Informed Consent Form (Version 1.1)

Introduction to the Research Project: Colorectal cancer has the fastest rising incidence rate
among digestive tract malignant tumors in China. Capecitabine in combination with oxaliplatin
(CAPEOX) is a common chemotherapy regimen for gastrointestinal malignancies. In studies of
adjuvant therapy in colon cancer patients, the completion rate of CAPEOX was only 83.6%, and
the dose intensity was only 77.8%. Suspending or reducing chemotherapy may lead to disease
progression and drug resistance. The main reason for suspending treatment or reducing dosage is
chemotherapy-induced nausea and vomiting (CINV), with a complete control rate of acute nausea
and vomiting of only 62.8% and a complete control rate of delayed nausea and vomiting as low as
48.7%. Currently, our hospital is conducting a clinical study on the transdermal granisetron patch
to prevent delayed nausea and vomiting caused by CAPEOX chemotherapy. The purpose of this
study is to explore the efficacy and safety of the transdermal granisetron patch (Sancuso®,
ProStrakan, Inc., USA) in preventing delayed nausea and vomiting caused by CAPEOX

chemotherapy.

Drug Administration and Observations: The transdermal granisetron patch will be used for
antiemetic prophylaxis with CAPEOX chemotherapy. The granisetron patch will be applied 48
hours before the first day of chemotherapy, with dexamethasone 12mg orally on the first day of
chemotherapy, 8mg of dexamethasone orally on the second and third day of chemotherapy, and
replacement of the granisetron patch to 3.1mg on the fifth day of chemotherapy. On the twelfth
day of chemotherapy, the granisetron patch will be removed and discarded. Benefits of
Participating in this Study: The transdermal granisetron patch has been approved by the U.S. Food
and Drug Administration (FDA) for the prevention and treatment of CINV. Sancuso® is the first
transdermal granisetron patch used for the prevention and treatment of CINV. The patch contains
34.3mg of granisetron and can release 3.3mg of granisetron through the skin every 24 hours,
lasting up to 7 days. In a phase III clinical trial of the granisetron patch, a total of 641 patients
receiving multi-day chemotherapy were included. The results showed that the granisetron patch
was not inferior to the orally administered granisetron in achieving complete control of CINV. The

most common drug-related adverse events in both groups were constipation, especially in the



orally administered granisetron group. Electrocardiography showed that two patients in the orally
administered granisetron group had prolonged QTc intervals, which were considered related to

granisetron. All adverse events were mild to moderate and tolerable.

Risks of Participating in this Study: The potential adverse reactions of this drug are
gastrointestinal disorders, constipation, nausea, abdominal pain, diarrhea, abdominal distention,
dry mouth, headache, rash, blister, itching, urticaria, joint pain, myocardial ischemia, epistaxis,
hypertension, and decrease in white blood cell count. If any adverse events occur during the trial,
we will provide appropriate treatment promptly. All subjects in this study will have one blood
sample taken 48 hours before each chemotherapy cycle to detect CES1 polymorphism, functional
CES1 gene, and baseline plasma 5-HT concentration. Each blood draw will be approximately Sml,
and a total of 10ml of blood will be taken. Pain and bruising may occur at the site of blood

collection. You may also feel dizzy, and infection may occur at the site of blood collection.

Other Possible Treatment Options: You are completely voluntary to participate in this clinical
trial. In addition to participating in this clinical trial, you may choose the following treatment
methods: NK-1 inhibitors (such as aprepitant and fosaprepitant), long-acting SHT3 receptor
antagonists (such as palonosetron), oral SHT3 receptor antagonists (such as granisetron and
ondansetron), or combination therapy with oral olanzapine. Your study doctor will discuss with

you the possible risks and benefits of alternative treatments.

Your Rights: Your participation in the trial is entirely voluntary, and you can withdraw from the
trial at any time without giving reasons. This will not affect your relationship with the medical
staff or your future treatment. All of your personal information and observation records belong to
confidentiality and are only used for this study. During the trial, you can obtain related
information materials at any time. If problems occur during the trial or if you need to consult

related issues, you can contact the responsible doctor.

Possible Benefits of Participating in the Study: You and society may benefit from this study.

These benefits include the potential improvement of nausea and vomiting caused by chemotherapy,



and the development of a new treatment method through this study, which can be used for other
patients with similar conditions. You will receive good medical services during the study. In this
study (1 cycle of chemotherapy), you will enjoy free access to two transdermal granisetron

patches, continuously applied to prevent CINV.
As a patient, I have fully understood the purpose, method, possible treatment benefits, and
potential adverse reactions of this trial. I am willing to participate in this study and

cooperate fully with the doctors.

Patient signature: Contact phone: Date: , _//_

Representative signature: Contact phone: Date:, //_

Doctor signature: Contact phone: Date:, //_
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