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Introduction Mentor® MemoryGel™ Xtra (Mentor Worldwide LLC, Santa Barbara, CA) deserves
special attention because it is one of three United States Food and Drug Administration-approved
silicone gel-filled breast implants which have been released in the Korean market. We conducted this
multi-center, retrospective study to assess preliminary 3-year treatment outcomes of Mentor®

MemoryGel™ Xtra in Korean women.

Materials and Methods We evaluated a total of 186 eligible patients (n = 186) who received an
implant-based augmentation mammaplasty using Mentor® MemoryGel™ Xtra smooth implant at our

hospitals between January 1, 2022 and December 31, 2024.

Results A total of 27 cases (14.5%) of postoperative complications occurred in our clinical series
of the patients. These include 13 cases (7.0%) of early seroma, 7 cases (3.8%) of rippling, 4 cases

(2.2%) of capsular contracture and 3 cases (1.6%) of early hematoma.

Discussion Our results cannot be generalized because the current study was conducted under the

retrospective design. This warrants further prospective studies.

Conclusion In conclusion, we describe preliminary 3-year treatment outcomes of an implant-
based augmentation mammaplasty using Mentor® MemoryGel™ Xtra in a cohort of Korean patients.

But further studies are warranted to corroborate our results.

Keywords Breast; Mammaplasty; Implant Capsular Contracture; United States Food and Drug

Administration; Device Approval.
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Introduction

Based on data from the International Society of Aesthetic Plastic Surgery (ISAPS) and industry
reports, Korea has one of the highest rates of plastic surgery per capita in the world, with
approximately 8.9 procedures per 1,000 individuals.' Thus, Korea is widely known as the “plastic
surgery capital” of the world.?

In Korea, a silicone gel-filled breast implant (SGBI) was first approved for clinical use by the
Korean Ministry of Food and Drug Safety (KMFDS) in July of 2007.> Before November 13, 2020,
eight different brands of an SGBI were commercially available in the Korean market.* In more detail,
the clinical use of a textured SGBI and BellaGel® SmoothFine (HansBiomed Co. Ltd., Seoul, Korea)
was prohibited by the KMFDS in August 29, 2019 and November 13, 2020, respectively.>*® Of
diverse brands of an SGBI, Mentor® MemoryGel™ Xtra (Mentor Worldwide LL.C, Santa Barbara,
CA) deserves special attention because it is one of three United States Food and Drug Administration
(US FDA)-approved SGBIs which have been released in the Korean market.”"" Mentor®
MemoryGel™ Xtra was released in Korea in August 2018." Since then, it has been available as two
types of products: smooth and textured devices. Currently, however, Mentor® MemoryGel™ Xtra
smooth implant is solely used for Korean patients.

Given the above background, we conducted this study to assess preliminary 3-year treatment

outcomes of Mentor® MemoryGel™ Xtra in Korean women.

Patients and methods
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Study patients and setting
In the current multi-center, retrospective study, we evaluated a total of 582 patients (n = 582) who
received an implant-based augmentation mammaplasty using Mentor® MemoryGel™ Xtra smooth
implant at our hospitals between January 1, 2022 and December 31, 2024.
The patients meeting eligibility criteria were finally included in the current study. Inclusion and

exclusion criteria and the final number of the eligible patients (n = 186) are shown in Figure 1.

—

Figure 1. Disposition of the study patients.

The current study was approved by the Internal Institutional Review Board (IRB) of the Korea
National Institute of Bioethics Policy (IRB approval number: P01-202201-23-037). It was conducted

in compliance with the relevant ethics guidelines. Written informed consent was waived due to its
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retrospective nature. All the procedures described herein were performed in accordance with the

1964 Declaration of Helsinki and its later amendments or comparable ethical standards.

Treatment protocol and the assessment of the patients’ characteristics
Treatment protocol and criteria for assessing the patients’ characteristics are described in the

literature. !>

Data presentation
Data was expressed as mean + standard deviation or the number of the patients with percentage,

where appropriate.

Results

Baseline characteristics of the patients

A total of 186 Korean women were included in the current study, who were 33.82 + 8.27 years old

and were followed up during a mean period of 15.22 + 3.17 months. Baseline characteristics of the

patients are summarized in Table 1.

Table 1. Baseline characteristics of the patients (n = 186).

