not stated 32.1% 6% 15.6% 5.1% 6.5% 1.4%

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.

DICA DBIR
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7. Registry output

Reconstructive

Timing of reconstructive
Il 02,4 the majority of
after mastectomy for

(Tabl5 Fi gur). 82024 mmedi at e
most frequently

Tabl5eTi ming of

Number of implants
Number of permanent implants

Number of tissue expanders

registered
cancrerj mmethet e aerrepcdoentsatwdudc & i on

reconstruct.i

procedures

reconstructive per mal

i mpl aprt od endslerrée 5 eogiies eer ed

ve procéeéeamwd)es, per ind
2015-2024 2024

n (%) n (%)

24,709 2,970

14,890 1,476

Immediate implant insertion surgery

Reconstruction post cancer
Reconstruction post prophylactic mastectomy

Reconstruction benign

Delayed implant insertion surgery

Reconstruction post cancer
Reconstruction post prophylactic mastectomy

Reconstruction benign

12,128 (55.5%) 1,477 (55.9%)

3,718 (17%) 692 (26.2%)
641 (2.9%) 11 (<1.0%)
4,457 (20.4%) 398 (15.1%)
500 (2.3%) 62 (2.3%)

399 (1.8%) 0 (<1.0%)

Tissue expander insertion only surgery

Reconstruction post cancer
Reconstruction post prophylactic mastectomy

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

Figur erini ng

100%
90%
80%
70%
60%
50%
40%
30%
20%

10%

Percentage of procedures (breast level)

0%

11,873 (79.7%) 1,134 (76.8%)

2,259 (15.2%) 320 (21.7%)

758 (5.1%)

22 (1.5%)

reconstructpeempnentedumpbaha20i®ee)dti on

W

- Delayed
-+ Immediate

e

2015 2016 2017 2018 2019 2020 2021 2022 2023 2024

24 DBIR annualzoeu.lport
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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 i mprhoawda etrheir
10 Quality i)hdiFamrt oysme sur gi cal t ec hneivg udeesn c étthtehraet i s
has a positive effect on surgical outcomes, such as
systemic anRarbiotthers techniques, however, no consensu
and insights into current practices are extra useful
Tabléeshows t R&R4ithhe most common incision srniteplwaas a |
sparing mast ectdolmy) fsarar i fserti om36@dIfygr ameapl acement
procedures) . The most common surgi cal pl ane used for
PM30D.%0 for insertidmn.%bhby, rapt acementl nprcoocnetduarsets )t.o
count,ri en t he Net her |l anda e ADMs/dnoefsthepis? %) in breas ~
reconstructions compared to annual repofts of othe

2 Australian Breast Device Registry (ABDR) Annual Report 202 3. https://abdr.org.au/wp -

content/uploads/2024/12/ABDR_ 202 3_Annual -Report.pdf

8 The National Breast Implant Registry (NBIR) Annual Report 202 3.

https://www.thepsf.org/documents/Research/Registries/NBIR/NBIR -Annual -Report -2023.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

DICA DBIR
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7. Registry output

Reconstructive

Tabléel ntraoperative technigues in reconstru2t2) e

Insertion only Replacement Explantation only

2015-2024 2024 2015-2024 2024 2015-2024 2024

General numbers

Total number of breasts 21,825 2,217 19,432 2,518 5,469 786
Incision site
Inframammary 12.7% 15.3% 27.0% 30.9% - -
Mastectomy scar (NNS) 54.5% 41.0% 49.5% 33.2% - -
Mastectomy scar (NS) 10.8% 23.3% 7.8% 13.0% - -
Other 12.0% 7.9% 6.2% 5.9% - -
Not stated 10.0% 12.4% 9.4% 17.0% - -
Plane*
Partial cover with PM 30.4% 30.0% 35.7% 35.4% - -
Prepectoral 9.9% 27.5% 9.0% 15.0% - -
Sub flap 6.3% 4.8% 7.7% 6.2% - -
Subglandular 2.4% 3.7% 3.5% 4.0% - -
Subpectoral 39.7% 21.2% 32.6% 21.2% - -
Not stated 11.3% 12.7% 11.5% 18.3% - -
Mastopexy
Yes 4.6% 4.5% 1.9% 2.3% 6.3% 9.3%
Not stated 1.7% 11.8% 10.2% 16.0% 4.2% 1.7%

