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Part 1 What does my participation involve? 
 
1 Introduction 

 
You are invited to take part in this research project (also known as a clinical trial) of a new 
treatment called A-337. This is because you have an advanced solid tumour, for which this 
treatment is being tested.  

This Participant Information Sheet/Consent Form tells you about the research project. It 
explains the tests and treatments involved. Knowing what is involved will help you decide if you 
want to take part in the research. 

Please read this information carefully. Ask questions about anything that you don’t understand 
or want to know more about. Before deciding whether or not to take part, you might want to talk 
about it with a relative, friend or your local doctor. 

Participation in this research is voluntary. If you don’t wish to take part, you don’t have to. You 
will receive the best possible care whether or not you take part. 

If you decide you want to take part in the research project, you will be asked to sign the consent 
section. By signing it you are telling us that you: 

• Understand what you have read 
• Consent to take part in the research project 
• Consent to have the tests and treatments that are described 
• Consent to receive the study medication 
• Consent to the collection, storage and use of samples collected 
• Consent to the use of your personal and health information as described. 

You will be given a copy of this Participant Information Sheet and Consent Form to keep. 
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2  What is the purpose of this research? 

A-377 is an antibody (antibodies are found in blood or other body fluids and recognise a unique 
part of foreign targets called antigens) designed to target a specific cancer marker called 
EpCAM. EpCAM is a cancer marker found in high levels in many human cancers including 
bowel, lung, prostate, stomach, pancreas and ovarian cancers. By targeting this marker, A-337 
may decrease tumour cell growth and use the immune system to kill the tumour cells. A-337 has 
not been used before in humans. The purpose of this study is to see whether A-337 can be 
given safely to participants with advanced solid tumours and to work out the best dose for 
treatment.  

This study will also determine how A-337 is processed and removed from the body in men and 
women after treatment. This is done by testing the amount of A-337 in your blood at various 
times during the study.   

This study will be conducted in 2 stages: Stage 1 is called “Dose Escalation” and Stage 2 is 
called “Dose Expansion”. You will only participate in one part of the study. In Stage 1, A-337 will 
be administered at different dose levels. The purpose of Stage 1 is to find the highest dose of A-
337 that can be safely given to humans. In Stage 2, A-337 will be administered to more 
participants at the dose selected in Stage 1 to learn more about how it is processed and if it is 
helping to kill the cancer cells.  

You will be asked to provide samples of blood and tumour tissue. The tissue sample will be 
used to measure how much EpCAM your tumour has. This is done by looking at the tumour 
tissue in a laboratory using a specific stain for the EpCAM marker. The blood samples will help 
to determine if the drug is safe for you and how it is being processed in your body. Tumour 
markers may also be tested to measure the effects of A-337 on the cancer.  

A-337 is an investigational product, which means it has not been approved by any regulatory 
health agency (such as the Australian Therapeutic Goods Administration [TGA], USA Food and 
Drug Administration [FDA] or European Medicines Agency [EMA]) for use in people with 
advanced solid tumours. 

This is the first time A-337 will be given to humans. Although unlikely, there is a risk of 
death in first in human studies such as this. 

The research project is being conducted and locally sponsored by INC Research Australia Pty 
Ltd. The international sponsor for this study is Generon (Shanghai) Corporation. 

 

3 What does participation in this research involve? 

Before any study assessments and procedures are performed, you will be asked to sign the 
consent form. The study staff will discuss with you what is required for you to be part of this 
study. First, you will need to have some tests done to find out if you are suitable for the study. 

It is desirable that your local doctor be advised of your decision to participate in this research 
project. If you have a local doctor, we strongly recommend that you inform them of your 
participation in this research project. 

If you decide to participate in this study, the study doctor may inform your local doctor. 
 

a. How long will I be participating in this study? 

