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Background: The purpose of this randomized controlled trial was to determine
whether anatomical implants are aesthetically superior to round implants in
breast augmentation.

Methods: Seventy-five patients undergoing primary breast augmentation had
a round silicone implant of optimal volume, projection, and diameter placed
in one breast and an anatomical silicone device of similar volume and optimal
shape placed in the other. After intraoperative photographs were taken, the
anatomical device was replaced by a round implant to complete the procedure.
A survey designed to measure breast aesthetics was administered to 10 plastic
surgeon and 10 lay reviewers for blind evaluation of the 75 cases.

Results: No observable difference in breast aesthetics between anatomical
and round implants was reported by plastic surgeons in 43.6 percent or by
lay individuals in 29.2 percent of cases. When a difference was perceived,
neither plastic surgeons nor lay individuals preferred the anatomical side
more often than the round side. Plastic surgeons judged the anatomical
side superior in 51.1 percent of cases and the round side superior in 48.9
percent of cases (p = 0.496). Lay individuals judged the anatomical side su-
perior in 46.7 percent of cases and the round side superior in 53.3 percent
(p = 0.140). Plastic surgeons identified implant shape correctly in only 26.5
percent of cases.

Conclusions: This study provides high-level evidence supporting no aesthetic
superiority of anatomical over round implants. Given that anatomical implants
have important and unique disadvantages, a lack of proven aesthetic superior-
ity argues against their continued use in breast augmentation. (Plast. Reconstr.
Surg. 139: 587, 2017.)

CLINICAL QUESTION/LEVEL OF EVIDENCE: Therapeutic, I.

A

THERAPEUTIC

U.S. Food and Drug Administration in

2012, but their role in breast augmenta-
tion remains controversial.! Although commonly
used abroad,?*® use in the United States has been
hampered by concerns over increased cost, mal-
rotation potential, and lack of proven aesthetic
superiority.* The recent association between ana-
plastic large-cell lymphoma (ALCL) and implant
surface texturization has further heightened con-
cerns.”” As a result, round implant use continues
to predominate in breast augmentation,® the most
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commonly performed aesthetic surgical proce-
dure in the United States.’

Anatomical implant advocates claim that
the characteristic teardrop shape yields a “more
natural” result than that produced by round
implants.>'*'* However, such claims are based
largely on expert opinion and lack high-level evi-
dence. The few observational studies published to
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date have found that surgeons and lay individuals
not only appraise anatomical and round implants
to be aesthetically similar but also are often unable
to distinguish between implant shape in vivo.*!5-17

This randomized controlled trial was designed
to investigate whether anatomical implants produce
clear aesthetic superiority to offset their notable
disadvantages. The hypothesis that anatomical
implants are not aesthetically superior to round
implants in breast augmentation was tested by com-
paring the two different devices in the same patient.

PATIENTS AND METHODS

Study Participants

This randomized controlled trial was approved
by the Western Institutional Review Board. Patients
seeking subpectoral breast augmentation with sili-
cone implants placed through an inframammary
incision were eligible for study enrollment. Strict
exclusion criteria were observed because each
patient served as her own control. Patients with a
breast volume differential estimated greater than
25 g, avertical nipple position differential over 1 cm,
an areolar diameter differential over 0.5 cm, signifi-
cant shape abnormalities or asymmetry, scoliosis, or
chest wall deformities were excluded. Patients hav-
ing had previous breast surgery and those requiring
a simultaneous mastopexy were excluded.

Seventy-five of 207 patients presenting for breast
augmentation between December of 2013 and
November of 2015 met eligibility criteria and con-
sented to study participation. Ten plastic surgeons
and 10 lay individuals with equal gender representa-
tion in both groups served as reviewers to assess breast
aesthetics based on intraoperative photographs.

Surgical Procedure and Devices

All procedures were performed by one surgeon
(D.A.H.), and the cost of all devices was covered
by the senior author’s practice. Western Institu-
tional Review Board-approved informed consent
included the option of using anatomical implants
as the final choice on both sides if warranted.
Chest dimensions were graded by relative length
and width, and these factors were considered while
selecting similar volume anatomical and round
implants with the optimal implant dimensions.

Through an inframammary incision, a sub-
pectoral plane was developed by dividing the infe-
rior origin of the pectoralis major muscle medially
almost as far as the sternal attachments. Muscle
release from the overlying breast tissue to optimize
breast aesthetics was infrequently performed, very
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limited when done, and released to the same
extent on both sides.

Once the final implantvolume was determined,
a round silicone implant was placed in one breast
and either an anatomical silicone sizer [Mentor
(Irvine, Calif.) or Allergan (Dublin, Ireland)] or
actual anatomical implant [Sientra (Santa Bar-
bara, Calif.)] of similar volume was placed in the
other breast. The experimental side was deter-
mined by computer-generated random assign-
ment. All implants were placed in the subpectoral
plane. Standardized photographs were then taken
in the completely upright position (Fig. 1). Finally,
the anatomical device was replaced by a second
round implant to complete the procedure.

