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TEN-YEAR RESULTS OF A RANDOMIZED CLINICAL TRIAL COMPARING RADICAL
MASTECTOMY AND TOTAL MASTECTOMY WITH OR WITHOUT RADIATION
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Abstract In 1971 we began a randomized frial fo com-
para alternaliver local and regional freatments of breast
cancar, all of which employ braast ramoval, Life-tdble asti-
mates wera oblained for 1665 women anrolled in the study
fora mean of 126 months. There were no significant differ-
ancas among three groups of patients with clinically nega-
tive axiliary nodes, with respect 1o disease-free survival,
distant-disease—frae survival, or overall survival (aboutl 57
per cent) at 10 years. The patients were traatad by radical
mastectomy, total ("simple”) mastectomy without axillary
dissaction bul with regional irradialion, or total mastecto-
my without iradiation plus axillary dissection only if nodes
ware subsequenily posifive. Similary, no diferences were

URRENT controversy regarding the surgical

treatment of primary breast cancer relates 1o the
comparative merits of breast preservation and breast
removal. A little more than a decade aga there was
intense disagreement over whether the same outcome
would coour il mammary cancers were managed by
breast-removing operations that were less exiensive
than madical mastectiomy. Ancedodal information re-
poarted by surgeons who performed less exiensive oper-
atinns Devause of dissatisfhction with the reselts of
maore radical procedures,” as well as new information
abaut the biology of hreast cancer and tumor metasia-
ses,” suggested that possibilivy.

Recognicing the need for data 1o cesalve the clinical
controversy and oo determine whether resulis relative
o paticnt outcome were concerdant with recemly
formulated hiclogic principles, the Mational Surgi-
cal Adjuvant Breast Project initiated a randomized
wrial in August 1971, The specific aims of phat-irial
were 1o delermine [ 1) whether in patients witl climi-
gally negative axillary nodes 1otal mastéctomy, fnl-
levwed by delayed axillary dissection in 1thosewhn sulb-
sequently had positive axillary nodes, was as effective
as radical masiectomy; {2} whether(the outeame of
sl mastectomy lollovwed by pogioperative regional
irradiation was equivalent to thayofradical mastecio-
my; and {33 whether total masicetomy with delayed
axillary disscction in paticnisvith subsequently posi-
tive nndes was as ellicacious as woial masieciomy and
radiation. For patients with clinically positive nodes
the objective was (o ascertain whether radical mastec-
1oy and total mastectomy fallowed by radiation pro-
duced an eguivalent outcome. Previous studies of re-
sults (life-table estimates) atl three years® and at five
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observed between patients with clinically positive nodes
freated by radical mastectomy or by iotal mastectomy
without axillary dissection but with regional irradiation.
Survival a 10 years was about 38 per cent in both groups.

Our findings indicate that the location of a breast tumor
does mot influence the prognasis and that irradiation of
internal mammany nodas in patients with inner-quadran
legions doas not improve survival. The data also daman-
sirate that the results obtained at five years accurataly
pradict the outcome at 10 years. We conclude that the
varations of local and regional treaiment used in this study
ara not important in determining survival of patients wilh
breast cancer. (N Engl) Med 1985; 312:674-81.)

years' have failed 10 demonstraie a significant dilTee-
ence in oulcomie among the three trearments in pa-
tients with climégily negative nodes and between the
twa treaiménds in patients with clinically positive
nodes, This seport presents the [Q-yvear findings of
our triall

MeTHons

Bepwdtn July 23, 1971, and September G, 1974, 1765 paticats s
S LLA and Canadian instingrines participating in the MNational
Surgital Adjuwviut Breas: Project were enoolled in the trinl and
sangicenly assigned oo oirestment. A owial of 130 pasienes [5.7 por
voht) swere filged o be ineligible. The hindings presenuicd below are
o 1l LGRS :'Iip;ii:dl.';ml:i.t'r.l.:. wilbr were ennmlled in the sty foran
average of 126 meonihs (rnnge, 108 1o 145). Ineligible padents were
exdluded limam these apnlyses sines, a0 the thine the study was begun,
ineligible pitlients were nat soantinely fallowed. For 340 (3,6 per cenih
al the B34 pacients il nlave an ghe vieme of this evaluiation, nme foldlosw-
s dinda were available fram the prevcious 12 manths, The disiribe-
tiom of those 30 patients was similar throaghout ol groups, This
reparl surmmariies the sesulie af 120 months of abservation. The-
tailed desoripiions of patent-eoiry information, eligitility and ineli-
gihility criteria, tlee plan of Snvestigation, opertive and ireadintion
procedures, snd other aspects of the stedy have been preseniod
clorwhere ™" Crmparability of the treatment groaps with respest to
patiemt ard wmor characieristics has alss been decumented. The
fallovaring briclly sum marizes tee salien? features of the study design,

Wikmen witl primary, nperable, potentianlly cuzatde breast cancer
wirre enmididered eligihle for the trial 50 Useir tumers were confined o
the hreast or breass and axilla and were movable in relatian to the
unrlrrl}r:ng musche and chest wall. IFaﬂiII.l.r'g' IO % WETE p-a.||.hi|‘:l|:|:.
thew luael 1o e movable fn celation to tse ehest wall, neurovascwlar
bundle, and overlyieg skin. All pattents in the sindy consented 10
purticipaie. I they met specific criteria described in the prosend,
their climieal acdal srares was documciieed. Pattenes judged 1o have
¢linically megative nes were randomly assigned so that e (hird
were Icaled by conventimial radica] mustectonty, coe third Dy sacal
maxteciny and regional irradiaton, and one thied by folal masiec-
1oy alme=, Folients with climically pi:q.i:ih_- uxillar:,r ieneles wers
ranclnmsly agsigned a0 that ane hall underwent radical masteciomy,
and one lanlf wtal mastiectomy and regiemal ireadintion. A wedal
hippsy was perdnrmed in patients with elindeally segative axiliasy
modles wie il wisdergone a inla! mastectomy without irradiation
and sebsequenily had chinical evidewce of axillary-aode invalve-
mviat in ahe silmenor ol ather manifestatons of disease. 17 the nodes
Wore r\r'|:|-|:-r:r1:| " pmili'».-:' lor tunenr, a delayed axillary dissectinn
was performed, Patieats with positive axillaey nodes piier weaal mas-



