
IRBMED No.:2018福医附二
伦理审字 28号 Consent Approved by IRBMED On: Feb 06, 2018 IRBMED Project Approval Expires On: Feb 28, 2025

Page 1 of 9 Consent Version: 1.0

THE SECOND AFFILIATED HOSPITAL OF FUJIAN MEDICAL
UNVIERSITY

CONSENT TO BE PART OF A RESEARCH STUDY

INFORMATION ABOUT THIS FORM

You may be eligible to take part in a research study. This form gives you important information about
the study. It describes the purpose of the study, and the risks and possible benefits of participating in
the study.

Please take time to review this information carefully. After you have finished, you should talk to the
researchers about the study and ask them any questions you have. You may also wish to talk to others
(for example, your friends, family, or other doctors) about your participation in this study. If you
decide to take part in the study, you will be asked to sign this form. Before you sign this form, be sure
you understand what the study is about, including the risks and possible benefits to you.

1. GENERAL INFORMATION ABOUT THIS STUDY AND THE RESEARCHERS

1.1 Study title:
Amulticenter, randomized controlled trial of adjuvant chemotherapy in cervical cancer with residual
human papilloma virus DNA following primary radiotherapy or chemoradiotherapy.

1.2 Company or agency sponsoring the study:
The protocol of this study has been registered in the Chinese Clinical Trial Registry (ChiCTR),
registration numberChiCTR-IIR-17012655(version 1.3, September 13,
2017,http://www.chictr.org.cn/showproj.aspx?proj=21298). Moreover, this study is funded by Science
and Technology Planning Project of Quanzhou Science and Technology Bureau and Fujian Provincial
Health and Family Planning Commission Research Talent Training Project.

1.3 Names, degrees, and affiliations of the researchers conducting the study:
Yanhong Wang M.M., Department of Radiotherapy, the Second Affiliated Hospital of Fujian Medical
University.
Qin Xu M.D., Department of Radiotherapy, Fujian Provincial Tumor Hospital.
Xinping Cao M.D., Department of Radiotherapy, Sun Yat-sen University Cancer Center; State Key
Laboratory of Oncology in South China; Collaborative Innovation Center for Cancer Medicine.

2. PURPOSE OF THIS STUDY

2.1 Study purpose:
We presume that patients with cervical cancer with detectable post-RT HPV harbor a significant
likelihood of developing local recurrence, and administration of adjuvant chemotherapy can
significantly advanced local control and, therefore, relapse-free survival (RFS) by eradicating silent
tumor cell. Correlation of post-RT HPV DNA with clinical outcome is a secondary end point of the
study.
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3. INFORMATION ABOUT STUDY PARTICIPANTS (SUBJECTS)

Taking part in this study is completely voluntary. You do not have to participate if you don't want to.
You may also leave the study at any time. If you leave the study before it is finished, there will be no
penalty to you, and you will not lose any benefits to which you are otherwise entitled.

3.1 Who can take part in this study?
3.1.1 Inclusion criteria
1. Newly diagnosed and histologically confirmed cervical cancer
2. Age ≥18 and ≤ 70 years at the time of consent
3. Positive HPV DNA at diagnosis
4. FIGO stage IIA2–IVA
5. No clinical evidence of distant metastasis at diagnosis
6. Achievement of clinical complete remission at 1 month after completion of primary RT or CRT.
7. Persistence of the same type HPV DNA in the exfoliated cell at 1 month post-RT.
8. Good general health condition (Eastern Cooperative Oncology Group score 0 or 1)
9. Laboratory findings within the following ranges (at ≤14 days prior to enrollment): leukocytecount

≥3.0×109/L, neutrophil count≥ 1.5×109/L, platelet count ≥ 100×109/L, total bilirubin level ≤ 1.5
×upper limit of normal (ULN), AST/ALT level<2.5 ×ULN, and creatinine clearance>50 mL/min

10.Signed informed consent and appropriate compliance to ensure follow-up visit
3.1.2 Exclusion criteria
1. Pregnancy or lactation
2. Previous (<5 years) malignancy (except cured skin cancer).
3. >12 weeks after completion of primary RT
4. Receipt of prior neoadjuvant chemotherapy.
5. Serious complication that affects tolerance to treatment.

3.2 How many people (subjects) are expected to take part in this study?
About 295 subjects are expected to take part in this study, 147 in arm1 and 148 in arm 2.

