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There are medical, financial and emotional considerations to choosing 
immediate versus delayed reconstruction. You should discuss with your 
surgeon, plastic surgeon, and oncologist, the pros and cons with the 
options available in your individual case.

5.8 What is the breast implant reconstruction procedure? 

Immediate Breast Implant Reconstruction

Immediate breast reconstruction may be done at the time of your 
mastectomy. After the general surgeon removes your breast tissue, the 
plastic surgeon will then implant a breast implant that completes the 
reconstruction. In reconstruction following mastectomy, a breast implant 
is most often placed submuscularly.

Expander Assisted (Immediate or Delayed) Breast Implant 
Reconstruction

Breast reconstruction usually occurs as a staged procedure, starting with 
the placement of a breast tissue expander, which is replaced several 
months later with a breast implant. The tissue expander placement may 
be done immediately, at the time of your mastectomy, or be delayed 
until months or years later.

TISSUE EXPANSION PHASE
During a mastectomy, the general surgeon removes skin as well as 
breast tissue, leaving the chest tissues flat and tight. To create a breast 
shaped space for the breast implant, a tissue expander is placed under 
the remaining chest tissues.

	 Side View, Breast 	 Side View, Expander 
	 Tissue Removed	 Inserted and Filled
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The tissue expander is a balloon-like device made from elastic silicone 
rubber. It is inserted unfilled, and over time, sterile saline fluid is added 
by inserting a small needle through the skin to the filling port of the 
device. As the tissue expander fills, the tissues over the expander begin 
to stretch, similar to the gradual expansion of a woman’s abdomen 
during pregnancy. The tissue expander creates a new breast shaped 
pocket for a breast implant.

Tissue expander placement usually occurs under general anesthesia in an 
operating room. Operative time is generally 1 to 2 hours. The procedure 
may require a brief hospital stay, or be done on an outpatient basis. 
Typically, you can resume normal daily activity after 2 to 3 weeks.

Because the chest skin is usually numb from the mastectomy surgery, it 
is possible that you may not experience pain from the placement of the 
tissue expander. However, you may experience feelings of pressure, 
tightness, or discomfort after each filling of the expander, which 
subsides as the tissue expands but may last for a week or more. Tissue 
expansion typically lasts 4 to 6 months.

BREAST IMPLANT EXCHANGE
After the tissue expander is removed, the unfilled breast implant is 
placed in the pocket, and then filled with sterile saline fluid. In 
reconstruction following mastectomy, a breast implant is most often 
placed submuscularly. The surgery to replace the tissue expander with a 
breast implant (implant exchange) is usually done under general 
anesthesia in an operating room. It may require a brief hospital stay or 
be done on an outpatient basis.

Post Mastectomy Tissue Expander placed Breast Implant exchange  
and Nipple/Areola  

Reconstruction
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5.9 Breast reconstruction without implants: Tissue flap 
procedures 
The breast can be reconstructed by surgically moving a section of skin, 
fat, and muscle from one area of your body to another. The section of 
tissue may be taken from such areas as your abdomen, upper back, 
upper hip, or buttocks.

The tissue flap may be left attached to the blood supply and moved 
to the breast area through a tunnel under the skin (a pedicled flap), 
or it may be removed completely and reattached to the breast area 
by microsurgical techniques (a free flap). Operating time is generally 
longer with free flaps, because of the microsurgical requirements.

Flap surgery requires a hospital stay of several days and generally 
a longer recovery time than implant reconstruction. Flap surgery 
also creates scars at the site where the flap was taken and on the 
reconstructed breast. However, flap surgery has the advantage of 
being able to replace tissue in the chest area. This may be useful when 
the chest tissues have been damaged and are not suitable for tissue 
expansion. Another advantage of flap procedures over implantation 
is that alteration of the unaffected breast is generally not needed to 
improve symmetry.

The most common types of tissue flaps are the TRAM (transverse 
rectus abdominus musculocutaneous flap) (which uses tissue from the 
abdomen) and the Latissimus dorsi flap (which uses tissue from the 
upper back).