There were 25 cases each using Natrelle Style 410
(Allergan), MemoryShape (Mentor), and Sientra
HSC (Sientra). There are four Allergan, one Mentor,
and five Sientra models within these styles that are cur-
rently U.S. Food and Drug Administration—approved
for clinical use. The model selected was that which
the surgeon judged optimized breast aesthetics for
each patient’s individual anatomy. Round implants
used were from a single manufacturer (Mentor) in
Moderate Classic and Moderate Plus profiles.

Anatomicalssilicone sizers from Allergan and Men-
tor were indistinguishable from their implant coun-
terparts except for lacking a textured surface (Fig. 2).
Sizers could be reused several times, thereby provid-
ing cost-effectiveness without compromising simula-
tion accuracy. It was also easier to insert smooth sizers
through a standard length incision. Sientra does not
offer sizers; thus, actual implants were purchased for
each patient in this subgroup. Sientra implants were
placed with the aid of an insertion funnel.

Instrument Design and Pretesting

A survey was created to measure breast aes-
thetics with validity by applying rigorous instru-
ment design principles,'® and administered using
Qualtrics software (Qualtrics, Provo, Utah).
Patient cases were presented for assessment in
random order, and reviewers were able to save
incomplete surveys for completion at a later time.
The preliminary survey was pretested to optimize
content validity, face validity, and utility by means
of a pilot study of two plastic surgeon and two lay
reviewers. The questions were the same for both
groups except that the plastic surgeons were also
queried as to how the breast is better when one
side was preferred and which implant shape they
believe was placed on that side. After this pilot
study, reviewers completed a 10-question content
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Fig. 1. Representative patient intraoperative photograph series. The right breast contains a round implant (Mentor) and the left

breast contains an anatomical implant (Sientra).

validation survey, and the preliminary survey was
revised into final form (Fig. 3).

Sample Size

Based on pilot study results, 312 patient assess-
ments were required in each reviewer group to
attain 80 percent power to detect a minimal clini-
cally important difference of 5 percent in reviewers
preferring the anatomical side more often than the
round side. Ten plastic surgeons and 10 lay indi-
viduals were selected to review all 75 patients, yield-
ing 750 patient assessments per group (1500 total).

Statistical Analysis

The data were summarized as counts, percent-
ages, and means + SD. Preoperative breast charac-
teristics and device volumes between breasts were
compared using two-sample ¢ tests after confirm-
ing satisfaction of the parametric assumptions.
Linear mixed modeling with crossed random
effects of reviewers and patients was performed
to account for the potential of correlation among
measurements in this multilevel study design.

To determine whether reviewers preferred
the anatomical side more often than the round
side when they perceived an aesthetic difference
between breasts, one-proportion z tests with a null
hypothesis value of 50 percent was used. Linear

mixed modeling was performed to determine
whether reviewers’ aesthetic preference depended
on sizer/implant manufacturer and whether
surgeons’ correct implant identification rate
depended on the implant shape producing the
perceived aesthetic superiority. Likert scale data
quantifying perceived aesthetic superiority were
categorized into “less than moderately better” (<3)
and “moderately better or greater” (=3) groups to
facilitate clinical interpretation, and linear mixed
modeling was performed to determine whether the
degree of perceived aesthetic superiority depended
on implant shape. Two-proportion z tests with Bon-
ferroni correction to control family-wise error rate
were used to compare the breast characteristics
accounting for surgeons’ perceived aesthetic supe-
riority. Cohen’s kappa (x) was calculated to deter-
mine interrater reliability among all reviewers and
between reviewers within each group."

The level of statistical significance for hypoth-
esis testing was set at o = 0.05. Statistical analyses
were performed using SAS version 9.4 (SAS Insti-
tute, Inc., Cary, N.C.).

RESULTS

Patient age averaged 39.2 years and body mass
index averaged 20.3 kg/m?®. Preoperative breast vol-
ume, base diameter, nipple position, and average
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Fig. 2. Breast implants and sizers. (Above) Allergan Natrelle style 410 MM 280-cc anatomical silicone implant and sizer. (Center)
Mentor Memory Shape 280-cc MM anatomical silicone implant and sizer. (Below) Sientra HSC round-base, high-projection 270-cc
implant.

breast sizer/implant volume were not significantly
different between sides (Table 1). The average
anatomical device volume (278.1 cc; range, 170
to 385 cc) was also not significantly different from
that of round implants (277.6 cc; range, 170 to 375
cc) (p=10.941). The 25 devices from each manu-
facturer were tabulated by model used (Table 2).