Capsulectomyt

Full capsulectomy - - 8.8% 7.5% 23.8% 20.6%
No capsulectomy - - 35.1% 28.9% 34.9% 36.4%
Partial capsulectomy - - 451% 46.8% 36.6% 40.8%
Not stated - - 11.0% 16.8% 4.7% 2.2%

Autologous flap cover*

Yes 10.1% 7.6% 71% 4.1% - -

Not stated 29.2% <1.0% 16.1% 9.1% - -
Fat grafting

Yes <1.0% <1.0% 5.9% 8.6% 4.2% 57%

Not stated 11.7% 11.9% 10.1% 156.9% 4.3% 1.8%
Drains*

Yes 88.0% 81.4% 57.2% 44.5% - -

Not stated 4.0% 5.3% 4.9% 11.2% - -

Mesh/ADM use*®
Yes 6.1% 4.2% <1.0% <1.0% - -

Not stated 11.0% 12.2% 10.6% 16.5% - -
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 measures
Mo s t infection control measur sl €l gMs)or warhee riengiesttd
i mpl ant Therefore, only the insertion only and repl

Figur.eTh® esudnes presented per breast

Figurdndection control measures for every reconstru
breast 1D@45
100% . o N
90%
80% M_‘
w
h 70%
9
- = Systemic AB preopt
2 60% Glove change
o *Antiseptic and/or
v 50% /_\‘\/'—‘—_“\v/ antibiotic rinse
g - Systemic AB postop#
£ 409 Nipple guards
5 0 - Sleeve/gfunnel
o
S 30%
o
20%
10%
J M
0%
2015 2016 2017 2018 2019 2020 2021 2022 2023 2024
Year
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7. Registry output

Reconstructive

Device characareditsntarcds

The majordetvwi cefs inserted for reconstructive indicat
i mpl a@tas | 79. 22,4 the most frequently registered perm
charactewears&anasomi cal |l yd6.@%)apetextobrl®wyd, (silicone <coat
(82.9%) andilicond&3f%l | edeér agepl aotme wa@dDcc (SD §d

Ti ssue expander s20i2MMgerd egr @ choma matnd rhiycal | y85%)h,aped (
textubedd)(, silicoms.%o,atfeidl I(ed w4 t%) ,ssmd imaed (an averag
vol ume 94dc 4(BB) . Trends in permanent i mplants acnhdar act er
shedade presehRtedr éandi gure IrlespecltnFveglbyei tOcan be
observed that the wuse of round i mplants has increase
most inserted i mplants were round il msiteuwrdei dif lcamatbemi c

seen that use of smoot h
whereas the use of

peamanant ncmphaertdtscompared to
textured and polyurethane i mplants

Tabl7eCharacteristics of inserted devices for

per yeari202@15

reco

Permanent implants Tissue expanders

2015-2024 2024 2015-2024 2024
Inserted devices 22,634 2,415 14,514 1,446
Device shape
Round 271% 46.2% 1.6% <1.0%
Anatomical 68.7% 42% 94.5% 85%
Not stated 4.3% 11.8% 4% 14.9%
Device texture
Smooth 14.8% 33% 5.6% 22.9%
Textured 80.7% 55.1% 90.5% 62.2%
Not stated 4.5% 11.8% 3.9% 14.9%
Device coating
Silicone 87.4% 82.6% 96% 85.1%
Polyurethane 8.3% 5.5% <1.0% 0(-)
Other 0() 0() <1.0% 0()
Not stated 4.3% 11.8% 3.9% 14.9%
Device fill
Silicone 92 6% 83.7% 1.8% <1.0%
Saline 1.8% 3% 93.7% 84.9%
Hydrogel <1.0% 0(-) <1.0% 0(-)
Carbon dioxide 0(-) 0() <1.0% 0(-)
Other <1.0% 1.4% <1.0% Q)
Not stated 4.3% 11.8% 3.8% 14.9%
Device volume (mean volume in cc (SD))*
Maximum weight/volume device 422 (147) 429 (149) 481 (128) 491 (138)
Not stated 4.4% 12.6% 5.7% 15.1%
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.
DICA DBIR
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7. Registry outp

