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can be readi ly transferred to the
community setting. Because of the
complex nature of these trials, it is
important that community physi­
cians be capable of prov iding idcnri­
cal t reatment programs that dupli ­
care previous successes. O bviously,
cancer treatments that cannot be
administered by commu nity physi­
cians greatly reduce the number of
future patients that can be cu red and
com promise cooperative groups'
efforts to increase cancer survival.

The Southwest Oncology Group
CGOP participants arc fully
involved in all new group scient ific
initiatives. O utreach investigators
have been included in group trials
using investigational new agentsand
in basic science studies requiring
contributions of specimens. T hese
ancillary biologic tria ls include sever­
al leukemia biology studies (French­
American-British Classification
System for Leukemia, cytogenetics,
flow cytometer, and proto-oncogene
expression); flow cytometry in geni­
tourinary cancer, breast cancer, head
and neck cancer, sarcoma, and lym ­
phoma; and pharmacok inetics stud­
ies in gynecological cancer, as well as
lymphoma and myeloma immune­
phenotyping. Cancer control studies
(i.e., quality of life studies in brain,
breast, and genitourinary cancer
patients, smoking cessation in
bladder cancer patients, and evalua­
tion of reproductive function in tes­
ticular cancer patients) are also open
to CGO P investigators. Contribu­
tions are provided by the CGO P
affiliates to rapidly address and
answer these comp lex and imp ortant
research questio ns.

The C GO P membership has
assumed an active role in the group's
largest cancer p revention stu dy, th e
Prostate Cancer Prevention T rial,
launched natio nwide in O ctober
1993. T his study is the first large­
scale prevention tri al for prostate
cancer and will enro ll 18,000 men
age 55 and older in a seven-year
double-blind stud y to test whether
taki ng the drug finasteride will pre­
vent pro state cancer. The Southwest
Oncology Group is coordinating
this intergroupsrcdy, which
includes participation by the Eastern
Coo perative Oncology G roup, the
Cancer and Acu te Leukemia Group
B, Community Cli nical O nco logy
Program affiliates, and N CI-sup­
ported cancer centers. Twenty- three
of the parti cipating 227 sites are
C GOP affiliates; as of March 16,
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1994, they have been responsible for
enroll ment of 991 of th e 10,296 men
accru ed to the study.

Although significant strid es have
already been made toward the inte­
gration of community practi tio ners
in cooperative gro up research, there
st ill lies potential for even greater
part icipation in successful cancer
research. The future success of
outreach prog rams is contingent on
the commitment of the National
C ancer Institute, each cooperative
gro up, and th e community physi­
cians themselves. Pro blems in the
community sett ing must be identi­
fied and th e solut ions implemented
if we arc to guarantee major reduc­
tions in the national cancer
mortality rate.

The Natio nal Surgical Ad juvant
Breast and Bowel Project (NSABP)
is a multidisciplinary cooperative
group that conducts clinical trials in
breast and colc recral cancer. Since
its inception in 1958, the N SABP,
under the leadership of D r. Bernard
Fisher, has played an important role
in improving the treatment and
management of th ese cancers.

In an earlier arti cle in Oncology
Issues (Vol. 4, 1989) Dr. Fisher and
Mr. C ronin stated the bel ief that
clinical trials can flou rish only if
communi ty -based physicians are
involved and invested in this
research . In the early 1970s, the
N SABP took the initiative to
increase the participation of com­
munity-based oncologists in clinical
studies. T his effort provided the
model for the N atio nal Cancer
Institute's esta blishme nt of the
Coopera tive Group Outreach
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Prog ram (CGO P) and the
Community Clinical Oncology
Program (CCO P). The results of
these efforts are apparent. Since
1988, co mmu nity-b ased institu tions
have entered more patients on
NSABP studies than un iversity or
N C I-designated cancer centers
[fable 1). Today, the majority of
N SABP institu tions are not affiliat­
ed with university-based medical
centers. Community-based physi­
cians participat ing in our studies are
pri mary contributors to the
improvement of breast and colorec­
tal cancer treatment. This is very
appropriate since clinical o nco lo­
gists are also primary cons umers of
the results of clinical studies and,
according to clinical research find­
ings, make scientifically justifi ed
therapeutic decisions. H ence, we are
co mmitted to expanding the
involvement of commu nity-based
investigators and incl ud ing their
diverse patient r op ulations in
NSABP clinics tri als.

CHANGING THE PARADIGMS
The N SABP has always been
committed to conducting clinical
research th at changes the paradigms
of cancer management. Under Dr.
Fisher's direction, the NSABP's past
trials in breast cancer have resulted
in th e change of standard surgical
treatment from mastectomy to
lumpectomy, th e shifting of
chemotherapy to the adjuvant
setting, and the widespread use of
tamoxifen in postm enop ausal
women, particularly those with
high estrogen-receptor values.

Recentl y, the N SABP demon­
strated the impo rtance of rad iation
therapy to lump ectomy in patients
wi th no ninvasive ductal carcinoma.
We have impl emented and co mplet­
ed breast cancer trials evaluating the
impact of preoperative che mothera­
py. as well as th e value of adminis­
tering inte nsified and increasing
amounts of chemotherapy with
colony-stimulating factor support .
O ur stu dies have tested the impact
of 5-FU modulation on colon
cance r outcome.