Reviewer response rate was 100 percent. Plas-
tic surgeons averaged 18.8 years of experience in
either private (70 percent) or academic (30 per-
cent) practice. Lay individuals averaged 54.7 years
of age and represented various nonmedical voca-
tions. The interrater reliability of the study sur-
vey was K = 0.133 for reviewers overall, K = 0.152
among plastic surgeons, and K = 0.141 among lay
individuals, corresponding each to a slight® but
significant agreement (p < 0.001).

No observable difference in breast aesthetics
between anatomical and round implants was reported
in 36.4 percent of cases: 43.6 percent by plastic sur-
geons and 29.2 percent by lay individuals (Table 3).

In the remaining 63.6 percent of cases, reviewers
perceived an aesthetic difference between breasts.
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However, on analysis, neither reviewer group pre-
ferred the anatomical side significantly more often
than the round side. Surgeons judged the anatomi-
cal side superior in 51.1 percent of cases and the
round side in 48.9 percent of cases (p=0.496). Lay
individuals judged the anatomical side superior in
46.7 percent of cases and the round side in 53.3
percent of cases (p = 0.140). Moreover, aesthetic
preferences were not dependent on manufacturer,
among either plastic surgeons (p = 0.860) or lay
individuals (p = 0.604) (Table 4).

Both reviewer groups rated the side they
judged aesthetically superior to be no more than
“moderately” more pleasing than the contralat-
eral side on average, whether an anatomical or
round implant was present on the preferred
side. Plastic surgeons rated the anatomical side
superior on average 1.9 and the round side supe-
rior on average 1.9 (p = 0.793). Lay individuals
rated the anatomical side superior on average
2.2 and the round side superior on average 2.2
(p=10.528). This finding of no difference in aes-
thetic superiority rating between implant shapes
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Plastic surgeon reviewer survey.

Which breast is more aesthetically pleasing?

(0 Patient’s left breast
O Patient’s right breast
O No observable difference

If one breast is more aesthetically pleasing, by how much?

A little Moderately Alot
1 2 3 4 5
O O O O O

If one breast is more aesthetically pleasing, how is it better? (select all that apply)

Better projection

Better nipple position
Better upper pole contour
Better lower pole contour
Other (please specify):

ooodd

If one breast is more aesthetically pleasing, which implant shape do you believe was

placed in that breast?

L1 Round
0 Anatomical
O Tdon’t know

Fig. 3. Plastic surgeon reviewer survey. Lay individual survey excluded the last two questions.

was confirmed using linear mixed modeling,
among plastic surgeons (p = 0.321) and lay indi-
viduals (p=0.939) (Table 5).

Regarding breast characteristics accounting for
perceived aesthetic superiority, plastic surgeons did
not choose “better upper pole contour,” “better
lower pole contour,” and “better nipple position”
more frequently when the preferred side had an
anatomical rather than a round device (Table 5).
Although “better projection” initially appeared to
be selected more frequently by surgeons who pre-
ferred the anatomical side (20.8 percent) than by
those who preferred the round side (11.6 percent)
(p=0.010), this difference was not statistically signif-
icant after the Bonferroni correction was applied.

Lastly, plastic surgeons reported not knowing
which implant shape was producing the aesthetic
superiority they perceived in 35.0 percent of cases.

Table 1. Comparison by Side of Breast Characteristics
and Device Volumes Used

Right Breast Left Breast p

Mean breast characteristic

+SD
Volume, cc 144.9 +41.0 145.7 + 39.0 0.903
Base diameter, cm 9.8+0.7 99+0.7 0.383
Nipple to clavicle, cm 19.7£19 199+1.9 0.520
Mean sizer/implant + SD
Volume, cc 277.5+39.7 2752 +41.9 0.731

In the remaining cases, surgeons believed they
knew the implant shape, but were able to iden-
tify it correctly only 26.5 percent of the time. Fur-
thermore, the identification rate was found not to
depend on whether the preferred side contained
an anatomical (24.5 percent) or round (28.5 per-
cent) implant (p = 0.143).

The operating surgeon involved in all 75 cases
did not perceive an aesthetic superiority of either
implant type in any patient. As a result, the patient-
approved option of using anatomical implants as
the final selection instead of round implants was
not applied.

DISCUSSION

Anatomical implants have been gaining pop-
ularity in the United States since U.S. Food and
Drug Administration approval in 2012, with a
market share estimated at 3 to 26 percent.?’ Half
of American Society of Plastic Surgeons members
report using them at least some of the time.? How-
ever, these devices have not been fully embraced
because of notable disadvantages not shared by
round implants.