Reconstructi ve

Figurelheerted permanent i mplant shape, T2k Mhstruct.i

= Round = Anatomical
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Figurelhs$erted permanent i mplant shell, T2@2énstructi

= 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 characterisFigumrszyplhows et lge 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, TT2kdIstructive

100%
90%
n 80%
5
= 70%
o ° Implant type
E co% ~ AN-Tx-Si-Si
= EO_EX_Sé_'Sé'
0 0-5m-Si-Si
o 0% < An-Tx-Pu-5i
8 40 An-Tx-Si-Sa
= ° ESOStOth' eSach
- Ro-Sm-5i-Sa
S 30%
[
A 20%
10% . e fe =T
- ) - - - =)
= N __,__—r—'_'_-._—"
0%1 *
2015 2016 2017 2018 2019 2020 2021 2022 2023 2024
Year
*The | i mepsl aonft it ype groups with < 20 denvyi@&ars areeyinsote rsehdo wnn si
the figure. Yet, these groonpug awerosm wsfed he percentages.
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7. Registry outp

Reconstructi ve

I nserted breast devices per manufacturer

I n202,4 most of the permanent devi ctetsata nwe rtei sfisouree retxepda
reconstructi vewveirfedioomatMie®dRs a(n@l4d % respekx(Tiaveédey
andigurd® .1

Tabl8el nserted devices per manufacturer (and brand),
(20150 2)4

Permanent Implants Tissue Expanders

2015-2024
n (%)

2024
n (%)

2015-2024
n (%)

2024
n (%)

Manufacturer (brand)

Allergan (Natrelle) 4,315 (18.6%) <10 (<1.0%) 3,916 (26.9%) 0(0.0%)
Establishment labs (Motiva) 2,259 (9.8%) 576 (22.7%) 808 (5.6%) 360 (24.9%)
GC Cosmetics (Eurosilicone) 2,243 (9.7%) 159 (6.3%) 1,074 (7 4%) 17 (1.2%)
GC Cosmetics (Nagor) 254 (1.1%) 22 (0.8%) 207 (1.4%) 80 (5.5%)
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 11,658 (50.4%) 1,595 (62.7%) 7,977 (54.9%) 936 (64.7%)
Polytech 2,186 (9.4%) 172 (6.8%) 443 (3.0%) 45 (3.1%)
Other 35 (0.2%) <10 (<1.0%) 0 (0.0%) 0(0.0%)
Not stated 124 (0.5%) 15 (0.6%) 107 (0.7%) <10 (<1.0%)
Total 23,142 (100%) 2,539 (100%) 14,532 (100%) 1,438 (100%)

Figurl hserted devices per manufacturer (and brand),
(2015024

100%

90%

80%

70%

t
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60%
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7. Registry output

Reconstructive

Complications and revision incidence for permanent br
Not:e It i s not known how many of t he actu
procedures in the Netherlands have been regi
as there has been no gold standard for the v
the preserntseédonreaesults should be interprete
Tabl9%eshows i ssues identified during reconstructive br
Mul tiple indications may be registered per revision.
observational proportions rather than actual compl i ca

Asin the previous, abhhealothepomteasons for revision h;:
Revision indications added over the years have been ¢
have been corrected when it was stated in "Other?".

I n202,4 the most frequently reported reasons for wunpl a
permanent i mplants were cap%)u,l afrolclomwed clh ywilr@epdy B8st pali
anadasymmet 5y%)(.1
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7. Registry outp

Reconstructi ve

Tabl9el ndi cations for revision & perioperative findirt
i mpl ant si202%15

2015-2024 2024

Total revision procedures (per breast) 13,287 1,934

Capsular contracture 4,308 (32.4%) 620 (32.1%)
Breast pain 2,883 (21.7%) 364 (18.8%)
Asymmetry 2,416 (18.2%) 299 (15.5%)
Device rupture or deflation 1,949 (14.7%) 261 (13.5%)
Dissatisfaction with volume 1,385 (10.4%) 165 (8.5%)
Patient request 625 (4.7%) 153 (7.9%)
Complication at contralateral side 480 (3.6%) 146 (7.5%)
Device malposition 1,223 (9.2%) 139 (7.2%)
Silicone extravasation 886 (6.7%) 107 (5.5%)