The duration of the experimental treatments received in this study will depend on any side 
effects you might have and how well your cancer responds to the treatment. Over the course of 
the study, your study doctor will conduct regular CT scans and other tests to see how your 
cancer is responding to the treatment. In the event that your cancer is found to be getting worse, 
or if you experience side effects, your study doctor may stop the study treatment. If your cancer 
improves, you will be able to receive treatment for as long as you and your study doctor feel that 
it is beneficial to you and if it appears to be in your best interests. Ultimately, the length of time 
that you are involved in the study will depend on what side-effects you have and how well your 
cancer responds to the therapy. 
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Overall, this study involves: 

• A 3-week screening period to determine if you are eligible for the study. 

• Treatment with A-337 is planned for 24 weeks and may be continued for longer if it 
appears to be working for you after discussion with your study doctor and the study 
sponsor.  Treatment may also be given for a shorter time than 24 weeks if needed. 

• At the end of the study, there is a final follow-up visit about 4 weeks after your last dose 
of A-337.  

 

b. What will happen if I decide to be in this study? 

If you decide to sign this consent form, you will be asked to attend a number of scheduled visits, 
as follows:  

• Screening period, when you undergo some tests and assessments to check whether you 
meet the criteria for entering the study.  

• Treatment period, when you receive the A-337 treatment. The treatment period will start 
with the first day you receive the study drug (Day 1 of the first cycle). 

• Study completion, is when you stop having the study treatment (A-337). 

Screening 

The screening process begins after you sign the consent form and can occur up to 21 days prior 
to Day 1 of A-337 treatment. The main purpose of this visit is to determine if you meet the study 
requirements. If it is safe and suitable for you to be treated with A-337, you will be asked to join 
the research project.  

During the screening process, you will have the following exams, tests or procedures: 

• A thorough check of your medical history (including cancer diagnosis, prior treatments and 
any current medications that you are taking). 

• A clinical evaluation (including physical examination, weight, height and a check of your vital 
signs (blood pressure, heart rate, respiration rate and body temperature). 

• Assessment of the status of your disease, that is to locate, measure and record the size of 
your tumour(s). This can be done by: 

o CT scan (computed tomography) that uses X-rays to make detailed pictures of the 
structures inside your body. Or 

o MRI (magnetic resonance imaging) that uses strong magnets and radiofrequency 
pulses to generate pictures inside your body. Or 

o Bone scan that identifies any abnormal metabolic activity in the bone, after a 
radioactive substance (radiotracer) has been injected into a vein in your arm. The 
radiotracer travels through the bloodstream into your bones, and then pictures of the 
radiotracer are captured by a special camera. 

Additional imaging assessments will be done if recommended by your study doctor. These 
are routine procedures that are used to help to monitor your tumour(s), whether or not you 
were taking part in this research study. 

• An Electrocardiogram (ECG) will be performed. This is a process of recording the electrical 
activity of your heart over a period of time using electrodes placed on your skin.  

• Transthoracic Echocardiogram (ECHO) will be performed. This is a test that takes pictures of 
your heart pumping and provides measurements of your heart strength. 

• Urine and blood samples will be collected. These samples are taken to assess your general 
wellbeing. You might need to fast overnight prior to at least one of the blood samples being 
collected. 

• If you are a woman of childbearing potential, a pregnancy test will also be done. 

• If you have a history of or symptoms suggestive of bleeding from your bowels, a faecal 
specimen will be required to ensure you do not have any current bleeding. 
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• For Stage 1 (Drug Escalation) participants, a tumour biopsy may be required if an archived 
tumour sample is not available; whilst for some Stage 2 (Drug Expansion) participants, a 
fresh tumour biopsy is needed. The tumour sample will be used to test for EpCAM 
expression. 

All the above assessments might take more than 1 day, depending on the availability of the 
appointment times. 

It is important that you tell the study doctor about all the medications you are taking, including 
herbal and over the counter medicines as some of them may be prohibited during the study. 
Your study doctor will review the results of these tests to see if you are eligible to take part in 
the study.  If there is a reason why you cannot participate, your study doctor will discuss this 
with you and also explore other treatments that might be suitable to your situation. If you are 
eligible to participate in the study, and depending on the stage at which you join the study, you 
will be assigned a particular dose of A-337 treatment (as listed in Section 3d). 

