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a b s t r a c t

Breast implants are amongst the most widely used types of permanent implants in modern medicine and
have both aesthetic and reconstructive applications with excellent biocompatibility. The double capsule
is a complication associated with textured prostheses that leads to implant displacement; however, its
etiology has yet to be elucidated. In this study, 10 double capsules were sampled from breast expander
implants for in-depth analysis; histologically, the inner capsular layer demonstrated highly organized
collagen in sheets with delamination of fibers. At the prosthesis interface (PI) where the implant shell
contacts the inner capsular layer, scanning electron microscopy (SEM) revealed a thin layer which
mirrored the three-dimensional characteristics of the implant texture; the external surface of the inner
capsular layer facing the intercapsular space (ICS) was flat. SEM examination of the inner capsule layer
revealed both a large bacterial presence as well as biofilm deposition at the PI; a significantly lower
quantity of bacteria and biofilm were found at the ICS interface. These findings suggest that the double
capsule phenomenon's etiopathogenesis is of mechanical origin. Delamination of the periprosthetic
capsule leads to the creation of the ICS; the maintained separation of the 2 layers subsequently alters the
biostability of the macro-textured breast implant.

© 2015 Elsevier Ltd. All rights reserved.
1. Introduction

1.1. Breast implant double capsules: definition and current
controversy

An increasing number of reports have recently been published
regarding double capsule formation around textured breast im-
plants, mostly notably those with Biocell® type texturing [1]. The
double capsule refers to the finding of 2 distinct capsular layers,
separated by an intercapsular space (ICS), around an implant. The
inner capsule is adherent to the prosthetic device at the prosthesis
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interface (PI) and the outer capsule to the surrounding sub-
glandular/subcutaneous breast tissue [2]. Clinically, the respective
surfaces of the inner and outer capsules that are in contact with the
ICS are very smooth; variable amounts of seroma-like fluid can be
found within the ICS. This double capsule phenomenon may be
partial or complete. In the latter situation, double capsule forma-
tion appears around the entire prosthesis, rendering the implant
particularly prone to micro-movements and dynamic malrotation
due to the new, smoother interface between the inner and outer
capsule layers. Consequently, the textured implant essentially acts
as a smooth implant since the desired tissue in-growth into the
textured surface and resultant implant stability are obviated [1,3].
Moreover, frictional forces between the 2 capsules may lead to
development of synovial metaplasia, secondary infection and late
seroma, thereby necessitating revision procedures [2]. The patho-
physiology of double capsule formation is controversial; some au-
thors propose a mechanical etiology while others suggest that
normal periprosthetic fluid accumulation is the root cause [1,3e10].
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1.2. Biostability of breast implants

Breast implants are amongst the most widely used types of
permanent implants in modern medicine and have both aesthetic
and reconstructive applications. The biocompatibility of these
prostheses is considered excellent and has been studied for over 50
years ever since their inception [11e13]. Still, numerous factors
affect « capsule-implant » stability or biostability over time. Bio-
stability of the expander implant device within the breast pocket
helps prevent implant displacement and rotation, both of which
may lead to undesirable greater expansion in the superior pole
(subclavicular) or axillary regions [3,14]. For the round-shaped
prosthesis, rotation in a plane parallel to the chest is only mini-
mally discernable, but displacement over the rib cage from its
intended position will result in a grossly abnormal appearance of
the breast. In aesthetic and reconstructive surgery, implant stability
is crucial to the overall success of the procedure; methods of
monitoring implant biostability through 3D analyses have been
recently proposed [15]. Currently, the most commonly utilized
expander implants are anatomically shaped in the form of a tear-
drop in order to allow preferential expansion of the tissue in the
lower pole of the breast envelope to better reestablish a natural
breast shape. In such implants, malrotation and displacement leads
to profound distortion of breast shape [3,16,17]. According to core
studies performed by two of the principal breast implant manu-
facturers, asymmetry is the second leading cause of reoperation
and was most commonly secondary to implant rotation or
displacement. Capsular contracture was found to be the most
frequent cause of reoperation [18,19].