Breast cancer 639 (4.8%) 95 (4.9%)

Deep wound infection 523 (3.9%) 83 (4.3%)

Breast Implant lliness 449 (3.4%) 75 (3.9%)

Skin necrosis or dehiscence 488 (3.7%) 68 (3.5%)

Seroma or hematoma 516 (3.9%) 65 (3.4%)

Other 337 (2.5%) 51 (2.6%)

BIA-ALCL (suspicion) 136 (1.0%) 15 (0.8%)
Flap problem 131 (1.0%) <10 (<1.0%)
Explantation due to a recall 34 (0.3%) <10 (<1.0%)
BIA-ALCL (PA proven) 29 (0.2%) <10 (<1.0%)

Not stated 337 (2.5%) 11 (0.6%)

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 2024 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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7. Registry outoput

Reconstructi ve

Revision inci-danse: vall compl i c egteiromanreenltatiend!| ant s

The cumul ative percentage of revised primary per mane
reconstructiv@Eiigndiddtgiuch ahd ablle)). 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 hHd:m &ewvi ¢ toino maascCAmreifli r
reinsertion of a new devi ce, repositioning of the d
tissue, or explantation without replacement with any
cause revisions, all indications for rreevdlsa coenmennetr eo fi |
a tissue expander for a permanent breast i mplant or e
related revisions, included complications were deep Ww
device malposition or displacementsedemacerrihematr emar
scarring (including skin nec+AdLiLs dmnl de Hiesvd erecse )w,i tdr
manufacturer and seri al number registered during ins:¢
ti me and could therefore beatiinehnu.dedhe npresee nctaldc uc

percentages are not adjusted for confounding factors.
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benign reconstructions. Thes a3 .r% 15 s%,0 naniddcad ¢émces wer
60 months, respectively. Since most prophylactic mast
the rel at i6vGenloynttheé yihsi on i nci demusei mntdheoanlpll i cati on g
(3. 8 anl.%, respe)tmivehty be explained by the higher ¢
which is associated with bilateral breast i mplant rec
could be that a unilaterah cempbkioatmap hkadi hgatdoto
contral ateral revision in the breast without a compli
the-caddse revision isncidence curve

TablleD Revi si on i nedaadwesneevs.aldoimpdaacmdtiromcti ve pri mar

Primary breast implants

Revised - all-cause

Revised - complication

per manent

Reconstruction post

cancer
Number
5,160
1,139
665

of implants

breast

mastectomy

1,129
234
155

All-cause revision incidence (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

10.7% (9.9, 11.6)
15.5% (14.5, 16.6)
18.2% (17.1, 19.3)
20.0% (18.8, 21.2)
21.5% (203, 22.7)

13.6% (1.6, 15.6)
18.3% (15.9, 20.7)
20.7% (18.0, 23.2)
23.6% (20.7, 26.5)
25.6% (22.4, 28.7)

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

36 DBIR

annuaIZOQu.lport

7.5% (6.7,8.2)
9.6% (8.8, 10.5)

11.0% (10.1, 11.9)
12.0% (11.1, 13.0)
13.0% (12.0, 14.0)

11.1% (9.3, 13.0)
12.9% (10.8, 14.9)
14.3% (12.0, 16.5)
15.3% (12.9, 17.6)
15.9% (13.4, 18.4)

Reconstruction post prophylactic

i mpl ant s

Reconstruction
benign

849

95

3.7% (2.4, 5.0)

6.2% (4.5,7.9)

7.3% (5.4,9.1)

8.2% (6.2, 10.2)

9.1% (7.0, 11.2)

2.5% (1.4, 3.6)

3.9% (2.6,5.3)

4.9% (3.3,6.4)

5.5% (3.8,7.2)

6.1% (4.3,7.8)

N.B. Revision incidence is based on reconstructive primary breast implants inserted from April 2015 to 2024. 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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7. Registry output

Reconstructive

Complications and revision incidence for tissue expan
Not:e It i s not knovwnMf hdve many al repl aceme
procedures in the Netherlands have been regi

as there has been no gold standard for the v
the presented revisiomteepuétedsWwiouhdcdet i on

Tabl e slHows i ssues identified during reconstructiv
procedures. Mul tiple indications may be registered p
table represent observational proportions rather than
Asin the previous annual report., the other reasons f
Revision indications added over ¢hentpedr othaverkasmnc
have been corrected when it was stated in "Other?".

