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THE AUTHORS REPLY: We reported the prespeci-
fied major outcomes from the UKPDS according
to the two primary randomization categories (in-
tensive glucose therapy or conventional glucose
control), and we agree with Lund et al. and Pet-
rie that it would be useful to present extended
comparisons between individual glucose thera-
pies and the follow-up data from the UKPDS sub-
study in which patients were randomly assigned
to receive sulfonylurea plus metformin or sulfo-
nylurea alone.*

The continued large-scale use of UKPDS find-
ings to inform the recommendations of commit-
tees developing evidence-based guidelines world-
wide? is at variance with Miihlhauser’s concerns
about the limitations of the UKPDS. We agree,
however, that more high-quality clinical trials are
needed to evaluate the long-term benefits and

potential risks of existing and new therapies for
diabetes.

In response to Cruickshank’s comment: the
UKPDS showed that ACE inhibitors and beta-
blockers as first-line therapy to lower blood pres-
sure were equally efficacious with respect to
macrovascular and microvascular outcomes.? The
nominally significant post-trial emergence of a
reduced risk of death from any cause with previ-
ous assignment to beta-blocker therapy is encour-
aging but not definitive.
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Breast Reconstruction after Breast-Cancer Surgery

To THE EDITOR: Cordeiro (Oct. 9 issue)! describes
a patient who may undergo postoperative radia-
tion therapy after mastectomy. He states that the
best therapeutic option would be prosthesis-based
breast reconstruction. Because of the patient’s lim-
ited abdominal tissue, the possible use of the
superior gluteal artery perforator (SGAP) flap is
mentioned but rejected in favor of an expander—
implant approach. However, this operative ap-
proach is at odds with the results of several stud-
ies confirming the significantly increased risk of
capsular contracture and other secondary com-
plications in patients who received radiation as
compared with patients with implants who did
not receive radiation®3 and as compared with pa-
tients undergoing autogenous breast reconstruc-
tion who received radiation.* Hence, we would
strongly recommend autogenous-tissue transfer in
this patient, so as to avoid the radiotherapy-relat-
ed risk of formation of a capsular contracture.
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Free microvascular transplantation of the SGAP
flap would provide an excellent long-lasting cos-
metic result in this patient. This procedure may be
performed with insufficient abdominal tissue, as
in the patient described by Cordeiro, or even after
previous transfer of a deep inferior epigastric per-
forator flap for autogenous reconstruction of the
contralateral breast (Fig. 1).
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Figure 1. A 57-Year-Old Patient after Reconstruction
of Her Breasts.

The patient underwent delayed autogenous reconstruc-
tion of her right breast after radiotherapy and the forma-
tion of a capsular contracture. Six months later, delayed
reconstruction of the right breast was performed with
the transfer of a free microvascular deep inferior epigas-
tric perforator flap. Her left breast was reconstructed
with the transfer of a free microvascular superior gluteal
artery perforator flap after complete mastectomy and
radiotherapy. Nipple—areola complexes were recon-
structed with skin grafts obtained from the groin (for
the areolae) and local skin flaps (for the nipples). Good
symmetry and a satisfactory and long-lasting cosmetic
result 1 year after the second reconstruction are shown.
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TO THE EDITOR: In his review of reconstruction
after surgery for breast cancer, Cordeiro draws
attention to the lack of guidelines on breast re-
construction. The Association of Breast Surgery
at BASO (the British Association of Surgical On-
cology), the British Association of Plastic, Recon-
structive and Aesthetic Surgeons, and the Train-
ing Interface Group in Breast Surgery recently have
produced a guide to good practice® in which we
have defined the processes and standards for sur-
gical teams to ensure that the appropriate equip-
ment, facilities, training, and time are available
for the safe performance of oncologic reconstruc-
tive breast surgery.

Although we agree that controlled trials are
difficult to conduct in this group of women, the
proposed multicenter, randomized Quality of Life
after Mastectomy and Breast Reconstruction trial?
in the United Kingdom will assess the impact of
the type and timing of breast reconstruction on
quality of life after mastectomy.

We hope our guidance will help patients, pro-
viders, and payers to understand that there are
standards for the safest possible performance of
breast reconstruction after breast cancer.

Martin J.R. Lee, M.Sc., F.R.C.S.
Hugh M. Bishop, D.M., F.R.C.S.
Association of Breast Surgery

London WC2A 3PE, United Kingdom
martin.lee@uhcw.nhs.uk

Fazel T. Fatah, F.R.C.S.

British Association of Plastic Reconstructive
and Aesthetic Surgeons
London WC2A 3PE, United Kingdom

1. Oncoplastic breast surgery: a guide to good practice. Eur ] Surg
Oncol 2007;33:Suppl 1:51-S23. [Erratum, Eur J Surg Oncol 2008;
34(6):11.] (Also available at http://[www.baso.org.uk/Downloads/
Oncoplastic_Guidelines.pdf.)

2. Potter S, Winters ZE. The QUEST study: a multicentre ran-
domised trial to assess the impact of the type and timing of
breast reconstruction on quality of life following mastectomy.
Breast Cancer Res 2008;10:Suppl 2:P87. abstract. (Also available
at http://breast-cancer-research.com/content/10/S2/P87.)

TO THE EDITOR: In his review of breast recon-
struction with silicone implants, Cordeiro states
“it is now clear that silicone and breast implants
are not linked to cancer, immunologic or neuro-
logic disorders, or any other systemic disease.”
However, four references cited by the author as
showing silicone was safe all showed that silicone
was not entirely safe.