Treatment period  

Following the screening process and if you have met the study entry requirements, you will 
receive A-337 as an intravenous infusion (directly into the blood stream) twice per week for 4 
weeks, followed by 2 weeks rest. Each cycle lasts 6 weeks and a total of 4 cycles of treatment is 
planned to be given over 24 weeks, as long as you tolerating the treatment and the cancer is not 
getting worse. The infusion will be given to you at approximately the same time on each 
treatment week.  

During the first week that you start the treatment and for the first dose that the treatment is 
increased in the 2nd week of the study, you may be advised to stay overnight at the study site 
after each treatment for additional safety monitoring. Depending on what side-effects have been 
seen, your study doctor may advise to stay overnight at other time points. Prior to each 
treatment administration, your doctor will examine you and perform safety blood and/ or urine 
tests to determine if you may receive A-337. If there are side effects, the doctor may delay or 
stop treatment with A-337.  

Table 1 (Section 3c) outlines the type of assessments, tests and scans that you will need to 
have done while you are a participant on this research study. Table 2 (Section 3d) summarises 
the number of treatments you will have during the first treatment cycle and any repeat cycles 
that you will receive.  

Study completion 

When you stop receiving A-337 treatment, you will have one visit within 30 days of your last A-
337 treatment on the study. Table 1 (Section 3c) also outlines the type of assessments, tests 
and scans that you will need to have done at this visit. All the assessments might take more than 
1 day, depending on the availability of the appointment times.  

 

c. What types of tests or procedures will be involved with this study? 

As part of your participation in this study, you will have tests or procedures at each visit as listed 
below (Table 1): 
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Table 1: Type, Frequency and Duration of Study Tests/Procedures 

Test/Procedure 

Screening 

visit 

 

During Cycle 1  

(15 visits, maximum ~128.5 hours) 

Week 1 Week 2 Week 3 Week 4 Week  

Day 1* 

(12-

26hrs) 

Day 2 

(0.5hr) 

Day 3 

(0.5hr) 

Day 4* 

(12-

26hrs) 

Day 8* 

(14-

26hrs) 

Day 9 

(0.5hr) 

Day 10 

(0.5hr) 

Day 11 

(7hrs) 

Day 15 

(12hrs) 

Day 18 

(7hrs) 

Day 22 

(7hrs) 

Day 25 

(14hrs) 

Day 26 

(0.5hr) 

Day 27 

(0.5hr) 

Day 28 

(0.5hr) 

5&6 

(Rest) 

Medical history 1 time - - - - - - - - - - - - - - - - 

Clinical evaluation 1 time 1x - - 1x - - - - - - - - - - - - 

Vital signsi 1 time 8x 1x 1x 1x 8x 1x 1x 1x 1x 1x 1x 1x 1x 1x 1x - 

Height 1 time - - - - - - - - - - - - - - - - 

Weight 1 time 1x - - - - - - - - - - - - - - - 

Electrocardiogram (ECG) 1 time 1x - - 1x 1x - - 1x 1x 1x 1x 1x - - - - 

Transthoracic 

Echocardiogram (ECHO) 
1 time - - - - - - - - - - - - - - - - 

Safety blood testsii 1 time 1x - - 1x 1x - - 1x 1x 1x 1x 1x - - - - 

Urine sampleiii 1 time 1x - - - - - - - - - - - - - - - 

Blood tests: HIV, Hepatitis 

B and C 
1 time - - - - - - - - - - - - - - - - 

Pregnancy testingiv  

(blood test) 
1 time - - - - - - - - - - - - - - - - 

CT/MRI/ Bone Scan 1 time - - - - - - - - - - - - - - - - 

Archival Tumour samplev 1 time - - - - - - - - - - - - - - - - 

Fresh Tumour Biopsyvi 1 time - - - - - - - - - - - - - - - - 

Blood collections for 

research testingsvii - 3x - - 2x 4x 1x 1x 1x 2x - - 4x 1x 1x 1x - 
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Table 1 (cont.): Type, Frequency and Duration of Study Tests/Procedures 