It is important for you to be aware that flap surgery, particularly 
the TRAM flap, is a major operation, and more extensive than your 
mastectomy operation. It requires good general health and strong 
emotional motivation. If you are very overweight, smoke cigarettes, 
have had previous surgery at the flap site, or have any circulatory 
problems, you may not be a good candidate for a tissue flap 
procedure. Also, if you are very thin, you may not have enough tissue 
in your abdomen or back to create a breast mound with this method.
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THE TRAM FLAP (PEDICLE OR FREE)

During a TRAM flap procedure, the surgeon removes a section of 
tissue from your abdomen and moves it to your chest to reconstruct 
the breast. The TRAM flap is sometimes referred to as a "tummy tuck" 
reconstruction, because it may leave the stomach area flatter.

A pedicle TRAM flap procedure typically takes three to six hours 
of surgery under general anesthesia; a free TRAM flap procedure 
generally takes longer. The TRAM procedure may require a blood 
transfusion. Typically, the hospital stay is 2 to 5 days. You can resume 
normal daily activity after 6 to 8 weeks. Some women, however, report 
that it takes up to one year to resume a normal lifestyle. You may have 
temporary or permanent muscle weakness in the abdominal area. If you 
are considering pregnancy after your reconstruction, you should discuss 
this with your surgeon. You will have a large scar on your abdomen 
and may also have additional scars on your reconstructed breast.

THE LATISSIMUS DORSI FLAP WITH OR WITHOUT BREAST 
IMPLANTS
During a Latissimus Dorsi flap procedure, the surgeon moves a section 
of tissue from your back to your chest to reconstruct the breast. Because 
the Latissimus Dorsi flap is usually thinner and smaller than the TRAM 
flap, this procedure may be more appropriate for reconstructing a 
smaller breast.

This reconstruction includes a Mastopexy to 
the other breast to improve symmetry

Post Mastectomy TRAM Flap Final Result with  
Nipple/Areola Reconstruction
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The Latissimus Dorsi flap procedure typically takes two to four hours of 
surgery under general anesthesia. Typically, the hospital stay is two to 
three days. You can resume daily activity after 2 to 3 weeks. You may 
have some temporary or permanent muscle weakness and difficulty 
with movement in your back and shoulder. You will have a scar on your 
back, which can usually be hidden in the bra line. You may also have 
additional scars on your reconstructed breast.

POST-OPERATIVE CARE
Depending on the type of surgery you have (i.e., immediate or 
delayed), the post-operative recovery period will vary.

Note: If you experience fever, or noticeable swelling and/or redness in 
your implanted breast(s), you should contact your surgeon immediately.

6. OVERVIEW OF ALLERGAN’S 
CLINICAL STUDIES
Although you will experience your own risks (complications) and 
benefits following breast implant surgery, this section describes the 
specific complications and benefits of NATRELLE ® Saline-Filled Breast 
Implants. Allergan’s studies indicate, for example, that most women can 
expect to experience at least one complication at some point through 
5 years after implant surgery. The studies also indicate that the chance 
of additional surgery through 10 years is 3 in 10 for augmentation 
patients. The information below provides more details about the 
complications and benefits you may experience.

	 Post Mastectomy 	 View Showing Back Scar 	 Latisimus Dorsi Flap 
			   and Nipple/Areola 
			   Reconstruction



46

Allergan conducted clinical studies testing of its saline-filled breast 
implants to determine the short-term and most common complications as 
well as benefits of their implants. These were assessed in the following 
studies:

•	 The Large Simple Trial (LST)

•	 The 1995 Augmentation Study (A95)

•	 The 1995 Reconstruction Study (R95)

•	 The Post Approval Survey Study (PASS)

The Large Simple Trial was designed to determine the 1-year rates 
of capsular contracture, infection, implant leakage/deflation, and 
implant replacement/removal. There were 2,333 patients enrolled 
for augmentation, 225 for reconstruction, and 317 for revision 
(replacement of existing implants). Of these enrolled patients, 62% 
returned for their 1-year follow-up visit. The results of this study were 
consistent with the A95/R95 and PASS studies.

The A95 and R95 Studies were designed as 5-year studies to assess 
all complications as well as patient satisfaction, body image, body 
esteem, and self concept. Patients were followed annually and data 
through 3 years were presented to FDA for marketing approval. After 
approval, Allergan transitioned data collection to a post-approval study. 
The first phase of this postapproval study consisted of completion of the 
A95 and R95 Studies, with collection of all risk/benefit information 
through 5 years.

The Post Approval Survey Study (PASS) was designed to collect long-
term safety data from A95/R95 patients at 6-10 years post-implant. 
The data were collected from surveys mailed out to the patients 
each year. The 10-year PASS Study data are shown within both the 
Augmentation and Reconstruction Sections.