Anatomical implants were conceived to attain
a more natural result compared with round
implants. Device development began in the 1980s
with Surgitek’s Replicon silicone devices,” and
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Table 2. Round and Anatomical Sizer/Implant
Models Used

Manufacturer Height Projection  No. (%)
Anatomical
Allergan Natrelle 410 Medium Medium 23 (30.7)
Medium Full 1(1.3)
Full Medium 1 (1.3)
Mentor Memory
Shape Medium Medium 25 (33.3)
Sientra HSC Round-
base High 22 (29.3)
Oval-base ~ Moderate 2 (2.7)
Oval-base High 1 (1.3)
Round
Mentor Moderate
Classic 40 (53.3)

Moderate Plus 35 (46.6)

followed with saline anatomical implants. The
first highly cohesive gel anatomical implant was
not introduced until 1993.* However, largely
because of the U.S. Food and Drug Administra-
tion’s silicone implant moratorium from 1992
to 2006, anatomical silicone implants did not
become available in the United States until 2012,
with device development before that occurring
abroad.? Since then, several U.S. studies have
been published showing that breast augmentation
with anatomical implants is safe and effective, and
produces patient satisfaction rates exceeding 90
percent.'*2-29

There are only a few clinical studies compar-
ing the two different shapes. One evaluated radio-
graphic images of anatomical and round saline
implants in vivo and found that both had similar
“teardrop” shapes when standing but that round

Table 3. Side Preference and Sizer/Implant Identification
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implants appeared more natural supine.'” Three
subsequent studies compared postoperative pho-
tographs of patients who received either anatomi-
cal or round silicone implants and concluded
that there was no significant aesthetic difference
between them.*'®!7 Reviewers actually scored
breast naturalness significantly higher in patients
with round implants in one of these studies."”
These findings have led experts to theorize that
the breast and wound healing shape the implant
rather than the opposite.”

Although these studies indicate that surgeons
and lay individuals appraise breast aesthetics using
anatomical and round implants similarly, they are
observational in design involving patient selection
and surgeon biases. Considering that as many as
50 factors influencing results have been identified,
a randomized trial offers the best option to con-
trol for confounding variables.’ A recent cadaver
study compared anatomical and round implants
in the same breast, but breast aesthetics were not
specifically evaluated.* This current study is the
first randomized trial comparing breast aesthetics
between anatomical and round implants within
the same patient, therein controlling for impor-
tant patient selection and surgeon biases.

Reviewers perceived no difference in breast
aesthetics between anatomical and round implants
in over one-third of cases. When a difference was
perceived, neither reviewer group preferred the
anatomical side significantly more often than the
round side. Moreover, plastic surgeons reported
not knowing which implant shape was producing
the aesthetic superiority they perceived in 35.0

Plastic Surgeons Lay Individuals
No. (%) b No. (%) b
“Which breast is more aesthetically pleasing?”
Round side 207 (48.9) 0.496 283 (53.3) 0.140
Anatomical side 216 (51.1) ’ 248 (46.7) )
“No observable difference” 327 (43.6) — 219 (29.2) —
“Which implant shape do you believe was placed in that breast?”
Round identified correctly 59 (28.5) 0.143
Anatomical identified correctly 53 (24.5) :
“I don’t know” 148 (35.0) —
Table 4. Reviewers’ Sizer/Implant Preference by Manufacturer
Plastic Surgeons Lay Individuals
Round Side Anatomical Side Round Side Anatomical Side
Manufacturer Preferred (%) Preferred (%) p Preferred (%) Preferred (%) p
Allergan 15.1 16.1 18.1 14.7
Mentor 13.5 15.4 0.860 14.9 16.0 0.604
Sientra 20.3 19.6 20.3 16.0
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Table 5. Degree and Quality of Perceived Aesthetic Superiority of Preferred Side

Plastic Surgeons Lay Individuals
Round Side Anatomical Side Round Side Anatomical Side
Preferred (%) Preferred (%) p Preferred (%) Preferred (%) p

“By how much?”

Less than moderately better 163 (78.7) 162 (75.0) 0.321 182 (64.3) 163 (65.7) 0.939

Moderately better or greater 44 (21.3) 54 (25.0) : 101 (35.7) 85 (34.3) )
“How is it better?”

Better projection 24 (11.6) 45 (20.8) 0.010*

Better nipple position 49 (23.7) 56 (25.9) 0.601

Better upper pole contour 135 (65.2) 131 (60.6) 0.328

Better lower pole contour 53 (25.6) 43 (19.9) 0.162

Other 15 (7.2) 12 (5.6) 0.673

*Not statistically significant after Bonferroni correction applied.

percent of cases. In the remaining 65.0 percent of
cases, surgeons guessed correctly only 26.5 percent
of the time, even lower than previous findings of
55.0 to 55.9 percent,>'” and correct identification
was found not to depend on whether the preferred
side contained an anatomical or round implant.
These results provide compelling evidence that
there is no aesthetic superiority of anatomical
over round implants in breast augmentation.