Test/Procedure 

During Cycle 2-4  

(8 visits, ~52.5 hours) 

Study Completion Week 1 Week 2 Week 3 Week 4 Week  

Day 1 

(7hrs) 

Day 4 

(6.5hrs) 

Day 8 

(6.5hrs) 

Day 11 

(6.5hr) 

Day 15 

(6.5hr) 

Day 18 

(6.5hrs) 

Day 22 

(6.5hrs) 

Day 25 

(6.5hrs) 

5&6 

(Rest) 

Medical history - - - - - - - - - - 

Clinical evaluation 1x - - - - - - - - 1x 

Vital signsi 1x 1x 1x 1x 1x 1x 1x 1x - 1x 

Height - - - - - - - - - - 

Weight 1x - - - - - - - - 1x 

Electrocardiogram (ECG) 1x - - - - - - - - 1x 

Transthoracic Echocardiogram (ECHO) - - - - - - - - - - 

Safety blood testsii 1x 1x 1x 1x 1x 1x 1x 1x - 1x 

Urine sampleiii 1x - - - - - - - - 1x 

Blood tests: HIV, Hepatitis B and C - - - - - - - - - - 

Pregnancy testingiv (blood test) - - - - - - - - - - 

CT/MRI/ Bone Scan 1x - - - - - - - - 1x (if necessary) 

Archival Tumour samplev - - - - - - - - - - 

Fresh Tumour Biopsyvi - - - - - - - - - - 

Blood collections for research testingsvii 1x - - - - - - - - 1x 
* 
 Possibly an overnight stay at study site. 

i.  
Vital signs include blood pressure, heart rate, respiration rate, pulse oximetry and temperature measurements 

ii.
 The safety blood tests can be done at your local/ study site pathology collection centre. If you are to have A-337 treatment, the blood tests are to be done prior to each treatment.  

iii. 
The urine sample will be used to test your kidney function. 

iv. 
For woman of childbearing potential 

v.
 For Stage 1 (Drug Escalation) participants. Tumour biopsy may be required if an archived tumour sample is not available 

vi.
 For some Stage 2 (Drug Expansion) participants. 

vii. 
Blood samples which are collected for research testing will be transferred to the study sponsor. The purposes are to measure tumour markers that are expressed in your body, to 
evaluate how the A-337 works in your body, and for drug safety testing. 
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You can ask the study doctor or his/her study staff about the tests or procedures listed in Table 
1. The study doctor may ask you to come back for additional safety tests/ procedures after the 
end of the study. 

 

d. What are the treatment dose(s) and frequency that I will get? 

All participants in the study will receive the experimental drug A-337. A-337 is given as an 
intravenous infusion over a six hour period two times each treatment week. The dose you 
receive on the study will depend on how many patients have already been treated with A-337 
before you and what the side effects have been.   

 In Stage 1 of this study, up to six dose levels of A-337 will be explored (Table 2). In Stage 2 
of this study, the dose of A-337 administration will be based on the findings from Stage 1.  

 For Week 1 of each Cycle, you will receive either 0.15 µg/kg or 0.3 µg/kg of A-337. Then, 
depending on what group you are in, the dose may be increased for Weeks 2, 3 and 4 (Table 
2). Starting at the lowest dose is thought to help to reduce any reactions from the treatment. 

 Your study doctor will also administer dexamethasone, a corticosteroid medication, by 
intravenous injection 1 hour prior to your initial treatment and first dose increase of A-337. This 
is to reduce the possible infusion reactions. 

 Your study doctor will tell you the dose level which you will be receiving. Since this study is 
designed to test the safety of A-337, the dose you receive has not yet been determined to be a 
safe dose for humans. When the A-337 is given at a dose level that participants can no longer 
take without unacceptable side effects, the study will stop treating participants at higher doses 
of A-337.  