I n202,4 the most frequently reported reasons for wunpl a
ti ssue expanders were d&e®) woskidninéecbosibeab (B) ,dehi sce
anderoma or hddnddt) ama
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7. Registry outp

Reconstructi ve

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

2015-2024 2024

Total revision procedures (per breast) 10,833 1,168

Tissue expander to implant 6,985 (64.5%) 779 (66.7%)
Deep wound infection 647 (6.0%) 105 (9.0%)

Tissue expander to autologous 652 (6.0%) 99 (8.5%)

Skin necrosis or dehiscence 382 (3.5%) 68 (5.8%)

Seroma or hematoma 426 (3.9%) 51 (4.4%)

Device rupture or deflation 392 (3.6%) 50 (4.3%)

Capsular contracture 601 (5.5%) 45 (3.9%)

Asymmetry 505 (4.7%) 32 (2.7%)

Patient request 142 (1.3%) 28 (2.4%)

Breast pain 295 (2.7%) 23 (2.0%)

Complication at contralateral side 80 (0.7%) 23 (2.0%)

Other 124 (1.1%) 23 (2.0%)

Device malpositicn 318 (2.9%) 16 (1.4%)

Breast cancer 122 (1.1%) 16 (1.4%)
Dissatisfaction with volume 162 (1.5%) <10 (<1.0%)
Silicone extravasation 26 (0.2%) <10 (<1.0%)
BIA-ALCL (suspicion) 11 (0.1%) <10 (<1.0%)
Explantation due to a recall <10 (<1.0%) <10 (<1.0%)
Breast Implant lliness 21(0.2%) <10 (<1.0%)
Flap problem 89 (0.8%) <10 (<1.0%)

BIA-ALCL (PA proven) <10 (<1.0%) 0(-)

Not stated 289 (2.7%) <10 (<1.0%)

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 2024 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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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 hZama &Kewvi ac¢ oinomwaGAmreifli r
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

30% - -
- Reconstruction post cancer (n = 9,902)

- Reconstruction post prophylactic mastectomy (n = 1,749)
= Reconstruction benign (n = 658)

20%

10%

Cumulative revision incidence rate

0%/

0 6 12 18 24
Months since primary breast implant

Number at risk

- 9900 7187 3860 2968 2624
- 1748 1131 507 396 326
- 657 421 198 177 169

Figur& Complicaelaned revisi®Rrciomsitdpicit m&reys sue
expanders

30% - _
- Reconstruction post cancer (n = 9,902)

- Reconstruction post prophylactic mastectomy (n = 1,749)
== Reconstruction benign (n = 658)

20%

10%

Cumulative revision incidence rate

0%/

0 6 12 18 24

Months since primary breast implant
Number at risk

- 9900 7187 3860 2968 2624
- 1748 1131 507 396 326
- 657 421 198 177 169
DICA DBIR
Dutch Breast Implant Registry DBI R annualkoredplolt

Copyri ghot2BE CA. All rights r



7. Registry output

Reconstructive

Atémont hs after the tastsuefegpmemrasdiBngf t he amasetr

i mplants had been revised6.d8ueoft o hceo mpmpil caanttiso ntsh,at wer |
after prophylactic3m®sofect oenyi mphdnts inserted for be
reconstructions. Thesei mcerve essi8ebdhb, 8 8%c | @B e s
respectadafvted4mmont hs.