4. INFORMATION ABOUT STUDY PROCEDURES

4.1 What exactly will be done to me in this study? What kinds of research procedures
will I receive if I agree to take part in this study?
HPV DNA is tested prior to the start of RT and also at 1 and 3 months post-RT. Cervical cells

for the HPV DNA test is collected using the cervical cell capture kit (Hybribio Limited Corp., Chaozhou,
China). This consists of a cervical brush and one tube with 3 mL of specimen transport medium. The
brush is rotated clockwise three to five times in full turns in the endocervical os and swabbed on the
ectocervical epithelium and then placed in the specimen transport media. The specimens are stored at
4°C before HPV DNA testing. The presence of HPV will be examined by using flow-through
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1. Chemotherapeutic drugs have hematological toxicity, which may produce bone marrow suppression,
infection due to leukopenia and neutropenia, bleeding tendency due to thrombocytopenia, and anemia
due to hemoglobin reduction.
2. Chemotherapeutic drugs may cause nausea, vomiting, loss of appetite and other digestive symptoms.
Some patients may also have diarrhea, constipation, oral erythema, ulcers, etc. Severe diarrhea may
endanger life.
3. Chemotherapeutic drugs may cause damage to the functions of important organs such as heart, liver,
lung and kidney, which can seriously endanger life.
4. Chemotherapeutic drugs may damage the nervous system, and may cause peripheral neuritis and
hearing impairment during or after chemotherapy.
5. Chemotherapeutic drugs may cause allergy, edema, bronchospasm, erythema, itching, rash and other
skin reactions. Some drugs may occur alopecia and pigmentation after use. Drug-induced fever,
chemical phlebitis and tissue necrosis may occur during chemotherapy. Central intravenous
administration may reduce the occurrence of these conditions.
6. Long-term toxicity of chemotherapeutic drugs may cause immunosuppression. The occurrence of the
second malignant disease may have an impact on the reproductive system, and may even affect future
fertility.
As with any research study, there may be additional risks that are unknown or unexpected.
The subject will receive a physical examination and blood test once a week after adjuvant chemotherapy,
and drugs will be used to cured toxicities.

5.2 What happens if I get hurt, become sick, or have other problems as a result of this
research?

The researchers have taken steps to minimize the known or expected risks. However, you may still
experience problems or side effects, even when the researchers are careful to avoid them. If you
believe that you have been harmed, notify the researchers listed in Section 10 of this form. The Second
Affiliated Hospital of Fujian Medical University will provide first aid or emergency care. The cost of
this first aid or emergency care may be billed to your insurance company, but if it is not covered by your
insurance, the Second Affiliated Hospital of Fujian Medical University will pay for it. Additional
medical care will be provided if the Hospital determines that it is responsible to provide such treatment.
If you sign this form, you do not give up your right to seek additional compensation if you are harmed as
a result of being in this study.

Please note: It is important that you tell the researchers about any injuries, side effects, or other
problems that you experience during this study.
5.3 If I take part in this study, can I also participate in other studies?

Being in more than one research study at the same time, or even at different times, may increase the
risks to you. It may also affect the results of the studies. You should not take part in more than one
study without approval from the researchers involved in each study.

5.4 How could I benefit if I take part in this study? How could others benefit?

You may not receive any personal benefits from being in this study.
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However, it would help doctors and researchers to decide whether adjuvant chemotherapy post-RT in
cervical cancer with residual HPV DNA can result in higher tumor control rates compared to clinical
surveillance only.
5.5 Will the researchers tell me if they learn of new information that could change my

willingness to stay in this study?

Yes, the researchers will tell you if they learn of important new information that may change your
willingness to stay in this study. If new information is provided to you after you have joined the study, it
is possible that you may be asked to sign a new consent form that includes the new information.

6. OTHER OPTIONS

6.1 If I decide not to take part in this study, what other options do I have?
You will receive regular follow-up according to the latest guideline.

7. ENDING THE STUDY

7.1 If I want to stop participating in the study, what should I do?

You are free to leave the study at any time. If you leave the study before it is finished, there will be no
penalty to you, and you will not lose any benefits to which you may otherwise be entitled. If you
choose to tell the researchers why you are leaving the study, your reasons for leaving may be kept as
part of the study record. If you decide to leave the study before it is finished, please notify one of the
persons listed in Section 10 “Contact Information” (below).

7.2 Could there be any harm to me if I decide to leave the study before it is finished?
There is no harm to you when you leave the study and continue visiting your doctors as guidelines
advise. However, if you stop visiting your doctors, some adverse events and recurrences will not be
diagnosed and treated in time, which may affect your life quality and even survival.

7.3 Could the researchers take me out of the study even if I want to continue to
participate?

Yes. There are many reasons why the researchers may need to end your participation in the study.
Some examples are:

 The researcher believes that it is not in your best interest to stay in the study.
 You become ineligible to participate.
 Your condition changes and you need treatment that is not allowed while you are taking part in

the study.
 You do not follow instructions from the researchers.
 The study is suspended or canceled.
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8. FINANCIAL INFORMATION

8.1 Will taking part in this study cost me anything? Will I or my insurance company
be billed for any costs of the study? If so, which costs?
You or your health insurance company will be responsible for the cost of treatments and procedures

that would be done whether or not you took part in this study, such as adjuvant chemotherapy drugs and
follow-up visit. Ask the researchers if you have any questions about bills, fees, or other costs related to
this study."

8.2 Will I be paid or given anything for taking part in this study?
No. You will not be paid for taking part in this study.

9. CONFIDENTIALITY OF SUBJECT RECORDS AND AUTHORIZATION TO RELEASE
YOUR PROTECTED HEALTH INFORMATION

The Second Affiliated Hospital of Fujian Medical University policies require that private information
about you be protected. This is especially true for your personal health information.