1.3. The advent of breast implant texturation

To better stabilize the prosthesis on the thorax, manufacturers
implemented implant texturation through modifications of the
initially smooth silicone implant near the end of the manufacturing
process. The Allergan Biocell® texturation, created by the “lost salt
technique”, is achieved by applying the implant shell with pressure
onto a layer of fine salt. The Mentor Siltex® surface is made via
negative contact imprinting from textured foam; the Siltex® surface
is considered to be a less aggressive form of texturization than its
Biocell® counterpart. Adherence is achieved by periprosthetic
capsular tissue ingrowth into the pores of the textured shell sur-
face, thereby essentially anchoring the silicone implant to the
surrounding breast tissue. The senior author previously described
the “Velcro effect” in which the periprosthetic capsule adheres to
the implant surface in such a way that forceps are required in order
to peel it off intraoperatively, hence simulating the feel of sepa-
rating 2 actual Velcro surfaces apart [20]. The Velcro effect is
typically observed with more aggressively textured implants.

1.4. Hypotheses

Based on the current literature, we propose 4 main hypotheses
for the etiopathogenesis of double capsule formation (Fig. 1). The
first hypothesis is based on movement of the prosthesis inside an
oversized tissue pocket; the macro- and micro-movements of the
implant prevents adhesion of the textured implant surface to the
surrounding tissues [4]. The second hypothesis suggests a me-
chanical etiology whereby shear stress applied to the prosthe-
sisecapsule complex pries the prosthesis away from the capsule;
this separation leads to the subsequent creation of a new inner
layer of capsule in direct contact with the prosthesis. As proposed
by Hall-Findlay, continued friction between the textured implant
shell and the original capsule leads to seroma-like fluid accumu-
lation; secondary seeding of cells derived from this fluid onto the
implant surface initiates the development of this new inner layer of
adherent capsule [1,5]. The basis of the third hypothesis is that a
seroma of varying etiology forms around the prosthesis, which
subsequently leads to the development of a new inner capsule. The
origin of the serous exudate could be infectious, allergic or hem-
orrhagic [6]. The fourth hypothesis is also mechanically based and
proposes that shear forces cause detachment of the
implantecapsule complex from the surrounding breast tissue,
thereby leaving the original capsule en-bloc with the textured
implant. Subsequently, a new outer capsule layer develops to pro-
duce the double capsule phenomenon [3,7,8].

1.5. Objectives

Using scanning electron microscopy, routine microbiology and
histology, double capsule ultrastructural characteristics as well as
the presence of biofilm and bacteriawithin both the PI and ICS were
assessed in order to help elucidate the specific etiopathogenesis of
this phenomenon.

2. Materials and methods

2.1. Definitions

As defined by Maxwell, the inner capsule is the membrane
attached to the prosthesis. This inner capsule has 2 surfaces, one
being at the interface with the prosthesis, referred to as the PI; the
outer surface faces the space between the two capsules, referred to
as the ICS. The separate and distinct outer capsule layer is adherent
to the overlying breast tissue and also has two surfaces; the inner
one is in contact with the ICS and the outer one is attached to the
overlying muscle or breast parenchyma (Fig. 2) [2]. When the 2
distinct capsular layers do not envelope the entire implant, it is
considered to represent a partial double capsule.

2.2. Patients

Following total mastectomy in breast cancer patients, approxi-
mately 90% of implant-based reconstructions are carried out in 2
stages [21]. In the first stage, a textured expander prosthesis is
placed in the mastectomy breast pocket and placed underneath the
thoracic muscles for partial to total coverage (pectoralis major
muscle with or without serratus anterior muscle digitations).
Postoperatively, after an initial wound healing period ranging from
2 to 6 weeks, the expander prosthesis is inflated with saline at
regular intervals over the course of several weeks; once the desired
breast mound volume is obtained, the expander is exchanged for a
permanent silicone-filled prosthesis [22].

Ten patients with double capsule identified intraoperatively
during second-stage expander to definitive implant exchange sur-
gery were prospectively included in this study. Patients gave
written consent for inclusion in this study, which was approved by
the institutional review board. All included patients were treated at
the same university hospital center by 1 of 4 plastic surgeons
specialized in breast reconstruction. Baseline demographic data
was collected for all patients and medical charts were reviewed for
medical history, including radiotherapy status.

2.3. First-stage surgery: expander implant insertion

Prophylactic antibiotics were administered at induction (1st
generation cephalosporin for 9 patients and clindamycin for 1 pa-
tient due to penicillin allergy). Skin prepping was performed using
the standard solution of chlorhexidine with alcohol. Dissection of a
submuscular plane under the pectoralis major muscle for expander



Fig. 1. Illustration of proposed etiologies of double capsule formation.