Plastic surgeon reviewers were queried on
the characteristics accounting for perceived aes-
thetic superiority. Possible responses were based
on four key features previously reported to define
aesthetically pleasing shape: upper pole—to—lower
pole ratio of 45:55; upward nipple angulation of
approximately 20 degrees; linear or slightly con-
cave upper pole contour; and a tight, convex
lower pole.** Taking into account that surgeons
and patients can prefer different breast shapes,”
response choices also integrated feedback pro-
vided by the content validation survey completed
during instrument pretesting. However, none
of the breast characteristics linked to aesthetic
superiority was chosen more frequently for either
implant type (Table 5). This further supports the
thesis that implant shape per se has little effect on
breast aesthetics.**¥’

Proponents claim that anatomical implant
shape creates a more natural result, and thatround
implants are contraindicated in patients desiring
anatural appearance.>'""* They have also asserted
that anatomical implants are the best choice for
patients with a very thin body habitus or who have
less than the 1.5- to 3-cm thickness of upper pole
breast parenchyma needed to hide the edge of a
round implant.?'"* Other purported advantages
of anatomical implants include greater correction
of breast ptosis and more flexibility in selecting
the ideal implant by considering three dimen-
sions (height, width, and projection) instead of
only two (diameter and projection) with round

implants.” However, considering the evidence to
date including this study, such claims are based on
expert opinion alone.

Anatomical implants have disadvantages not
shared by round implants (Table 6). They feel
more firm to the touch because of the highly
cohesive filler consistency designed to resist
deformational changes in vivo.?** In addition,
the asymmetric implant design creates a potential
for rotation within its pocket, referred to as “mal-
rotation” when breast shape is clinically altered.
This is estimated to occur in 1.1 to 2.6 percent of
patients,'*#*42 although ultrasound screening
of asymmetric patients suggests a rate as high as
25 percent.* Predisposing factors include pocket
overdissection, unstable implant orientation
before capsule maturation, excessive intracap-
sular fluid, and double-capsule formation.'**%
Treatment for malrotation requires external
manipulation and taping of the breasts for weeks
at the least, but more commonly necessitates cor-
rective surgery.'** Besides needing another pro-
cedure, the patient now has to embrace using
round implants, an option originally passed over.

Anatomical implants have a more aggressively
textured surface compared with textured round

Table 6. Advantages and Disadvantages of
Anatomical Implants Compared with Round
Implants

Advantages
Better in ptotic patients?
Less lateralization supine
Disadvantages
More firm
Malrotation potential
Mandatory texturization
Greater cost
Limited incision choices
Longer incision or funnel needed
More complex operative technique
Can appear odd in the supine position
Limited applicability in secondary cases
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implants. Whereas the intent in the latter exam-
ple is to reduce the risk of capsular contracture,
the primary purpose of aggressive texturization in
anatomical implants is to securely hold them in
the proper orientation by means of a hook-and-
loop fastener-like bond.'**” Currently, there is
a growing body of evidence linking implant tex-
turization to late seromas, double capsules, and
ALCL.>7 Although presumed rare, 7.1 percent of
1067 American Society of Plastic Surgeons mem-
bers recently surveyed reported having witnessed
a case in their practice.* Considering that many
studies have not supported a lower rate of capsu-
lar contracture with textured implants, especially
when placed in the subpectoral plane,' it appears
prudent to avoid using textured implants of all
types until the precise mechanism of ALCL patho-
genesis is elucidated.

There are other disadvantages too. Incision
choice is largely restricted to the inframammary
approach because greater length is often needed
to accommodate the stiffer gel and surface tex-
turization of anatomical implants. Moreover, this
approach also facilitates precise pocket sizing,
another anatomical implant requirement. Shorter
incisions are possible, but then a funnel is needed
to ease insertion and prevent gel fracture. Ana-
tomical implants are significantly more expensive
than round implants with all three manufacturers,
ranging to as high as twice the cost.?! In addition,
anatomical implants have limited applicability in
secondary cases because either a capsulectomy or
a neopocket is mandatory to minimize the poten-
tial for malrotation.?

Some assert that anatomical implants have a
more demonstrable shape advantage in the sub-
glandular plane because subpectoral placement
compresses the implant, thereby neutralizing
shape differences.* However, this point may be
moot given that subpectoral placement favors
improved breast imaging.**® Furthermore, the
subpectoral plane has a clear advantage in terms
of minimizing the development of capsular con-
tracture.”™®® Subpectoral placement is therefore
generally preferred, outweighing the small risk of
significant animation deformity.