Variables Values
Age (years old) 33.82 + 8.27
Sex (male-to-female ratio) 0:186
Height (cm) 164.71 + 4.88
Weight (kg) 52.21 + 547
BMI (kg/m?) 18.99 + 1.76
FU period (months) 15.22 + 3.17

Abbreviations: BMI, body mass index; FU, follow-up.
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Values are mean=standard deviation, where appropriate.

Safety outcomes
A total of 27 cases (14.5%) of postoperative complications occurred in our clinical series of the
patients. These include 13 cases (7.0%) of early seroma, 7 cases (3.8%) of rippling, 4 cases (2.2%) of

capsular contracture and 3 cases (1.6%) of early hematoma (Figure 2).

15+

13 (7.0%)

-
(=]
1

7 (3.8%)

(3]
1

4 (2.2%)

3 (1.6%)

Postoperative complications N (%)

T
Early seroma Rippling CcC Early hematoma

Figure 2. Safety outcomes.
Abbreviation: CC, capsular contracture.

Values are the number of cases with percentage in parenthesis.

Illustrative case

[lustrative case is presented in Figure 3.
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Figure 3. Illustrative case.

A 34-year-old Korean woman received augmentation mammaplasty using Mentor® MemoryGel™
Xtra for both breasts. The patient was satisfied with aesthetic outcomes. (Left) preoperatively and

(right) at 3 months postoperatively.
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Discussion

The history of augmentation mammaplasty dates back to 1895, when augmentation mammaplasty
using lipomas was first reported. Subsequently, procedures involving the injection of chemical
substances, such as wax, petroleum jelly and epoxy resin, into the breast were attempted." In 1961,
Uchida J reported that a silicone could be injected into the breast.'® In 1963, Cronin and Gerow
introduced the first generation of an SGBI through Dow Corning by enclosing viscous silicone gel
within a thick silicone elastomer shell."” Since then, concerns have been raised regarding the safety
of an SGBI used for an implant-based augmentation mammaplasty.>*'>'1?

In 1964, Miyoshi K and Kobayashi Y reported patients presenting with symptoms of connective
tissue disease after receiving an SGBI.* Nevertheless, an SGBI has continued to be used for
augmentation mammaplasty without attracting significant attention. During the 1980s, the
relationship of an SGBI with diverse types of vascular, autoimmune and rheumatologic diseases has
drawn special attention.*"** Moreover, concerns have also been raised regarding a causal relationship
between an SGBI and a risk of breast cancer. That is, it has been suggested that the implant shell,
composed of polymers synthesized from 2,4- and 2,6-toluenediisocyanate, might be involved in the
pathogenesis of breast cancer, which is supported by a published literature."”

Controversial opinions regarding the safety of an SGBI continued to exist the US FDA imposed a
complete ban on their use in 1992.% But its safety has been advocated by other studies.* Later, in
2006, the US FDA reapproved the use of an SGBI on the condition that their indications were limited
to women aged > 22 years or older. Then, the US FDA confirmed a lack of a causal relationship
25,26

between the use of an SGBI and the onset of connective tissue disease or malignancy.

The current study focuses on the regulatory approval, clinical outcomes and safety of Mentor®
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MemoryGel Xtra™; it has been developed as an advancement of conventional cohesive SGBI in an
effort not only to enhance projection but also to reduce surface wrinkling while maintaining the
structural integrity.” Indeed, Mentor® MemoryGel Xtra™ was designed to optimize implant
performance through optimal silicone gel fill volume, thus enabling greater device projection as
compared with previous MemoryGel devices while maintaining their natural feel.”

The current results about the safety of Mentor® MemoryGel Xtra™ are primarily supported by
data from the recent prospective GLOW study.’ According to the current study, there were low rates
of implant-related complications, including reoperation, explantation and capsular contracture, with
no reported cases of implant rupture, infection or malposition. This is in agreement with historical
safety data for other FDA-approved SGBISs.

To summarize, a total of 27 cases (14.5%) of postoperative complications occurred in our clinical
series of the patients. These include 13 cases (7.0%) of early seroma, 7 cases (3.8%) of rippling, 4
cases (2.2%) of capsular contracture and 3 cases (1.6%) of early hematoma. But our results cannot be

generalized because the current study was conducted under the retrospective design. This warrants

further prospective studies.

Conclusions

In conclusion, we describe preliminary 3-year treatment outcomes of an implant-based
augmentation mammaplasty using Mentor® MemoryGel™ Xtra in a cohort of Korean patients. But

further studies are warranted to corroborate our results.
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