On the other hand, sometimes the law allows or requires others to see your information. The
information given below describes how your privacy and the confidentiality of your research records
will be protected in this study.

9.1 How will the researchers protect my privacy?

Your research information will be stored in a locked cabinet and will not be made a part of your regular
medical record. However, if the researcher orders any tests, the order and results may become part of
your regular medical record.
9.2 What information about me could be seen by the researchers or by other people?

Why? Who might see it?

Signing this form gives the researchers your permission to obtain, use, and share information about you
for this study, and is required in order for you to take part in the study. Information about you may be
obtained from any hospital, doctor, and other health care provider involved in your care.

There are many reasons why information about you may be used or seen by the researchers or others
during this study. Examples include:

 The researchers may need the information to make sure you can take part in the study.

 The researchers may need the information to check your test results or look for side effects.
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 University and government officials may need the information to make sure that the study is
done properly.

 Organizations that are funding the study may need the information to make sure that the
study is done properly.

 Safety monitors or committees may need the information to make sure that the study is safe.

 Insurance companies or other organizations may need the information in order to pay your
medical bills or other costs of your participation in the study.

 The researchers may need to use the information to create a databank of information about
your condition or its treatment.

The results of this study could be published in an article, but would not include any information that
would let others know who you are.

9.3 What happens to information about me after the study is over or if I cancel my
permission?

As a rule, the researchers will not continue to use or disclose information about you, but will keep it
secure until it is destroyed. Sometimes, it may be necessary for information about you to continue to
be used or disclosed, even after you have canceled your permission or the study is over. Examples of
reasons for this include:

 To avoid losing study results that have already included your information

 To provide limited information for research, education, or other activities (This information
would not include your name, social security number, or anything else that could let others know
who you are.)

 To help University and government officials make sure that the study was conducted properly

As long as your information is kept within the Second Affiliated Hospital of Fujian Medical Univeristy
Health System, it is protected by the Health System’s privacy policies. For more information about
these policies, ask for a copy of the Second Affiliated Hospital of Fujian Medical Univeristy.
9.4 When does my permission expire?

Your permission expires at the end of the study, unless you cancel it sooner. You may cancel your
permission at any time by writing to the researchers listed in Section 10 "Contact Information" (below).

10. CONTACT INFORMATION
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10.1 Who can I contact about this study?

Please contact the researchers listed below to:

 Obtain more information about the study
 Ask a question about the study procedures or treatments
 Report an illness, injury, or other problem (you may also need to tell your regular doctors)
 Leave the study before it is finished
 Express a concern about the study

Principal Investigator: Yanhong Wang
Mailing Address: 992415639@qq.com
Telephone:+8618659731867

Study Coordinator: Yi Ouyang
Mailing Address: ouyangy@sysucc.org.cn.
Telephone:+8613751726166

You may also express a concern about a study by contacting the Institutional Review Board listed below,
or by calling the Second Affiliated Hospital of Fujian Medical Univeristy Compliance Help Line at
0595-26655105.

If you are concerned about a possible violation of your privacy, contact the Second Affiliated Hospital
of Fujian Medical Univeristy Health System Privacy Officer at 0595-26655085.

When you call or write about a concern, please provide as much information as possible, including the
name of the researcher, the IRBMED number (at the top of this form), and details about the problem.
This will help Hospital officials to look into your concern. When reporting a concern, you do not have
to give your name unless you want to.

11. RECORD OF INFORMATION PROVIDED

11.1 What documents will be given to me?

Your signature in the next section means that you have received copies of all of the following
documents:

� This "Consent to be Part of a Research Study" document. (Note: In addition to the copy you
receive, copies of this document will be stored in a separate confidential research file and may
be entered into your regular the Second Affiliated Hospital of Fujian Medical Univeristy
medical record.)
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12. SIGNATURES

Research Subject:
I understand the information printed on this form. I have discussed this study, its risks and potential

benefits, and my other choices with ____________________. My questions so far have
been answered. I understand that if I have more questions or concerns about the study or my participation
as a research subject, I may contact one of the people listed in Section 10 (above). I understand that I will
receive a copy of this form at the time I sign it and later upon request. I understand that if my ability to
consent for myself changes, either I or my legal representative may be asked to re-consent prior to my
continued participation in this study.

Signature of Subject: Date:

Name (Print legal name):

Patient ID: Date of Birth:

Legal Representative (if applicable):
Signature of Person Legally
Authorized to Give Consent Date:

Name (Print legal name): ______________ Phone: _______________________

Address:
Check Relationship to Subject:
� Parent � Spouse � Child � Sibling � Legal Guardian � Other:

Principal Investigator (or Designee):
I have given this research subject (or his/her legally authorized representative, if applicable) information about
this study that I believe is accurate and complete. The subject has indicated that he or she understands the
nature of the study and the risks and benefits of participating.

Name: Title:

Signature: Date of Signature:

Witness (optional):
I observed the above subject (or his/her legally authorized representative, if applicable) sign this consent
document.

Name:

Signature: Date of Signature:
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