7. PRIMARY BREAST AUGMENTATION 
STUDY RESULTS
This section summarizes the results of the clinical studies conducted on 
NATRELLE ® Saline-Filled Breast Implants for primary augmentation.
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7.1 What were the follow-up rates?
Follow-up rates from a clinical study show you how many women 
provided information on their experience with breast implants. High 
participation of patients demonstrates that the data you review in the 
sections below are based upon a satisfactory number of participants.

The A95 Study enrolled 901 augmentation patients, with 81% returning 
for their 5-year follow-up visit. Of the women expected to return 
completed surveys for the 10-year post-implantation study interval in the 
PASS study, data were collected for 91% of the augmentation patients.

7.2 What were the benefits?
The benefits of saline-filled breast implants in the A95 Study were 
assessed by a variety of outcomes, including bra cup size change 
and assessments of patient satisfaction and quality of life. Data was 
collected before implantation and at scheduled follow-up visits.

Breast Measurement:  For primary augmentation patients, 859 (95%) 
of the original 901 patients had a breast measurement within 18 
months of surgery. Of these 859 patients, 38% increased by 1 cup 
size; 49% increased by 2 cup sizes; 9% increased by 3 cup sizes; and 
4% had no increase or decrease. See Figure 1 below.

Figure 1. Cup Size Changes in Primary Augmentation Patients

Patient Satisfaction:  Allergan’s patient satisfaction was based on a 
5-point scale assessment of satisfaction with their implants at the time of 

49%

9%
4%

38% + 1 cup

+ 2 cup

+ 3 cup

No Increase
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the follow-up visits. Of the original 901 primary augmentation patients, 
683 (76%) provided a satisfaction rating at 5 years, with 649 (95%) 
of these patients indicating that they were satisfied with their breast 
implants. At 10 years post-implant, 88% of the patients who provided 
satisfaction scores on a 6-point scale indicated being satisfied with their 
breast implants (Figure 2).

Figure 2. Primary Augmentation Patient Satisfaction
(responses of somewhat satisfied, satisfied, or definitely satisfied)

Quality of Life Assessments: Quality of life assessments were obtained 
prior to implantation and at 6 months, 1 year, and 3 years after surgery. 
Before implantation, augmentation patients scored higher (better) than 
the general U.S. female population on the SF-36 scales, which measure 
general health-related quality of life. After 3 years, augmentation patients 
showed a slight worsening in their SF-36 scores, although all scales 
remained higher than the general U.S. female population. The Rosenberg 
Self Esteem Scale (which measures overall self esteem) and the Tennessee 
Self Concept Scale (which measures overall self concept) showed slight 
improvements over the 3 years. The Body Esteem Scale (which measures 
overall body image) showed a slight worsening overall but a large 
improvement in body esteem related to sexual attractiveness at 3 years.

Breast satisfaction was significantly increased after 3 years, including 
satisfaction with breast shape, size, feel or touch, and how well they 
matched (Table 1).
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Table 1. Change from Pre-Surgery in Breast Satisfaction Scale

Quality of Life Scale
Primary Augmentation

Year 1 Year 3

Satisfaction with Breasts Improved Improved

How Well Breasts Matched Improved Improved

Satisfaction with Breast Shape Improved Improved

Satisfaction with Breast Size Improved Improved

Satisfaction with Breast Feel/Touch Improved Improved

7.3 What were the complication rates?
The 5-year complication rates from the A95 Study are presented in 
the Appendix, Table 1. The rates reflect the number of augmentation 
patients out of 100 who experienced the listed complication at least 
once within the first 5 years after implantation. Some complications 
occurred more than once for some patients. The 2 most common 
complications experienced within the first 5 years of implantation were 
reoperation (25.9% or almost 26 patients out of 100) and breast pain 
(17.0% or 17 patients out of 100).

The 10-year complication rates from the PASS Study are presented 
in the Appendix, Table 2. These results are from patient surveys 
rather than physician visits. The survey contained questions on only 
the 5 complications listed in Table 2. The rates reflect the number 
of augmentation patients out of 100 who experienced the listed 
complication at least once within the first 10 years after implantation. 
The most common complication experienced through 10 years was 
reoperation (36.5%, about 37 out of every 100 patients).