Fig. 2. Artist's rendition of the breast prosthesis and periprosthetic capsules. A: Orientation of prosthesis placement in breasts. A close-up of the zone within the rectangular outline
is presented in the second image. B and C: Breast capsule layers around the prosthesis. The prosthesis is in blue. The inner capsule is colored in gray and is firmly attached to the
textured surface of the implant shell; the outer capsule is colored in pink. The area shaded in black (represented by white “x”) represents physical space between the two capsule
layers, referred to in article as the intercapsular space (ICS); the ICS may be filled with seroma-like fluid. (For interpretation of the references to colour in this figure legend, the
reader is referred to the web version of this article.)
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implant insertion was executed with electrocautery. Textured
expander implants were inserted into the dissected pocket. Total
muscle coverage of the expander device was achieved by adding a
serratus anterior muscle flap in 7 cases. One case benefited from a
latissimus dorsi muscle flap (patient #2) in order to achieve com-
plete expander device coverage. Prior to insertion, all expander
implants and breast pockets were bathed and irrigated with baci-
tracin antibiotic solution. Muscle closure was performed with
absorbable suture. All surgeons installed 2 JacksonePratt drains
(submuscular and subcutaneous planes) prior to 2-layered skin
closure with absorbable sutures.

2.4. Second-stage surgery: definitive implant placement

Prior to the second-stage expander to definitive implant ex-
change procedure, the degree of capsular contracture in all patients
was assessed and graded according to the Baker scale [23]. The
operative setup was the same as described in the first-stage pro-
cedure. Intraoperatively, during removal of the expander device,
the surgeon documented the presence/absence of clinically
observable Velcro effect and double capsule phenomenon. Two
samples of 1 cm2 of outer capsule were then biopsied at the level of
the expander implant dome (most anterior and dependent portion)
and the rib cage, respectively. For each sample, the capsule surface
in contact with the ICS was subsequently tagged with a suture. It is
important to note that these capsule samples were taken in a
submuscular zone. A 9 cm2 sample of the inner capsule layer
together with its underlying segment of prosthesis shell was then
biopsied en-bloc. The outer capsule and inner capsule/prosthesis
samples were immediately fixed in a solution of glutaraldehyde 2%
and sodium cacodylate 0.1 M in order to stabilize the cellular
structures at a pH of 7.3. All samples were then stored in a
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refrigerator at 4 �C for a minimum of 24 h. Capsule samples were
analyzed as the study progressed. One sample of the inner capsule,
one sample of the outer capsule and, if present, seroma-like fluid
was collected by a swab; all were sent for aerobic and anaerobic
bacterial cultures. Additional capsule samples were also sent for
routine pathology.
2.5. Scanning electron microscopy (SEM)

The outer capsule was processed as previously described by our
team; a 3 � 3 mm portion was cleaned, air-dried and gold-coated
using an Agar Manual Sputter Coater for analysis under conven-
tional High Vacuum (Hi-Vac) SEM [24]. The inner capsule was
subsequently partially peeled from the adherent prosthesis shell in
order to expose the PI and then cut into 2 parts to individually
analyze both the PI and ICS surfaces; the same aforementioned
processing methodology as the outer capsule sample was then
employed (Fig. 3). Bacteria were identified as 0.2e2 mm cocci or
bacilli-formed structures lying on the capsular surface. Bacteria
density was reported as the bacteria count per analyzed surface
(mm2) of 2 observed fields shot at 3000X magnification.

Biofilm quantification was also assessed via SEM image obser-
vation at 3000X magnification. Two images for each sample were
graded using the semi-quantitative biofilm scale of Van Heerden
[25]. The means of the 2 obtained scores for each sample were then
used for further analysis.
2.6. Colorization of scanning electron microscopy pictures

Using Photoshop software (Adobe, San Jose, California, USA), an
area of interest was delineated and selected; in a new layer,
colorization of the selected area was performed as follows: the
prosthesis with 6292ff, bacteria with 18ff00, red blood cells with
ff0000 and leukocytes with 4a96df (red, green and blue colors
encoded in hexadecimal). The layers weremergedwith the original
picture with a 30% transparency. No further modifications of pho-
tomicrographs were implemented.
2.7. Histology

Samples were sent for routine analysis to the pathology
department of our institution. Paraffin blocks were sliced at 2 mm
and subsequently stained by Hematoxyline Fluoxine Safran. Slides
were scanned for further analysis on a NanoZomer Digital Pathol-
ogy C9600 scanner and NDP Scan software (Hamamatsu).
Fig. 3. Peeling of the inner capsule. A: Double capsule covering the prosthesis. A 3 � 3 cm
within the black square). B: Using forceps, the inner capsule was partially peeled from left to
as well as inner capsule at both the prosthesis interface (PI) and intercapsular (ICS) surface
2.8. Statistical analysis

Statistical analysis was performed using Graphpad Prism Soft-
ware (La Jolla, California, USA). Wilcoxon matched pairs rank test
was performed and a risk was defined at 1%. Outliers were deter-
mined using two-sided extreme studentized deviate test (Grubb's
test) with a risk defined at 5%.