Regarding study limitations, it could be argued
that resolution of surgical edema is necessary to
demonstrate the aesthetic advantage of anatomi-
cal implants. However, significant edema did not
develop within the first hour of the procedure
during which time the experimental component
of this study was performed. Although anatomi-
cal implants are thought to not “drop” as much
over time as round implants, this and other issues
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related to long-term implant settling are beyond
the scope of this study.?’

Although silicone sizers were used instead of
actual anatomical implants for two of the manu-
facturers, the sizers are identical to the implants
except for lacking surface texturization (Fig. 2).
Moreover, the actual implants used in the Sientra
subgroup yielded findings no different than those
with the sizers. Among all devices used, however,
the maximum size was 385 cc. Subsequently, the
conclusions of this study may not apply to larger
implant sizes.

It might be argued that the optimal ana-
tomical model was not selected for each patient.
However, torso length and width were taken into
consideration as important factors to include in
the selection process. Variation in chest dimen-
sions can influence preferred anatomical implant
height and base shape (round or oval). Although
five of the 10 U.S. Food and Drug Administration—
approved styles were used, one style from each
manufacturer predominated. These three styles
were quite different from one another, yet there
was no superiority of any manufacturer demon-
strated. It could be extrapolated from this that dif-
ferences in models within a manufacturer’s styles
would not have a significant impact in breast aes-
thetics either.

Lastly, although the reviewer survey was cre-
ated using rigorous instrument design principles,
it remains subject to measurement error. However,
this was minimized by pretesting to optimize con-
tent validity, face validity, utility, and adequately
powering the study. As a result, interrater reliabil-
ity was higher in this study than for those designed
for similar purposes in the literature.**

CONCLUSIONS

In this randomized controlled trial of anatom-
ical versus round implants, reviewers commonly
reported perceiving no difference in breast aes-
thetics between implant shapes. When a differ-
ence was noted, neither the anatomical nor the
round side was preferred more often. Moreover,
plastic surgeons identified implant shape correctly
in only a minority of cases and often reported not
knowing which implant shape was responsible for
perceived superior aesthetics.

Considered together, the results of this study
provide Level I evidence showing no aesthetic
superiority of anatomical over round implants.
Given the significant disadvantages enumer-
ated, these findings argue against the continued
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routine use of anatomical implants in breast

augmentation.
David A. Hidalgo, M.D.
655 Park Avenue
New York, N.Y. 10065
dh@drdavidhidalgo.com
REFERENCES
1. U.S. Food and Drug Administration. Sientra Silicone Gel

10.

11.

12.

13.

14.

15.

16.

17.

18.

19.

Breast Implants-P070004. Available at: http://www.fda.
gov/MedicalDevices/ProductsandMedicalProcedures/
DeviceApprovalsandClearances/Recently-
ApprovedDevices/ucm?296484.htm. Accessed April 8, 2016.

. Hedén P, Montemurro P, Adams WP Jr, Germann G, Scheflan

M, Maxwell GP. Anatomical and round breast implants:
How to select and indications for use. Plast Reconstr Surg.
2015;136:263-272.

. Al-Ajam Y, Marsh DJ, Mohan AT, Hamilton S. Assessing

the augmented breast: A blinded study comparing round
and anatomical form-stable implants. Aesthet Surg J.
2015;35:273-278.

. Hidalgo DA, Sinno S. Current trends and controversies in

breastaugmentation. Plast Reconstr Surg. 2016;137:1142-1150.

. Clemens MW, Miranda RN. Coming of age: Breast implant-

associated anaplastic large cell lymphoma after 18 years of
investigation. Clin Plast Surg. 2015;42:605-613.

. Hall-Findlay EJ. Breast implant complication review: Double

capsules and late seromas. Plast Reconstr Surg. 2011;127:56—66.

. Hu H, Johani K, Almatroudi A, et al. Bacterial biofilm infec-

tion detected in breast implant-associated anaplastic large-
cell lymphoma. Plast Reconstr Surg. 2016;137:1659-1669.

. Hidalgo DA, Spector JA. Breast augmentation. Plast Reconstr

Surg. 2014;133:567¢-583¢.

. American Society of Plastic Surgeons. 2015 plastic surgery

statistics report. Available at: https://www.plasticsurgery.
org/news/plastic-surgery-statistics. Accessed April 8, 2016.
Adams WP Jr, Mallucci P. Breast augmentation. Plast Reconstr
Surg. 2012;130:597¢—611e.

Adams WP Jr, Small KH. The process of breast augmentation
with special focus on patient education, patient selection
and implant selection. Clin Plast Surg. 2015;42:413-426.
Hedén P, Brown MH, Luan J, Maxwell GP, Munhoz AM,
Carter M. Delphi study consensus recommendations: Patient
selection and preoperative planning measurements for
Natrelle 410. Plast Reconstr Surg Glob Open 2015;3:e556.
Caplin DA. Indications for the use of MemoryShape breast
implants in aesthetic and reconstructive breast surgery: Long-
term clinical outcomes of shaped versus round silicone breast
implants. Plast Reconstr Surg. 2014;134 (Suppl):27S-37S.
Hammond DC. Technique and results using MemoryShape
implants in aesthetic and reconstructive breast surgery. Plast
Reconstr Surg. 2014;134(Suppl):16S-26S.