7.4 What were the reasons for reoperation?
There may be one or more reasons identified for having a reoperation 
(additional surgery after the primary augmentation). Furthermore, there 
may be multiple surgical procedures (for example, implant removal with 
or without replacement, capsule procedures, incision and drainage, 
implant reposition, scar revision, etc.) performed during a reoperation.

The reasons for reoperation in the A95 Study through 5 years and the 
PASS Study through 10 years are shown in the Appendix, Table 3.
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There were 293 reoperations performed on 225 patients through 5 
years. The most common reason for reoperation through 5 years was 
implant deflation (18.1% of the 293 reoperations). 

Through 10 years, there were 424 reoperations performed in 315 
patients. The most common reason for reoperation through 10 
years was also implant deflation (21.7% of the 424 reoperations). 
The percentage of reoperations due to lump/mass/cyst increased 
from 8.5% of 293 reoperations through 5 years to 13.9% of 424 
reoperations through 10 years. The occurrence of lumps, masses, and 
cysts can be expected to naturally increase as patients age and could 
be an explanation for the increase.

7.5 What were the reasons for implant removal?
Table 4 in the Appendix details the primary reasons for implant 
removal.

In the A95 Study through 5 years, there were 166 devices removed in 
98 patients. Of these 166 devices, 156 were replaced and 10 were 
not. The most common reason for implant removal was patient request 
for a size or style change (43.4% of the implants removed).

For the PASS Study, there were 300 devices removed in 170 patients 
through 10 years. The most common reason for implant removal was 
also patient request for a size or style change (41.3% of the implants 
removed).

7.6 What were the complication rates after implant 
replacement?
There were 78 patients in the A95 Study who had 126 implants 
removed and replaced with NATRELLE ® Saline-Filled Breast Implants. 
Table 5 in the Appendix reflects the number of replaced implants (not 
patients) out of 100 implants associated with the listed complications 
within 5 years following replacement. For example there was capsular 
contracture in 13.2% or 13 out of 100 implants at some time within 5 
years after replacement. The complications reported following implant 
replacement were restricted to the same ones collected in the Large 
Simple Trial.
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7.7 What were the breast disease and CTD events? 
Below is a summary of clinical findings from the A95 Study with regard 
to breast disease and connective tissue disease (CTD).

Breast Disease

There were 81 reports of breast disease through 5 years; 80 of which 
were benign. One malignancy was reported.

Connective Tissue Disease

There were 7 confirmed reports of connective tissue disease (CTD) 
through 5 years. Confirmed reports were based on a diagnosis by a 
doctor. These included 3 instances of Graves’ disease and two each of 
hyperthyroiditis and chronic fatigue syndrome or fibromyalgia. It cannot 
be concluded that these CTD diagnoses were caused by the implants 
because there was no comparison group of similar women without 
implants.

CTD Signs and Symptoms

Patients who are not diagnosed with a CTD may still have some of 
the signs or symptoms of these diseases. In Allergan’s A95 Study, 
self-reported signs and symptoms were collected at the 2 and 4 
year follow-up visits in the categories of General, Gastrointestinal, 
Neurological, Urinary, Global, Pain, Fatigue, Fibromyalgia, Joint, 
Muscular, Skin, and Other. For Primary Augmentation patients, no 
significant increases were found.

The Pivotal Study was not designed to evaluate cause-and-effect 
associations because there is no comparison group of patients without 
implants. Further, other factors that might contribute to CTD signs and 
symptoms, such as medications, lifestyle, and exercise, were not 
studied. Therefore, it cannot be determined whether any increase in 
CTD signs and symptoms was due to the implants or not, based on the 
Pivotal Study. However, you should be aware that you may experience 
an increase in these symptoms after receiving breast implants.
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8. PRIMARY BREAST 
RECONSTRUCTION STUDY RESULTS
8.1 What were the follow-up rates? 
Follow-up rates from a clinical study show you how many women 
provided information on their experience with breast implants. High 
participation of patients demonstrates that the data you review in the 
sections below are based upon a satisfactory number of participants.

The R95 Study enrolled 237 reconstruction patients, with 80% returning 
for their 5-year follow-up visit. Of the women expected to return 
completed surveys for the 10-year post-implantation study interval, data 
were collected for 86% of the reconstruction patients.

8.2 What were the benefits?
The benefits of saline-filled breast implants in the R95 Study were 
assessed by patient satisfaction and quality of life. These outcomes were 
assessed for patients with both original and replacement saline devices 
before implantation and at 3 years after surgery for quality of life 
measurements and at every follow-up visit for patient satisfaction.