The N SABP has continued to
expand the scope of the hypo theses
to be tested in breast and colorectal
cancer stud ies. In 1992 we began the
Breast Ca ncer Prevention Trial to
test whether long-term tamoxifen
therapy is effective in preventing the
occurrence of and mortality due to
invasive breast cancer. With the goal
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Table 1. NSABP accrual 1988-93

of accruing 16,000 women, approxi­
mately 8,000 women entered th e
study in th e first year. This study
has the additio nal object ives of eval­
uating the expected benefit of
tamoxifen on cardiovasc ular mortal­
ity and the incidence of bone frac­
tures, as well as evaluating the risk­
benefit ratios of tam oxifen
prevention therapy.

In other breast cancer trials, we
are departing from the convent ional
wisdom of treating all node-negative
women equally. OUf new protocols
will usc mark ers [0 assess a woman's
risk of breast cancer recurrence and
test appropriate therapies based on
that risk. We willcontinue our eval­
uation of preoperative chemoth era­
py and the impact of the primary
tu mo r response on outcome.We are
also vent uring into a clinical trial
with a geriatric population. D espite
repres enting a sign ificant proportion
of breast cancer patients, remark­
ably littl e reliable clinical data exists
to guide physicians in the man age­
ment of th ese patients.

One of the NSABP's most
challenging tr ials is to evaluate
th e worth of preoperative multi­
modal therapy in patients with
operable rec ta l cancer. In addition
to evaluating the effect of preopera­
t ive therapy on survival, and dis­
ease-free survival, thi s st udy will
assess whether pat ients can be con­
vened to sphincte r-saving surgical
procedures by shri nkage of the
primary tumor.

This description of our ongoing
trials is evidence that the N SABP
does not shy away from complex

protocols if they have the potential
to answer a clinically important
quest ion. Likewise, the comm un ity
investigators have not been intimi­
dated by the increasing complexity
of som e of ou r trials. The percentage
of patients that commu nity -based
ph ysicians enter onro N SABP
proto cols is consistently larger
than university-based investigators,
irrespective of the stage of the
disease.

COMPLIANCE AND MOTIVATION
Entering patients onto a study is
only one aspect of clinical research.
Vital to the success of a study is
co mpliance with pro tocol require­
ments. T hese requirements include
1) providing docum entation of eligi­
bility , 2) sub mitting data on pat ient
adherence to therapy and follow- up
test ing, and 3) moni toring adverse
dru g react ions. By all criter ia, com­
munity investigators have demon­
strated their ability to successfully
participate in clinical stu dies. In
order to ensure a cont inuation of the
distinguished research that the
N SABP has performed, both
community - and university-based
N SABP investigators mu st also
dem onstrate the commitment to
adhere to the highest stan dard of
scienti fic conduct. T he N SABP
headq uart ers and membership are
committe d to the science of clin ical
tr ials and improvements in clinical
practice through clinical research.

An important issue regarding
comm un ity-based investigators is
that they particip ate largely on a

continued onpage 20

Research in the
Multispecialty Clinic

by Richard N. Re. M.D.

As the year 2000 approaches.
researchers are making dail y
extraordinary advances in molec­
ular genetics and in the under­
standing of pathogenesis of
human disease. In the area of
health care delivery, integrated
models and ph ysician group con­
solidation are increasing, and
no vel payment schemes are pro­
liferating. At the same time, the
gov ernment is proposing major
health care reform. But because
the specifics of this initiative are
unknown, considerable un cer­
tainty remains as to the form the
health care system will assume.

Against this backdrop of fren­
zied activity. the physician, scien­
tist, or administrator may wonder
what place, if any. research has in
the multispecialty clinic. This
question becomes all the more
poignant as margi ns from health
care delivery fall, resulting in the
decline of expendable income for
research activities. At the same
time, the National Institutes of
Health and other federal funding
a~encies are finding it increasingly
difficult to support a growing
number of proposals for researc h
activities. Indeed, it could be
argued that research activ ities are
a luxury the mulrispecialty clinic
can no longer afford. This view,
however, is incorrect .

Comparison of accrual rates to NSABPprotoco ls between university and
cancer centers and community-based cent ers from 1988 to 1993.

Uni ver si ty & Communit y-
Cance r Centers Based Center . Total

1.619 (42.7%) 2,175 (57.3%) 3.794

1.329 (38.6%) 2.109 (61.3%) 3.438

1.843 (37.4%) 3.090 (62.6%) 4 ,933

1.004 (46.5%) 1,156 (53.5%) 2.160

1.534 (40.0%) 2.296 (60 .0%) 3,830

1.023 (34.8%) 1,916 (65.2%) 2,939

Yea r

1988

1989

1990

1991

1992

1993

(Jan.·Sept.)

Total
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8.352 (39.6%) 12,742 (60.4%) 21 ,094

THE BENERTS OF RESEARCH
N ow. more than ever. research
forms an integral pan of qua lity
medical care, a view based on the
fact that two major paradigm
shi fts are occurring simultane­
ously in the medical world. T he
first of these is the shift from
physiology-based medicine to
genetics-based med icine; and the
second is th e supplementation of
clini cal judgment with health ser­
vices research . The first of these
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