
The American College of 
Surgeons Oncology Group 
(ACOSOG) has reached an-
other important milestone: 
ACOSOG Z1031 is a phase III 
neoadjuvant aromatase inhibi-
tor trial for estrogen receptor-
positive, stage II/III postmeno-
pausal breast cancer patients. 
The trial was activated in June 
2005, and in August 2009 it 
completed patient enrollment 
(sample size = 375). The top 10 
enrolling sites are listed in the 
Figure on this page.

There were 100 enrolling 
sites in total, and each site 
should be congratulated for this 
accomplishment.

Z1031 is a significant mile-
stone for many reasons. First, 
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this is the largest cooperative 
group neoadjuvant aromatase 
inhibitor trial to have been 
conducted to date. Second, 
and most importantly, the 
trial included a mandatory 
pretreatment research core 
needle biopsy of the primary 
tumor and peripheral blood 
collection. This required the 
surgeon to obtain informed 
consent for the trial treatment 
and for the research biopsy. 
Because patient eligibility cri-
teria required a palpable stage 
II or III breast cancer, many of 
these biopsies were performed 
by surgeons. More than 95 per-
cent of enrolled patients have 
a pretreatment tumor tissue 
stored in the ACOSOG central 

tissue bank. These specimens 
will be crucial for conducting 
laboratory investigations.

An important therapeutic 
question to consider involves 
the question of why there is 
a 60 percent tumor response 
rate when estrogen receptor-
positive breast cancers are 
treated with an aromatase in-
hibitor. Scientists now have the 
tissue to study mechanisms of 
resistance, and such discoveries 
could lead to new therapeutic 
options for estrogen receptor-
positive breast cancer patients.

A good example of new thera-
peutic options is already being 
incorporated into an amended 
Z1031. Z1031 has been amend-
ed to enroll an additional 140 
subjects. Ki67 is a biomarker 
for tumor proliferation, and 
laboratory studies have shown 
that if tumor Ki67 is >10 per-
cent after two to four weeks 
of aromatase inhibitor (AI) 
therapy, the ER+ breast can-
cer is unlikely to respond well 
to endocrine treatment. The 
amended Z1031 protocol, there-
fore, requires a second research 
biopsy in the two to four week 
window to assess Ki67. The 
biomarker information will 
be returned to the treating 
oncologist, who can recom-
mend switching to neoadjuvant 
chemotherapy or continued 
aromatase inhibitor treatment, 

Figure

Site Number 
enrolled

MD Anderson Cancer Center, Houston, TX 57

Washington University, St. Louis, MO 50

Doctors Hospital of Laredo, TX 24

Duke University, Durham, NC 22

St. Elizabeth Medical Center, Cincinnati, OH 20

University of Texas Southwestern, Dallas, TX 14

Anne Arundel Medical Center, Annapolis, MD 9

Covenant Medical Center-Lakeside, FL 8

Kansas City CCOP, MO 8

Columbus Ohio CCOP, OH 8
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depending on the Ki67 value.
The tissue specimens of Z1031 

are annotated with clinical tu-
mor response data in a very spe-
cific therapeutic trial. Further 
laboratory investigations are 
under way to identify the next 
generation of biomarkers that 
predict response to AI therapy. 
Whole genome DNA sequenc-
ing of 50 primary tumors from 
Z1031 is being planned. These 
could help us identify somatic 
tumor mutations or gene ampli-
fication associated with tumor 
resistance.

Z1031 has the potential to 
become the neoadjuvant therapy 

model for future trial designs. 
Surgeons see patients with 
primary breast cancer, which is 
accessible to local biopsy. For a 
surgeon-oriented cooperative, 
ACOSOG is well-positioned to 
take advantage of neoadjuvant 
therapeutic trial designs that in-
corporate fresh tissue collection; 
this tissue collection would apply 
to many solid tumors that are 
accessible to outpatient biopsy. 