Patient Satisfaction: Allergan’s patient satisfaction was based on 
a 5-point scale assessment of satisfaction with their implants at the 
time of the follow-up visits. 137 of the original 237 patients (58%) 
were included in an analysis of satisfaction at 5 years. Of these 137 
patients, 89% indicated being satisfied with their breast implants at 
5 years. At 10 years post-implant 86% of the patients who provided 
satisfaction scores on a 6-point scale indicated being satisfied with their 
breast implants (Figure 3).
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Figure 3. Primary Reconstruction Patient Satisfaction 
responses of somewhat satisfied, satisfied, or definitely satisfied)

Quality of Life:  Before implantation, reconstruction patients scored 
higher (better) than the general U.S. female population before 
implantation on all but one of the SF-36 scales, which measure general 
health-related quality of life. After 3 years, reconstruction patients 
showed an improvement in that SF-36 score to above the rate for 
the general U.S. female population. The following 3 overall scales 
showed no change over the 3 years: Tennessee Self Concept Scale 
(which measures overall self concept), Rosenberg Self Esteem Scale 
(which measures overall self-esteem), and the Body Esteem Scale (which 
measures overall body image). 

Breast satisfaction was significantly increased after 3 years, including 
overall satisfaction and how well they matched. 

8.3 What were the complication rates? 
The 5-year complication rates from the R95 Study are presented in 
the Appendix, Table 6. The rates reflect the number of reconstruction 
patients out of 100 who experienced the listed complication at least 
once within the first 5 years after implantation. Some complications 
occurred more than once for some patients. The 2 most common 
complications experienced within the first 5 years of implantation were 
reoperation (44.5% or about 45 patients out of 100) and asymmetry 
(39.0% or 39 patients out of 100).



54

The 10-year complication rates from the PASS Study are presented in the 
Appendix, Table 7. These results are from patient surveys. The surveys 
contained only the complications listed in Table 7. The rates reflect the 
number of reconstruction patients out of 100 who experienced the listed 
complication at least once within the first 10 years after implantation. 
The most common complication experienced through 10 years was 
reoperation (54.6%, almost 55 out of every 100 patients).

8.4 What were the reasons for reoperation?
There may be one or more reasons identified for having a reoperation 
(additional surgery after the primary reconstruction). Furthermore, there 
may be multiple surgical procedures (for example, implant removal with 
or without replacement, capsule procedures, incision and drainage, 
implant reposition, scar revision, etc.) performed during a reoperation.

The reasons for reoperation through 5 years in the R95 Study and 
through 10 years in the PASS Study are presented in the Appendix, 
Table 8.

There were 125 reoperations performed in 99 patients through 5 years. 
The most common reason for reoperation through 5 years was capsular 
contracture (25.6% of the 125 reoperations). This does not include 
planned reoperations like nipple procedures.

There were 159 reoperations performed in 120 patients through 10 
years in the PASS Study. The most common reason for reoperation 
through 10 years was also capsular contracture (21.4% of the 159 
reoperations).

8.5 What were the reasons for implant removal?
Table 9 in the Appendix details the primary reasons for implant removal. 

In the R95 Study through 5 years, there were 70 devices removed in 
62 patients. Of these 70 devices, 49 were replaced and 21 were not. 
The most common reason for implant removal was capsular contracture 
(31.4% of the 70 implants removed).

Through 10 years in the PASS Study, there were 104 implants removed 
from 85 patients. The most common reason for implant removal was 
implant deflation (32.7% of the implants removed).



55

8.6 What were the complication rates after implant 
replacement?
There were 37 patients in the R95 Study who had 40 implants 
removed and replaced with NATRELLE ® saline implants. Table 10 in the 
Appendix reflects the number of replaced implants (not patients) out of 
100 implants associated with the listed complications within 5 years 
following replacement. For example, there was capsular contracture 
in 42.4% or about 42 out of 100 implants at some time within 5 
years after replacement. The complications reported following implant 
replacement were restricted to the same ones collected in the Large 
Simple Trial.

8.7 What were the breast disease and CTD events?
Below is a summary of clinical findings from the R95 Study with regard 
to breast disease and connective tissue disease (CTD).

Breast Disease
There were 99 reports of breast disease through 5 years; 75 of which 
were benign and 24 were malignant.