3. Results

Ten patients were included in this study. Eight patients under-
went immediate breast reconstructions. The other 2 patients un-
derwent delayed reconstructions, which took place 9.4 and 3.4
years post-mastectomy (patients #2 and #3, respectively). Mean
patient age was 50.2 ± 4.9 and all were non-smokers. The double
capsule was partial in 8 cases and complete in the 2 others; all
double capsules were discovered fortuitously during the opera-
tions. All breast capsules were supple and were graded as Baker
stages 1 or 2, therefore corresponding to a biocompatibility grade C
of Steiert [13]. All expanders were from the same manufacturer
Allergan with the 133 MV model being the most implanted, fol-
lowed by the 133SX model, all these implants have a Biocell tex-
turation. Two patients received radiotherapy. The first patient
required adjuvant radiotherapy following mastectomy due to one
close margin of tumor excision. This treatment delayed the second-
stage expander to definitive prosthesis exchange procedure by a
few months. Two months following the second-stage surgery, she
presented with breast scar dehiscence and exposure of the under-
lying definitive implant, thereby leading to failure of the recon-
struction. The second patient received radiotherapy 9.7 years prior
to the mastectomy surgery. With the exception of the first patient,
the postoperative courses after definitive implant placement were
unremarkable.

Expanders received initial intraoperative inflations to 44 ± 22%
of full volume capacity of the implant. Expansions began 25 ± 11
days postoperatively for a mean of 3.7 ± 1.4 weekly inflation ses-
sions. The expander was exchanged for the definitive implant
175 ± 151 days after the last inflation session. Overall, the total
timespan between the first- and second-stage surgeries (total time
of expander prosthesis implantation) was 206 ± 124 days. These
results are comparable to other studies we have previously re-
ported [26]. Following routine analysis as per institutional protocol,
cultures were negative for bacterial growth. However, it should be
noted that the current routine cultures protocols in our institution
may have insufficient sensitivity for the detection of a large part of
the skin microflora as in the context of joint prostheses [27,28].

Histologic analysis was performed on inner capsule samples and
of inner capsule with prosthesis shell was sampled en-bloc (represented by the area
right from the prosthesis shell in order to analyze ultrastructure of the prosthesis shell
s.
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analyzed thoroughly. The inner capsule samples were described as
a superposition of thin sheets of organized collagen, lacking elastic
fibers. Furthermore, the cell density of these inner capsules was
minimal, and was comprised mainly of fibroblasts and few mono-
nuclear cells. Interestingly, no blood vessels were identified. Intra-
capsular fractures parallel to the prosthesis surface and presenting
as delamination of the inner capsule were observed in all speci-
mens (Fig. 4).

On the contrary, the analysis of outer capsule samples demon-
strated higher cellular density. Most cells were found on the ICS
surface; furthermore, synovial metaplasia was observed in 70% of
the cases. Collagen deposition was loosely organized with elastic
fibers. The leukocytic infiltrate consisted mostly of lymphocytes,
monocyte/macrophages and an extremely low number of gran-
ulocytes in the perivascular area. Granulocytes were identified
occasionally within the vascular lumen but did not appear to leave
the vasculature by diapedesis. Only 2 specimens showed hemo-
siderin deposits, which were limited to very small zones. Giant
multinucleated cells surrounding silicon particles were observed in
5 specimens; these granulomas were embedded within the
capsule.

Ultrastructural characteristics consistent with a clinical Velcro
effect between the inner and outer layers of the periprosthetic
capsule sheath were found in all cases; at the PI, the inner capsule
predictably exhibited ingrowth into the prosthesis' textured surface
rather than a simple adhesion. The outer aspect of the inner capsule
(surface in contact with the ICS) presented a smooth surface with
very little cellularity of either host or bacterial origin (Fig. 5A and B).
The mean thickness of the inner capsule was 74.0 ± 29.7 mm and
cross-sectional imaging of the inner capsule always revealed
stratified organization of extracellular matrix (Fig. 5C). The SEM
observation of the PI indicates that the inner capsule is extremely
well anchored to the Biocell® texture (Fig. 5D and E). Once peeled
Fig. 4. Histological characteristics of the inner capsule. A, B: The inner capsule reveals variab
as delamination of the collagen, are located parallel to the implant surface. They are outlined
or to the prosthesis interface (PI). All images are oriented such that the ICS is located supe
from the prosthesis, SEM observation of the PI aspect of the inner
capsule layer revealed mirroring of the prosthesis texture (Fig. 5F).
The outer capsule layer aspect in contact with the ICS demonstrated
ultrastructural features that were identical to those of the adjacent
outer aspect of the inner capsule; the surface was very smooth.

