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1Poce Trial

Intra”eritoneal therapy for Ovarian Cancer with Carboplatin

GOTIC-001/ JGOG3019

A RANDOMIZED PHASE II/ ITI TRIAL OF
INTRAVENOUS (IV) PACLITAXEL WEEKLY PLUS
IV CARBOPLATIN ONCE EVERY 3 WEEKS VERSUS
IV PACLITAXEL WEEKLY PLUS INTRAPERITONEAL (IP)

CARBOPLATIN ONCE EVERY 3 WEEKS
IN WOMEN WITH EPITHELIAL OVARIAN, FALLOPIAN
TUBE OR PRIMARY PERITONEAL CANCER

Patient Information Sheet

Version2.1 2015/02/05
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Introduction
At hospitalname: _~  we conduct experimental treatments

called clinical trials with the purpose of providing you with the latest forms
of treatment. “Clinical trial” refers to research conducted with the
cooperation of patients in order to find out if the new treatments or drugs
are effective against certain diseases. It is essential for the advancement of
disease treatment that information and data are obtained by means of
clinical trials. All of the drugs and treatments we are currently using are
results of accumulated clinical trials.

In a clinical trial, the effects and safety of the new treatment are
investigated with the consent of the patients while strictly adhering to the
protocol. The clinical study we are asking you to participate in investigates
which administration methods are effective if one of the two drugs in the
combined anticancer drug therapy, which has already been in use for
patients with ovarian cancer is changed from intravenous to peritoneal
administration. It is not known at present which of these routes are more
effective.

This is an international trial, GCIG (Gynecologic Cancer Intergroup). In
Japan, this trial is conducted by a research organization called GOTIC
(Gynecologic Oncology Trial and Investigation Consortium), who specializes
in the research on gynecologic cancer, in cooperation with JGOG (Japanese
Gynecologic Oncology Group)

Hospltal name: Department name s conducting

this clinical trial as an institution which has been given participation
approval.
This clinical study is called the iPocc study.

Regarding the participation in this study

We are giving explanations on this clinical study and asking you to
consider participating in this study since your condition fits the criteria for
patients who participate in this clinical study. You are free to decide
whether to participate in this study or not. You may consult other medical
professionals. Your decision not to participate in this study does not affect
the relationship with your treating doctor or result in disadvantages such as
not being able to undergo treatments. In addition, you are free to cancel the
participation in the clinical study after the study has started.
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