Sanchez-Guerrero et al.* found significant
morning stiffness as a sign of immune activation,
Karlson et al.? described significant antibodies
to single-stranded DNA, and Gaubitz et al.? found
significant antinuclear-antibody positivity and
neuropathy. Arthralgias, tingling, myalgias, and
fatigue occurred in 50 to 75% of these patients.
The magnetic resonance imaging study reported
on by Brown et al.# showed fibromyalgia in 25%
of patients with extracapsular rupture and in 13%
of the other patients (expected rate, 3%). These
findings point to a new undefined syndrome.

Our experience confirms the findings of Rohrich
et al.> that implant removal stabilizes and ulti-
mately improves these symptoms. Plastic surgeons
and rheumatologists need to get together to de-

N ENGLJ MED 360;4 NEJM.ORG JANUARY 22, 2009

Downloaded from www.nejm.org on November 27, 2009 . For personal use only. No other uses without permission.

Copyright © 2009 Massachusetts Medical Society. All rights reserved.

419



420

The NEW ENGLAND JOURNAL of MEDICINE

fine the syndrome, study the influence of implant
removal, and establish a health assessment-like
questionnaire that plastic surgeons could use to
counsel patients.
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To THE EDITOR: Cordeiro judiciously addresses the
issue of reconstructive breast surgery in patients
undergoing mastectomy, with a special focus on
the aesthetic outcome. As radiation oncologists,
we agree that breast reconstruction is problematic
in previously irradiated tissues, significantly in-
creasing the risk of subsequent complications. Im-
mediate reconstructive surgery also interacts un-
favorably with postmastectomy radiation therapy.
The initiation of radiotherapy is delayed, and ana-
tomical changes induced by implant-based proce-
dures create technical difficulties.* Radiation treat-
ment planning is technically altered, with major
compromises in terms of optimal chest-wall cov-
erage, avoidance of the heart, minimization of the
radiation dose to the lung, and treatment of the
ipsilateral internal mammary lymph nodes, lead-
ing to potential uncertainties in the efficacy of
postmastectomy radiation therapy.?2 The recent
availability of intensity-modulated radiation treat-
ment techniques may improve the quality of dose
distribution after reconstructive surgery.> Multi-
disciplinary preoperative discussion remains nec-
essary in order to optimize the timing of breast
reconstruction in patients with high-risk breast
cancer.
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THE AUTHOR REPLIES: Patients with stage Il breast
cancer who undergo postmastectomy radiation
therapy often have limited options for reconstruc-
tion. Radiation therapy to the chest wall can injure
normal tissues and adversely affect the aesthetic
outcomes in both implant-based and autologous
tissue—based reconstruction. However, a signifi-
cant percentage of patients with immediate im-
plant reconstructions can attain acceptable results
despite postoperative radiation therapy and — most
importantly — patient satisfaction remains high.t
Patients who are not satisfied can undergo implant
removal and subsequent reconstruction with au-
tologous tissue such as a gluteus flap, as described
by Beier et al. Irradiated flaps have been shown to
have a greater than 85% rate of late complications
and require a high rate (28%) of secondary flaps
for salvage.? If the patient were to proceed with an
immediate gluteus reconstruction, the postoper-
ative radiation would potentially ruin the result;
therefore, the recommendation for immediate im-
plant reconstruction makes sense.

The silicone controversy has largely been re-
solved, since most large studies provide support for
the concept that the use of silicone is safe. A court-
appointed National Science Panel performed a
systematic review of all studies providing scientific
evidence of any association between silicone breast
implants and all types of systemic and connective
diseases and concluded that there was no associa-
tion.? The current position of the Food and Drug
Administration (FDA) is that “in the past decade,
a number of independent studies have examined
whether silicone gel-filled breast implants are as-
sociated with connective tissue disease or cancer.
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The studies, including a report by the Institute of
Medicine, have concluded there is no convincing
evidence that breast implants are associated with
either of these diseases.”* The FDA approved the
use of silicone implants “based on a thorough re-
view of each company’s clinical (core) and pre-
clinical studies, a review of studies by independent
scientific bodies and deliberations of advisory pan-
els of outside experts that heard public comment
from hundreds of stakeholders.”*

Finally, Chargari et al. summarize some of the
problems associated with reconstruction in pa-
tients who have undergone or potentially will un-
dergo radiation therapy. However, it is possible to
deliver adequate postoperative radiation with re-
construction when the patient is cared for by a
multidisciplinary team that addresses all the dif-
ferent issues surrounding both oncologic treat-
ment and reconstructive options.»>

Executive

To THE EDITOR: The Mayo Clinic’s Executive
Health Program was one of two programs spe-
cifically mentioned in the Perspective article by
Rank (Oct. 2 issue?) that characterized executive
physicals as expensive, ineffective, and inequita-
ble. We disagree.

An executive health evaluation is essentially a
periodic health evaluation in a defined population.
A recent systematic review concluded that the pe-
riodic health evaluation improves delivery of some
preventive services.?

Costs vary, but executive health programs can
be cost-effective.? There is little evidence they di-
vert resources and deprive others of appropriate
medical care. Everyone in the United States should
have basic preventive services covered, yet more
than 45 million people do not because they are
uninsured. In some cases, executive health pro-
grams may help support care for those with no
insurance coverage.

Considerable disparity exists among programs
in terms of testing and other clinical services.
Some executive health programs provide compre-
hensive, efficient, effective, and individualized pa-
tient-based care at a reasonable cost. When prac-
ticed in this way, these programs emulate a model
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Physicals

of medical care that American health care should
embrace and provide to a larger proportion of the
population.
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TO THE EDITOR: Rank opines that executive health
physicals are “bad medicine.” His discussion fails
to investigate the impetus for their growth: pa-
tients’ desire for more time with a physician. Cur-
rently, patients spend about 15 minutes with their
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