Connective Tissue Disease
There was one confirmed report of Graves’ disease through 5 years. 
It cannot be concluded that these CTD diagnoses were caused by the 
implants because there was no comparison group of similar women 
without implants.

CTD Signs and Symptoms
Patients who are not diagnosed with a CTD may still have some of the 
signs or symptoms of these diseases. In Allergan’s R95 Study, self-reported 
signs and symptoms were collected at the 2 and 4 year follow-up visits 
in the categories of General, Gastrointestinal, Neurological, Urinary, 
Global, Pain, Fatigue, Fibromyalgia, Joint, Muscular, Skin, and Other. 
Statistically significant increases were found for Primary Reconstruction 
patients in the symptom categories of Joint and Pain at 4 years.

The Pivotal Study was not designed to evaluate cause-and-effect 
associations because there is no comparison group of patients without 
implants. Further, other factors that might contribute to CTD signs and 
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symptoms, such as medications, lifestyle, and exercise, were not 
studied. Therefore, it cannot be determined whether any increase in 
CTD signs and symptoms was due to the implants or not, based on the 
Pivotal Study. However, you should be aware that you may experience 
an increase in these symptoms after receiving breast implants.

9. ADDITIONAL INFORMATION
9.1 What types of NATRELLE® Saline-Filled Breast Implants 
are available from Allergan?
NATRELLE ® saline-filled breast implants come in a variety of shapes, 
surface textures, and sizes. All have a self-sealing (diaphragm) valve 
that is used for filling the device. Depending on the style, the filling 
valve may be located on the front (anterior) or the back (posterior) of the 
implant. Your surgeon will discuss with you the implant design that will 
best help you achieve the result that is right for you.

The following diagram may help you to understand the projections of 
implants as your surgeon discusses the various options with you.

9.2 What if I experience a problem? 
If you believe that you have experienced a serious problem(s) related 
to your breast implants, you should have your health professional report 
the problem(s) to FDA. You are encouraged to report any adverse events 
through your health professional. Although reporting by physicians or 
other health professionals is preferred, women may also report any 

A = Width; B = Projection

Round Breast Implant

A = Width; B = Height; C = Projection

Shaped Breast Implant
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serious problem directly through the MedWatch voluntary reporting 
system. An adverse event is serious and should be reported when it 
results in an initial or prolonged hospitalization, disability, congenital 
anomaly, or medical or surgical intervention. This information reported to 
MedWatch is entered into databases to be used to follow safety trends 
(patterns) of a device and to determine whether further follow-up of any 
potential safety issues related to the device is needed.

To report, use MedWatch form 3500 which may be obtained through 
FDA’s website at http://www.fda.gov/medwatch/index.html. 
You may also call 1.888.463.INFO.FDA (1.888.463.6332), 
10:00am-4:00pm Eastern Time, Monday through Friday to receive an 
additional FDA MedWatch Package. Keep a copy of the MedWatch 
form completed by your surgeon for your records.

9.3 How can I receive more information?
Upon request, you will be provided with a copy of the physician 
labeling (also called the Directions for Use, “DFU”). You can request a 
copy from your surgeon or from Allergan. The DFU has many undefined 
medical and technical terms because it contains information written for 
the surgeon and medical staff.

For more detailed information on the preclinical and clinical studies 
conducted by Allergan, you are referred to the Summary of Safety and 
Effectiveness Data (SSED) for this product which may be accessed at 
https://www.accessdata.fda.gov/cdrh_docs/pdf/P990074b.pdf.

If, after reading this information, you have additional questions about 
breast implant or breast implant surgery, there are a number of resources 
available to you.

TOLL-FREE NUMBER
If you are a patient or a prospective patient and wish to speak to 
an Allergan Breast Implant Support Specialist to inquire about breast 
implants, discuss any concerns, or request a copy of the patient labeling 
or package insert (Directions for Use), call toll free at 1.800.362.4426 
(7 am to 5 pm Pacific Time).

http://www.fda.gov/medwatch/index.html
https://www.accessdata.fda.gov/cdrh_docs/pdf/P990074b.pdf
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ADDITIONAL RESOURCES

Allergan 
1.800.624.4261 
www.natrelle.com 
www.allergan.com 
www.breastimplantanswers.com

Institute of Medicine Report on the Safety of Silicone Implants 
www.nap.edu/catalog/9618.html

Food and Drug Administration 
1.888.INFO.FDA or 1.301.827.3990 
www.fda.gov/cdrh/breastimplants/

BREAST RECONSTRUCTION RESOURCES

The following list of resources may help you to find more information 
and support for your breast reconstruction decision.