Tablle.Revi sion incecdaeresmneevs.aldoimpddarmdtiromcti vespuemary
expanders

Reconstruction post Reconstruction post prophylactic Reconstruction
cancer mastectomy benign

Number of implants

Primary breast implants 9,902 1,749 658
Revised - all-cause 1,079 163 35
Revised - complication 706 131 27

All-cause revision incidence (95% confidence interval)

6 months since primary breast implant 7.3%(6.7,7.8) 75% (6.2, 8.7) 45% (2.8,6.1)
12 months since primary breast implant 10.8% (10.1, 11.5) 9.8% (8.2, 114) 53%(34,7.2)
18 months since primary breast implant 13.2% (12.4, 14.0) 11.2% (9.3, 13.1) 6.8% (4.3,9.3)
24 months since primary breast implant 14.2% (13.3, 15.1) 11.5% ( 9.5, 13.4) 6.8% (4.3, 9.3)

Revision incidence due to complication (95% confidence interval)

6 months since primary breast implant 5.8% (5.3,6.3) 6.8% (5.6, 8.0) 3.6%(2.2,5.1)
12 months since primary breast implant 7.2% (6.6, 7.8) 7.8% (6.4, 9.2) 4.5% (2.7,6.2)
18 months since primary breast implant 8.2% (7.6, 8.9) 8.6% (7.0, 10.2) 5.0% (3.0, 7.0)
24 months since primary breast implant 8.5% (7.9,9.2) 8.9% (7.2, 10.5) 5.0% (3.0, 7.0)

N.B. Revision incidence is based on reconstructive primary breast implants inserted from April 2015 to 2024. 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

I n202,4 a toédaB/aesbthetic procedures wer(€igpegbst®fed in
t hese pr oc3edllbwes e insertion onl2y 1 b@ecrcecedueps acement
procedur €s ,60@nrde expl antation Ombyld8pTbeemasespérfor mec
procedure incluaexpl|l dntletieormadr oc 8d dadprsoc(feduResdr ds

with unknown procedure type are excluded from the fig

Figut@Number of aesthetic igO@dedures (2015
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e
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o
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o
o

r

9,219
9,000 8,640 8,558
8,000 7,482 7,474
7,000 6,980 6,873
6,000
5,000 4,724
4,000
3,049

3,000
2,000
1,000

0

2015 2016 2017 2018 2019 2020 2021 2022 2023 2024
Year

Number of registered procedures

Tabll@8. Number of aesthetic iO0O@dedures (2015

Indication Insertion only Replacement Explantation only

Unilateral
Unilateral 755 (1.6%) 41 (1.3%) 1,034 (6.6%) 110 (5.2%) 487 (4.7%) 61 (3.8%)
Bilateral
Bilateral 47,101 (98.4%) 3,119 (98.7%) 14,520 (93.3%) 2,002 (94.8%) 9,812 (95.2%) 1,539 (96.2%)
Not stated
Not stated 22 (0.0%) <10 (<1.0%) <10 (<1.0%) = <10 (<1.0%) -
Total
Total 47,878 (100.0%) 3,161 (100.0%) 15,556 (100.0%) 2,112 (100.0%) 10,302 (100.0%) 1,600 (100.0%)

This table includes replacement and explantation only procedures of devices that were inserted before and after the start of DBIR.
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8 . Registry outoput

Aest heti c

Patient characteristics

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

48y ears ( SfDorl2r)ep!l gpoaeomerdiurersd t he mean age of patient
an explantation onl g2ypabnse@d)Bbelwas 5

ASA classification

For i nserytiaomde plndc ¢ me st patients scor g8l1%ASB %Gl ass 1
respec).iFoel explantation only, most Ipa(td=.nt%) szZrorelda sAs
(45.9%) ASA classificatiohewasim@ssi ndei mfeocro radl sl types ¢
procedures.

Smoking status

The percentage of smokers at t he 2t0i. &0, 0 fl 9a e2s%, h eatnidc 1s4u |
for insertion, repl acemeaspeanidVe® ptlbbndiad fi otnhe cases,
the smoking stiathestegrast erednknown.