Bacterial cell density analysis at both the PI and ICS surfaces of
the inner capsule revealed a large number of bacteria on the PI
aspect (Fig. 6). On the ICS aspect of the inner capsule, a very low
number of bacteria were found, except for in patient #1. The
extreme studentized deviate test was significant; therefore, the
first patient of this report was excluded from the statistical tests
performed thereafter. The difference in bacterial density between
the 2 surfaces of the inner capsule layer was statistically significant
as illustrated in Fig. 7A (Wilcoxon rank test p < 0.01). The amount of
bacterial biofilm within the PI and ICS of the double capsules was
quantified using the van Heerden semi-quantitative scale and the
results were then compared for each of the samples. Biofilm tended
to cover a significantly larger area in the PI compared to the ICS as
shown in Fig. 7B (Wilcoxon rank test p < 0.01).

4. Discussion

The increase in biocompatibility and stability of breast implants
observed over the last decades has been largely due to the intro-
duction of textured prosthetic devices [1]. We observed that bac-
terial load and biofilm presence was significantly lower or absent
within the ICS, whereas bacteria could always be seen in the PI. This
finding indicates that the PI and ICS were not sharing the same
initial fluid, as would necessarily be the case in hypotheses 1, 2 and
3.

Also, the histology confirmed the layered appearance of the
inner capsule and delamination that may occur within it. The inner
capsule was the thinnest at the peaks of the prosthesis texture,
le thickness, between 65 and 475 mm. C, D: Intracapsular collagen fractures, presenting
by a discrete infiltrate of mononuclear cells, connecting to the intercapsular space (ICS)
riorly and the PI inferiorly.



Fig. 5. Ultrastructural characteristics of the inner capsule. A and B: Outer aspect of the inner capsule in contact with the intercapsular space (ICS) C: Cross-sectional image showing
the layered organization. D: Peeling of the inner capsule from the prosthesis surface revealing the Biocell® texture. The capsule is strongly adherent to the prosthesis and some
degree of delamination within the capsular layer may take place, leaving some residual capsular tissue within the pores E: Cross-section section of the capsule segment remaining
attached to the implant; the tissue ingrowth mirroring the prosthesis texture is demonstrated. D and E: prosthesis is colorized. F: Prosthesis interface (PI) aspect of the inner capsule
demonstrating a near perfect mirror image of the corresponding implant shell texture seen in D.
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which is consistent with the hypothesis that a mechanical shear
stress delaminated the original capsule leaving an inner capsule
that is thinned at the more mechanically solicited locations of the
capsule.

Altogether, these findings support the 4th hypothesis, which
advances the idea that double capsule formation is secondary to
mechanical movement within the capsule. If the prosthesis was
separated by any other way or if the seroma was secondary to the
bacteria, then one would expect a similar distribution of bacteria in
the PI and the ICS. Importantly, a resorbed hematoma would have
left considerable long term hemosiderin deposits within the tissue.
We only found extremely small hemosiderin deposits in 2 patients,
thereby effectively excluding this etiology.

This research protocol allowed us to analyze capsules that
matured from approximately 3 to 12 months. As for cutaneous and
tendinous healing, the capsule is initially immature, consisting of
loosely arranged collagen type III. As the collagen is progressively
reorganized into collagen type I, the overall strength of the scar
increases [29]. These double capsules were sampled at the
conclusion of the first-stage expansion phase of prosthetic recon-
struction, which indicates that the double capsule formation
occurred during scar maturation and possibly evolved thereafter.
This suggests that delamination of the immature capsule is a major
factor contributing to early double capsule formation.