National Cancer Institute 
1.800.422.6234 
www.nci.nih.gov/

American Cancer Society  
1.800.ACS.2345 
www.cancer.org/

Y-ME National Breast Cancer Organization 
1.800.221.2141 
www.y-me.org/

http://www.natrelle.com
http://www.allergan.com
http://www.breastimplantanswers.com
http://www.nap.edu/catalog/9618.html
https://www.fda.gov/breastimplants
http://www.nci.nih.gov/
http://www.cancer.org/
http://www.y-me.org/
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Appendix – Data Tables

The data tables from Allergan’s A95, R95, and PASS clinical studies are 
located in this section. These tables are a supplement to the text found 
in sections 7 and 8. For any terms you do not understand, please refer 
to the glossary at the front of this brochure.

Table 1
Primary Augmentation: Complications from A95 Study

Complication*
5-Year  

Complication Rate

N = 901 Patients

Additional Operation (Reoperation) 25.9%

Breast Pain 17.0%

Wrinkling 13.7%

Asymmetry 12.2%

Implant Palpability/Visibility 12.1%

Implant Replacement/Removal for Any Reason 11.8%

Capsular Contracture Baker Grade III/IV 11.4%

Loss of Nipple Sensation 9.9%

Intense Nipple Sensation 9.8%

Implant Malposition 9.2%

Intense Skin Sensation 7.6%

Implant Deflation 6.8%

Scarring Complications 6.5%

Irritation/Inflammation 3.2%

Seroma 2.6%

Skin Rash 1.9%

Capsule Calcification 1.8%

Hematoma 1.7%

Delayed Wound Healing, Infection  ≤1% each
*	 Many events were assessed with severity ratings, and for these complications the rates shown in the 

table include only complications rated moderate, severe, or very severe (excludes mild and very mild 
ratings). All occurrences are included for reoperation, implant removal, leakage/deflation, scarring 
complications, irritation/inflammation, seroma, hematoma, skin rash, infection, implant extrusion and 
tissue/skin necrosis.
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Table 2
Primary Augmentation: Complications from the PASS Study

Complication
10-Year  

Complication Rate

N=901 Patients

Reoperation 36.5%

Breast Pain 29.7%

Capsular Contracture Baker Grade III/IV 20.8%

Implant Removal 20.2%

Implant Deflation 13.8%

Table 3
Primary Augmentation: Main Reason for Reoperation

in the A95 and PASS Studies

Reasons for Reoperation

5-Years 10-Years 

%  
(N=293 

Reoperations)

%  
(N=424 

Reoperations)

Implant Deflation 18.1% 21.7%

Capsular Contracture 17.7% 13.2%

Implant Malposition 9.2% 7.3%

Lump/Mass/Cyst 8.5% 13.9%

Patient Request for Style/Size 
Change 8.5% 11.3%

Hematoma/Seroma 8.5% 6.8%

Scarring 6.8% 4.7%

Ptosis 4.8% 6.1%

Asymmetry 4.1% 3.1%

Add/Remove Saline 3.1% 3.1%

Wrinkling 2.4% 1.9%

Implant Palpability 1.4% 1.2%

Delayed Wound Healing, Infection, 
Nipple Complications 1.4% <1%

Skin Lesion/Cyst 1.0% <1%

Breast Pain, Capsule Calcification, 
Implant Extrusion, Irritation <1% <1%

Cancer 0 <1%
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Table 4
Primary Augmentation: Main Reason for Implant Removal 

in the A95 and PASS Studies

Primary Reason for 
Implant Removal

Through 5 Years 
% 

(N = 166 Implants)

Through 10 Years 
% 

(N = 300 Implants)

Patient Choice for Style/
Size Change 43.4% 41.3%

Implant Deflation 31.9% 33.3%

Capsular Contracture 10.2% 9.0%

Wrinkling 3.6% 2.7%

Implant Palpability/
Visibility 3.6% 2.0%

Asymmetry 1.8% 2.7%

Breast Pain 1.8% 1.0%

Implant Malposition 1.2% 5.3%

Infection, Implant 
Extrusion, Damage to 
Implant During Surgery, 
Unknown

<1% each <1% each

Breast Mass/Lump/Cyst 0 1.3%

Total 100% 100%

Table 5
Primary Augmentation: Complication Rates 

after Implant Replacement

Complication Following 
Replacement of Augmentation 

Implants

5-Year Complication Rate 
% 

(N = 126 Implants)