Body Mass | ndex

For insertion only, repl acement, and explantation on
had a BMI bet ween 18.25 7&f0d6 2486 9 albg/ud respectinvel y)
respectli.®Wel y, afd?®2 of the records the patientdés BMI w
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8 . Registry outp

Aest heti c

characteristics in i@a@2dheti c

Tablld. Pati ent proce

Explantation only
2024

Replacement

2015-2024 2024

Insertion only

2024

2015-2024

2015-2024

General characteristics

Number of unique patients 47,341 3,143 14,921 2,043 10,272 1,597
Number of unique surgeries 47,878 3,161 15,556 2,12 10,302 1,600
Age in years, mean + SD 32110 34+10 47 £12 48 + 12 5113 52+13
ASA classification
1 88.1% 78.1% 61.8% 53.6% 49.7% 45.7%
2 1.2% 21.2% 34.7% 42.3% 43.2% 45.9%
3+ <1.0% <1.0% 2.6% 3.3% 6% 7.4%
Not stated <1.0% <1.0% <1.0% <1.0% 1.2% <1.0%
Smokingt
No 44.7% 72.4% 65.8% 70.6% 69.1% 69.9%
Yes 12.3% 20.3% 17.9% 19.2% 12.5% 14.6%
Not stated 43% 7.3% 16.2% 10.2% 18.4% 15.4%
Body Mass Index
<18.5 4.6% 5.8% 3.8% 3.7% 3% 3%
18.5-24.9 58.5% 75.2% 70.6% 69.6% 57.6% 57.2%
25-29.9 10% 15.2% 17.9% 19.6% 23.5% 28.6%
>=30 1.4% 2.7% 4.1% 5.3% 7.5% 9.1%
Not stated 25.4% 1.2% 3.6% 1.8% 8.3% 2.2%

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.

DICA DBIR

Dutch Breast Implant Registry DBI R annualkordpl?t

Copyri ghot2BE CA. All rights r



8 . Registry outoput

Aest heti c

I ntraoperative techniques

The DBIORI|I ects data on intraoperative techniques used
best practices and assess surgical out comes. Benchma
provided to healthcare institutions etaadd inmoEreapd etrhei r
10 Quality inmdiFoat some surgical technegyudsnceheéehati s
has a positive effect on surgical outcomes, such as
systemic anRdrbiwotthers techniques, however, no consensu
and insights into current practices are extra useful
Tabll®shows tR&R4ithhe most common incision site was th
(99% for i nserti &8mMm.%8nfloyr, raempll acement procedures). The

surgi cal pl ane usedpéaoti alhseovedOnMwfadsr PiMnserti on onl y
49.9% for replacement procedures).
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8 . Registry outp

Aest heti c

Tabll®&. Il ntraoperative techniques in aesthetic proc

Insertion only

2015-2024

Replacement

2015-2024

Explantation only

2015-2024 2024

2024 2024

General numbers

Total number of breasts 92,533 6,262 28,632 4,101 19,372 3,134

Incision site

Inframammary 96.4% 97.9% 93.6% 89.8% - -
Other 3.3% 2.1% 4.6% 5.1% - -
Not stated <1.0% <1.0% 1.8% 5.1% - -
Plane*
Partial cover with PM 57.6% 49.2% 51.9% 49.6% - -
Sub flap <1.0% <1.0% <1.0% <1.0% - -
Subcutaneous <1.0% <1.0% <1.0% 1.0% - -
Subfascial 10.6% 21.2% 2.9% 3.5% - -
Subglandular 19.1% 24.5% 33.4% 33.6% - -
Subpectoral 10.3% 3.6% 8.3% 6.0% - -
Not stated 21% <1.0% 2.6% 6.2% - -
Mastopexy
Yes 4.4% 71% 9.2% 12.1% 17.3% 19.9%
Not stated <1.0% <1.0% 2.0% 5.0% <1.0% <1.0%
Capsulectomyt
Full capsulectomy - - 24.7% 20.3% 32.8% 28.6%
No capsulectomy - - 32.5% 32.0% 31.0% 35.5%
Partial capsulectomy - - 40.7% 42.6% 35.4% 35.6%
Not stated - - 21% 5.1% <1.0% <1.0%

Autologous flap cover*

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

Not stated 24.4% 7.4% 13.7% 14.8% - -
Fat grafting

Yes <1.0% 1.0% 2.0% 1.6% 12.6% 10.3%

Not stated <1.0% <1.0% 2.0% 5.1% <1.0% <1.0%
Drains*

Yes 8.7% 4.9% 30.0% 20.7% - -

Not stated 1.3% 1.6% 1.8% 5.2% - -

Mesh/ADM use*
Yes <1.0% <1.0% <1.0% <1.0% - -
Not stated <1.0% <1.0% 2.0% 5.1% - -

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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