The routine bacterial cultures were negative despite large
amounts of capsule sent for analysis. We found that most of the
bacteria were embedded within bacterial biofilm, thereby indi-
cating a hostile environment for bacteria. Biofilm further reduces
the pathogens' susceptibility to host macrophage phagocytic action
and also increases their resistance to systemic antibiotics. These



Fig. 6. Bacterial cell density quantification by SEM. A: Prosthesis interface (PI) aspect of the inner capsule, showing a mirror-image segment of capsular tissue ingrowth into the
prosthesis texture pores covered by bacteria and red blood cells. B: Higher magnification image revealing bacteria surrounded by biofilm, depicted as “shadows” adjacent to the
bacterial cells or like a thin wrinkled sheet covering the capsular tissue as indicated by the arrowhead (bacteria and red blood cells are colorized in green and red, respectively). (For
interpretation of the references to colour in this figure legend, the reader is referred to the web version of this article.)

Fig. 7. Bacterial cell density and biofilm on the prosthesis interface (PI) and intercapsular Space (ICS) surfaces of the inner capsule. A: Bacteria were tallied on 2 images at 3000-fold
magnification and mean bacterial density was used for statistical analysis (n ¼ 9). B: Biofilm was quantified on 2 images per sample using the Van Heerden scale and represented as
a mean of the 2 obtained measurements. Statistical analysis was performed using the Wilcoxon matched pairs test.
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bacteria were most likely skin microbiome elements (Staphylo-
coccus epidermidis, Propionobacterium acnes, Peptostreptococcus,
etc.) which are difficult to isolate with conventional microbiology
protocols [27]. Recent advances in biofilm disruption by sonication,
prolonged cultures and polymerase chain reaction lead to
improved bacterial detection around implants, which could be
applied to overcome the limitations of standard techniques.
Nevertheless, bacterial presence does not always have pathologic
implications as the same microbes may be found in 20% of
asymptomatic and supple capsules [30].

The case of patient #1 is interesting, as the radiotherapy
occurred after the mastectomy and before the implant exchange.
The scar breakdown is most likely principally secondary to radio-
therapy effects, but might also be linked with the higher number of
bacteria that were detected in the ICS. Further studies are required
to analyze the specific impacts of radiotherapy and bacterial load.

Our group has shown that early inflation of expanders leads to
an increased incidence of biofilm and double capsules with Biocell
textured implants [31]. Other studies have demonstrated that when
exposed to shear stress, bacteria adopt a different sessile phenotype
that produces a more resistant biofilm [32,33]. These findings
suggest that the biofilm formed within an environment exposed to
the early shear stress of rapid implant expansion may be stronger
due to a possible alteration in bacteria phenotype and other factors
yet to be elucidated. The gene secretion by bacteria as well as
biofilm-modified immunogenicity may potentially trigger an
altered response from the host immune system. Bacteria and leu-
kocytes could therefore produce a different set of proteolytic en-
zymes that may weaken the immature capsule, thereby promoting
intra-capsular delamination. In addition, Hu et al. have shown an
increased quantity of bacteria and leukocytic infiltrate in con-
tracted capsules of human breast textured prostheses, Biocell-
textured implants having the highest load of textured implants
[35]. These infiltrates may potentially contribute to the formation of
double capsules particularly for Biocell-textured implants [1].

We observed that bacterial load and biofilm coverage differed
on each side of a given double capsule sample. Future studies that
compare the bacterial phenotypes and associated immune re-
sponses between the 2 double capsule surfaces, as well as with
other textured and smooth implants, would further refine our
understanding of the role of bacteria in double capsule
pathogenesis.

The Biocell® macro-texturation clearly induces strong tissue
ingrowth into its pores, which accounts for the exceptional stability
of the capsule-implant complex. The weakest point is just above
the peaks of the texture surface, where delamination occurs within
80 mm. On the contrary, less aggressively textured prostheses, such
as the Mentor Siltex®, have a significantly reduced incidence of
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double capsule, indicating a completely different capsular behavior
and response to mechanical stress. Despite the reduced adherence
to the prosthesis, these latter prostheses are still associated with
reduced complication rates when compared to smooth implants
[34]. We also think that in some cases, particularly with less
aggressively textured implants, the mechanism of double capsule
formation might be secondary to separation of the entire capsule
and formation of an independent newer inner capsule (as in hy-
pothesis 2). Our data are not sufficient to support hypothesis 2 and
further studies on double capsules developing around textured
implant shells other than the Biocell® type are needed.

5. Conclusion

Biostability is a critical aspect of the breast prosthesis. Double
capsules lead to unfavorable clinical results; measures at both the
manufacturing and clinical levels are essential to optimizing the
proposed benefits of textured prostheses. Our study highlights the
specific effects that aggressively textured breast implants may have
on periprosthetic capsule formation and indicates that mechanical
shear stress is one of the most important contributing factors to
double capsule development.
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