Hamas RS. The postoperative shape of round and teardrop
saline-filled breast implants. Aesthet Surg J. 1999;19:369-374.
Bronz G. A comparison of naturally shaped and round
implants. Aesthet Surg J. 2002;22:238-246.

Friedman T, Davidovitch N, Scheflan M. Comparative dou-
ble blind clinical study on round versus shaped cohesive gel
implants. Aesthet Surg J. 2006;26:530-536.

Chatterji M. Designing and Using Tools for Educational
Assessment. New York: Allyn & Bacon; 2003.

SAS Institute, Inc. Compute estimates and tests of agree-
ment among multiple raters using SAS. %MAGREE macro

20.

22.

23.

24,

25.

26.

27.

28.

29.

30.

31.

32.

33.

34.

36.

37.

39.

to compute Cohen’s kappa. Available at: http://support.sas.
com/kb/25/006.html#det. Accessed April 17, 2016.

Landis JR, Koch GG. The measurement of observer agree-
ment for categorical data. Biometrics 1977;33:159-174.

. Cunningham BL, Suszynski T, Sieber DA. MemoryShape:

Impact of clinical trials, global medical economics, and the
future. Plast Reconstr Surg. 2014;134 (Suppl):385-45S.

Sinno S, Schwitzer J, Anzai L, Thorne CH. Face-lift satisfac-
tion using the FACE-Q. Plast Reconstr Surg. 2015;136:239-242.
Calobrace MB, Capizzi PJ. The biology and evolution
of cohesive gel and shaped implants. Plast Reconstr Surg.
2014;134(Suppl):6S-118S.

Hedén P, Boné B, Murphy DK, Slicton A, Walker PS. Style
410 cohesive silicone breast implants: Safety and effective-
ness at 5 to 9 years after implantation. Plast Reconstr Surg.
2006;118:1281-1287.

Spear SL, Parikh PM, Goldstein JA. History of breast
implants and the food and drug administration. Clin Plast
Surg. 2009;36:15-21, v.

Maxwell GP, Van Natta BW, Bengtson BP, Murphy DK.
Ten-year results from the Natrelle 410 anatomical form-
stable silicone breast implant core study. Aesthet Surg J.
2015;35:145-155.

Hammond DC, Migliori MM, Caplin DA, Garcia ME, Phillips
CA. Mentor Contour Profile Gel implants: Clinical outcomes
at 6 years. Plast Reconstr Surg. 2012;129:1381-1391.

Stevens WG, Calobrace MB, Harrington J, Alizadeh K, Zeidler
KR, d’Incelli RC. Nine-year Core Study data for Sientra’s FDA-
approved round and shaped implants with high-strength
cohesive silicone gel. Aesthet Surg J. 2016;36:404—416.
Murphy DK, Beckstrand M, Sarwer DB. A prospective, multi-
center study of psychosocial outcomes after augmentation
with Natrelle silicone-filled breast implants. Ann Plast Surg.
2009;62:118-121.

Brody GS. The perfect breast: Is it attainable? Does it exist?
Plast Reconstr Surg. 2004;113:1500-1503.

Tebbetts JB. A system for breast implant selection based on
patient tissue characteristics and implant-soft tissue dynam-
ics. Plast Reconstr Surg. 2002;109:1396-1409; discussion 1410.
Forte AJ, Barbosa MP, Persing JA, et al. Cadaveric study of
breast measurements during augmentation with implants.
Plast Reconstr Surg. 2015;135:699e-710e.

Mallucci P, Branford OA. Concepts in aesthetic breast dimen-
sions: Analysis of the ideal breast. | Plast Reconstr Aesthet Surg.
2012;65:8-16.

Mallucci P, Branford OA. Population analysis of the per-
fect breast: A morphometric analysis. Plast Reconstr Surg.
2014;134:436-447.

. Hsia HC, Thomson JG. Differences in breast shape prefer-

ences between plastic surgeons and patients seeking breast
augmentation. Plast Reconstr Surg. 2003;112:312-320; discus-
sion 321.

Gabriel A, Maxwell GP. The evolution of breast implants.
Clin Plast Surg. 2015;42:399-404.

Kovacs L, Eder M, Zimmermann A, et al. Three-dimensional
evaluation of breast augmentation and the influence of
anatomic and round implants on operative breast shape
changes. Aesthetic Plast Surg. 2012;36:879-887.

