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Case 4 Invasive cancer remained

Cat 3 |

tproba ‘Mm situ
3 Mo after

Pre After AC After PAC radiation

(preop)
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Teamwork used
to be a money saver;
now It’s a life saver




Team approach means
fewer errors,
shorter hospital stay
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1997 FMDACCIZTFATEC

e Sentinel node biopsy
e Skin sparing mastectomy
o Mammotome biopsy

e Amburatory services(chemotherapy, Day surgery,
Patient library etc.)

Multidisciplinary clinic



SLMC and MDACC relationship

Three joint conference since 2000

Japanese Medical Exchange Program since 2000,

funded by Life Science Institute

Mutual exchange of staff (nurses, pharmacist,
physicians, IRB) since 2001

Sister Institution Agreement in Sept. 2003
Start of Clinical Trial Planning in 2004



PHASE |l RANDOMIZED STUDY OF
A GOSERELIN ACETATE FOR
PRESERVATION OF OVARIAN FUNCTION IN
PATIENTS WITH PRIMARY BREAST CANCER

Fun and Difficulty of Initiating an
International Investigator Initiated

Clinical Trial

St. Luke International Hospital, Japan
The University of Texas M. D. Anderson Cancer

Center, USA

THE INIVERSITY OF TEXAS

M

) ANDERSON

CANCER CENTER
Making Cancer History”



Protocol FLOW SHEET

Premenopaus
al women
with

ER -

Breast
Cancer
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No Zoladex

Follow-up every 3 M
with hormonal profiles
until restoration of
menstruation and
ovarian function or
the presence of
ovarian failure.

Follow-up, with hormonal
profile obtained at
completion of
chemotherapy.
(Hormonal profile
consists of serum FSH,
LH, estradiol levels and

questionnaires.)
First dose of Follow-up every 3 M Follow-up with hormonal
Zoladex (3,6,9,12,24 M) profile obtained at
(3.6mgSC with hormonal profiles completion of
injection) given Repeat unless evidence of chemotherapy.
1 week before monthly _ ovarian failure (Hormonal profile
start of Zoladex.untn appears. consists of serum FSH,
neoadjuvant a completion of (Hormonal profile LH, estradiol levels and
and/or chemotherapy [= consists of serum questionnaires.)
adjuvant FSH, LH, estradiol
chemotherapy levels and

questionnaires.)




Site Login

® Once site has been
approved the user will get an
email indicating they have
been approved and where to
login.
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Midlevel Practioner
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FILA 13. 4 7.7 35. 2 3. 4 69. 7 7.3
(1998) (1997)
1FUR 7.6 4.2 43. 9 2. 2 129, 2 9. 7
(2000) (2000)
FA)D 6.5 3.3 77. 8 2. 3 230. 0 7.9
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