The ACOSOG Central Speci-
men Bank is funded by a Na-
tional Cancer Institute core 
grant, and is designed to store 
appropriately preserved speci-
mens. If you have a trial idea 

which requires multi-site par-
ticipation and an associated 
specimen collection for your cor-
relative science studies, you are 
welcome to contact ACOSOG 
(Dr. Ota or Dr. Nelson) at david.
ota@duke.edu or nelsonh@
mayo.edu. ACOSOG conducts 
therapeutic trials for breast, 
gastrointestinal, and thoracic 
malignancies.

Dr. Ota, of Durham, NC, and 
Dr. Nelson, of Rochester, MN, are 
ACOSOG Co-Chairs.

Dr. Ellis, of St. Louis, MO, is 
Z1031 study chair.

American College of Surgeons Official Jewelry & Accessories
designed, crafted and produced exclusively by Jim Henry, Inc.

The Tac/Lapel Pin 
#S1 Dbl. Gold-Filled $60 
#S2 Solid 14K Gold $225

Cuff Links 
#S3 Dbl. Gold-Filled $175 
#S4 Solid 14K Gold $775

Key (shown actual size  
of 3/4 0) 
#S5 Dbl. Gold-Filled $85 
#S6 Solid 14K Gold $450

Miniature Key  
(Not Shown) 
#S7 Dbl. Gold-Filled $75 
#S8 Solid 14K Gold $275

Charm (Not Shown) 
#S9 Dbl. Gold-Filled $75 
#S10 Solid 14K Gold $400

Miniature Charm  
#S11 Dbl. Gold-Filled $60 
#S12 Solid 14K Gold $250 
#S13 Sterling Silver w/ 180 
Sterling Silver Neckchain $65

Ring 
#S14 Solid 14K Gold $1375 
#S14.1 Solid 10K Gold $1100                  
(Indicate finger size)

Tie Bar 
#S15 Gold-Filled Emblem $50

Necktie 
#S16A Dark Blue $35 
#S16B Light Blue $35 
#S17 Maroon $35 
Extra long add $5.00

Diploma Plaques 
#S18 Solid Brass $415 
#S19 Satin Silver Finish $415 
8-1/20 x 120 metal plaque on  
110x14-1/20 walnut. Specify name, 
day, month, year selected.

Women’s Bow Tie  
(Pretied) (Not Shown) 
#S20 Dark Blue $35 
#S21 Maroon $35

Men’s Bow Tie (Untied)  
(Not Shown) 
#S22 Dark Blue $35 
#S23 Maroon $35

Women’s Scarf - Silk 
(Not Shown) 
#S24 300x300 cream  $35 
w/ blue border 

 
 

Rollerball Pen - Chrome 
#S25 Cross Townsend  
Medalist with 23/K  
Gold Plated Emblem  $120

Money Clip (Not Shown) 
#S26 With Gold-Filled  
emblem $50

Desk Set (Not Shown) 
#S27 Solid Walnut with Cross 
Gold-Filled Pen & Pencil/Gold-
Filled emblem; name and year 
elected a Fellow engraved on  
gold polished plate $275

Wallet (Not Shown) 
#S28 Black cowhide with  
Gold-Filled emblem $65

Blazer Buttons (Not Shown) 
#S29 Gold Electroplated  
(set of 9) $35

Blazer Patch (Not Shown) 
#S30 Hand embroidered $35 

Jim Henry, Inc. 
435 Thirty-Seventh Avenue 
St. Charles, Illinois 60174 
phone 630 584 6500 
fax 630 584 3036 
www.jimhenryinc.com 
e-mail: sales@jimhenryinc.com

•  Please use model # and item description when ordering
• Include payment with order
• VISA, American Express, & MasterCard accepted
• Prices subject to major changes in gold prices
• Send order directly to Jim Henry, Inc.
• Illinois residents add 8% sales tax

#S15

#S14

#S16A

#S18 
#S19

#S3 
#S4

#S1 
#S2

#S5 
#S6

#S11 
#S12 
#S13

#S25
#S16B

#S17

Designed expressly for the American 
College of Surgeons, these emblematic 
items are crafted to perfection in the  
Jim Henry tradition of excellence.

Form No. 99509-07/09

Excellence in Awards and Recognition 
Since 1938

JIM HENRY, INC.

NOVEMBER 2009 BULLETIN OF THE AMERICAN COLLEGE OF SURGEONS

49