. Cardenas-Camarena L, Encinas-Brambila J. Round gel breast

implants or anatomic gel breast implants: Which is the best
choice? Aesthetic Plast Surg. 2009;33:743-751.

Kinney BM, Jeffers LL, Ratliff GE, Carlisle DA. Silicone gel
breast implants: Science and testing. Plast Reconstr Surg.
2014;134 (Suppl):47S-56S.

595


mailto:dh@drdavidhidalgo.com
http://www.fda.gov/MedicalDevices/ProductsandMedicalProcedures/DeviceApprovalsandClearances/Recently-ApprovedDevices/ucm296484.htm
http://www.fda.gov/MedicalDevices/ProductsandMedicalProcedures/DeviceApprovalsandClearances/Recently-ApprovedDevices/ucm296484.htm
http://www.fda.gov/MedicalDevices/ProductsandMedicalProcedures/DeviceApprovalsandClearances/Recently-ApprovedDevices/ucm296484.htm
http://www.fda.gov/MedicalDevices/ProductsandMedicalProcedures/DeviceApprovalsandClearances/Recently-ApprovedDevices/ucm296484.htm
http://www.plasticsurgery.org/Documents/news-resources/statistics/2014-statistics/plastic-surgery-statsitics-full-report.pdf
http://www.plasticsurgery.org/Documents/news-resources/statistics/2014-statistics/plastic-surgery-statsitics-full-report.pdf
http://support.sas.com/kb/25/006.html#det
http://support.sas.com/kb/25/006.html#det

40.

41.

42.

43.

44.

45.

46.

Calobrace MB. The
MemoryShape breast
2014;134(Suppl):10S-15S.

Jewell ML, Jewell JL. A comparison of outcomes involving
highly cohesive, form-stable breast implants from two manu-
facturers in patients undergoing primary breast augmenta-
tion. Aesthet Surg J. 2010;30:51-65.

Doren EL, Pierpont YN, Shivers SC, Berger LH. Comparison
of Allergan, Mentor, and Sientra contoured cohesive gel
breast implants: A single surgeon’s 10-year experience. Plast
Reconstr Surg. 2015;136:957-966.

Schafer M, Adams WP Jr, Chase S. Detection of breast
implant rotation using in-office high-resolution ultrasound.
J Ultrasound Med. 2014;33 (Suppl):S31.

Panettiere P, Marchetti L, Accorsi D. Rotation of anatomic
prostheses: A possible cause of breast deformity. Aesthetic
Plast Surg. 2004;28:348-353.

Schwartz MR. Algorithm and techniques for using Sientra’s
silicone gel shaped implants in primary and revision breast
augmentation. Plast Reconstr Surg. 2014;134 (Suppl):18S-278S.
Niechajev I, Jurell G, Lohjelm L. Prospective study compar-
ing two brands of cohesive gel breast implants with ana-
tomic shape: 5-year follow-up evaluation. Aesthetic Plast Surg.
2007;31:697-710.

design and engineering of the
implant.  Plast  Reconstr ~ Surg.

Plastic and Reconstructive Surgery ® March 2017

47.

48.
49.

50.

51.

52.

53.

54.

Calobrace MB, Hammond D. Anatomic gel implants: From
concept to device. Plast Reconstr Surg. 2014;134 (Suppl) :4S-9S.
Verpaele A. Personal communication, 2016.

Handel N, Silverstein M]J, Gamagami P, Jensen JA,
Collins A. Factors affecting mammographic visualization
of the breast after augmentation mammaplasty. JAMA
1992;268:1913-1917.

Silverstein MJ, Handel N, Gamagami P. The effect of
silicone-gel-filled implants on mammography. Cancer
1991;68 (Suppl):1159-1163.

Somogyi RB, Brown MH. Outcomes in primary breast aug-
mentation: A single surgeon’s review of 1539 consecutive
cases. Plast Reconstr Surg. 2015;135:87-97.

Namnoum JD, Largent ], Kaplan HM, Oefelein MG,
Brown MH. Primary breast augmentation clinical trial
outcomes stratified by surgical incision, anatomical place-
ment and implant device type. ] Plast Reconstr Aesthet Surg.
2013;66:1165-1172.

Vazquez B, Given KS, Houston GC. Breast augmentation:
A review of subglandular and submuscular implantation.
Aesthetic Plast Surg. 1987;11:101-105.

Cohen M, Evanoff B, George LT, Brandt KE. A subjective rat-
ingscale for evaluating the appearance outcome of autologous
breast reconstruction. Plast Reconstr Surg. 2005;116:440-449.

American Society of Plastic Surgeons Mission Statement

The mission of the American Society of Plastic Surgeons® is to support its members in their efforts to provide
the highest quality patient care and maintain professional and ethical standards through education, research,
and advocacy of socioeconomic and other professional activities.

596