Removal/Replacement 18.3%

Capsular Contracture Baker 
Grade III/IV 13.2%

Implant Deflation 9.0%
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Table 6
Reconstruction: Complications from R95 Study

Complications* 5-Year Complication Rate  
N = 237 Patients

Additional Operation 
(Reoperation) 44.5%

Asymmetry 39.0%

Capsular Contracture Baker 
Grade III/IV 35.7%

Implant Replacement/Removal for 
Any Reason 28.0%

Implant Palpability/Visibility 27.1%

Wrinkling 24.6%

Loss of Nipple Sensation 18.1%

Breast Pain 17.7%

Implant Malposition 16.9%

Implant Deflation 7.5%

Irritation/Inflammation 6.6%

Intense Skin Sensation 6.3%

Scarring Complications 6.0%

Infection 6.0%

Capsule Calcification 5.4%

Seroma 3.9%

Tissue/Skin Necrosis 3.6%

Skin Rash 3.3%

Implant Extrusion 3.2%

Delayed Wound Healing 2.7%

Hematoma 1.3%
*	 Many events were assessed with severity ratings, and for these complications the rates shown in the 

table include only complications rated moderate, severe, or very severe (excludes mild and very mild 
ratings). All occurrences are included for reoperation, implant removal, leakage/deflation, scarring 
complications, irritation/inflammation, seroma, hematoma, skin rash, infection, implant extrusion and 
tissue/skin necrosis.
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Table 7
Reconstruction: Complications from PASS Study

Complication 10-Year Complication Rate 
N=237 Patients

Reoperation 54.6%

Capsular Contracture Baker 
Grade III/IV 51.7%

Implant Removal 39.5%

Breast Pain 33.0%

Implant Deflation 22.5%

Table 8
Reconstruction: Main Reason for Reoperation 

in the R95 and PASS Studies

Reasons for 
Reoperation

Through 5 Years Through 10 Years

% (N=125 
Reoperations)

% (N=159 
Reoperations)

Capsular Contracture 25.6% 21.4%

Asymmetry 13.6% 10.7%

Implant Deflation 8.8% 18.2%

Patient Request for 
Style/Size Change 8.0% 8.8%

Scarring 8.0% 6.3%

Lump/Mass/Cyst 7.2% 9.4%

Infection 7.2% 5.7%

Hematoma/Seroma 4.0% 3.1%

Implant Extrusion 4.0% 3.1%

Implant Malposition 3.2% 3.8%

Tissue/Skin Necrosis 3.2% 2.5%

Wrinkling 2.4% 1.9%

Delayed Wound 
Healing 1.6% 1.3%

Skin Lesion/Cyst 1.6% 1.3%

Nipple Complications <1% 1.3%

Implant Palpability <1% <1%

Cancer 0 <1%
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Table 9
Reconstruction: Main Reason for Implant Removal 

in the R95 and PASS Studies

Primary Reason for 
Implant Removal

Through 5 Years Through 10 Years

% 
(N = 70 Implants)

% 
(N = 104 Implants)

Capsular Contracture 31.4% 21.2%

Patient Choice for Style/
Size Change 21.4% 25.0%

Implant Deflation* 14.3% 32.7%

Infection 10.0% 6.7%

Implant Extrusion 5.7% 3.8%

Implant Malposition 4.3% 2.9%

Other** 4.3% 2.9%

Wrinkling 2.9% 1.9%

Asymmetry 1.4% 1.9%

Recurrent Breast Cancer 1.4% 1.0%

Total 100% 100%
*	 Includes removals where the reason for removal was unknown.
**	Through 5 years, other reasons were abnormality of CT scan at mastectomy site, poor tissue 

expansion due to radiation, second stage breast reconstruction. Through 10 years, other reasons as 
reported by the physician were: abnormality on CT scan at mastectomy site (n=1), tissue expansion 
went poorly due to radiation (n=1), second stage breast recon (n=1).

Table 10
Reconstruction: Complication Rates after Implant Replacement, 

By Implant

Complication Following Replacement 
of Reconstruction Implant(s)

5-Year Complication Rate 
% 

(N = 40 Implants)

Capsular Contracture Baker Grade III/IV 42.4%

Removal/Replacement 28.2%

Implant Deflation 15.4%
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