  

 Table 2: Stage 1 Study Treatment Schedule 

  

 Dose 
Level 

 Cycle 1  Cycle 2, 3 and 4 

 Week 1 
(Day 1 & 4) 

 Week 2, 3 
& 4 (Day 1 & 

4) 

 Week 
5 & 6 
(Rest) 

 Week 1 
(Day 1 & 4) 

 Week 2, 3 
& 4 (Day 1 & 4) 

 Week 
5 & 6 
(Rest) 

 1  0.15 
µg/kg 

 0.15 
µg/kg 

 -  0.15 
µg/kg 

 0.15 µg/kg  - 

 2  0.3 
µg/kg 

 0.3 µg/kg  -  0.3 
µg/kg 

 0.3 µg/kg  - 

 3  0.3 
µg/kg 

 0.6 µg/kg  -  0.3 
µg/kg 

 0.6µg/kg  - 

 4  0.3 
µg/kg 

 1.2 µg/kg  -  0.3 
µg/kg 

 1.2 µg/kg  - 

 5  0.3 
µg/kg 

 2.4 µg/kg  -  0.3 
µg/kg 

 2.4 µg/kg  - 

 6  0.3 
µg/kg 

 3.6 µg/kg  -  0.3 
µg/kg 

 3.6 µg/kg  - 

 
If you do not have serious side effects and your cancer appears to be controlled by the 
treatment, you may continue to have A-337 treatment, at your study doctor’s discretion and after 
discussion with the study sponsor, for as long as the treatment appears to be benefitting you. 
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e. Can I stop participating in the study? 

You are free to stop participating in this study at any time.  If you want to stop participating in the 
study, please tell the study doctor. He/She can tell you about stopping all or part of the study 
activities and what other care is available for you. 

All information and samples collected from you before you stop the study may still be used by 
the study sponsor to understand more about the study drug and/or cancer or mechanism of 
action/target, (i.e. how the drug works). 

The study doctor or the study sponsor may stop your participation at any time. The study doctor 
will tell you if this happens. Some reasons this could happen include: 

• Staying in the study could be harmful to you. 

• You are not receiving benefit from the study drug (your disease has progressed). 

• You need other treatments that are not allowed by the study. 

• You are not able to complete the study procedures as required. 

• You or your partner become pregnant. 

• The study is stopped by the study sponsor for reasons not related to you. 

There may be other reasons to stop your participation in this study that are not known at this 
time.  If you stop participating in the study, or the study ends, you will stop receiving the study 
drug and may be asked to come back for final tests and procedures.   

 

4 Potential Costs and Reimbursements  

a. What will this study cost me? 

There are no additional costs associated with participating in this research project, nor will you 
be paid. All medication, tests and medical care required as part of the research study will be 
provided to you free of charge. 
 

b. Will I be reimbursed for expenses I have incurred as a result of my participation in 
the study? 

You will be reimbursed up to $100.00 per visit for out of pocket expenses, for example, travel 
and parking incurred which are associated with the study visits. Tax receipts of the expenses 
will need to be provided to study staff upon request of reimbursement. 
 

c. Will I be paid for my samples (such as blood or tissue) or medical information? 

You will not be paid for the use of your samples or any information obtained from your samples 
or medical information. 

The study sponsor or doctor will not compensate you if a commercial pharmaceutical or 
diagnostic product(s) is developed through the use of your samples or medical information 
collected during this study. The study sponsor, other researchers or research companies may 
patent or sell discoveries that result from this research. You do not have any rights to future 
inventions.  

 

5 What do I have to do? 

What will I be responsible for if I take part in this study? 

You will be asked to comply with the following requirements during your participation in this 
study: 

• You must be able to record and describe any out of the ordinary feelings, sensations, 
and events.   
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• You will not be able to receive any other cancer treatment other than what is given to 
you during this study.  

• You will be asked not to participate in any other clinical trials involving another 
investigational product during the course of the study.   

• You should not schedule any surgeries during your participation in this study. If you have 
an unplanned surgery, inform your study staff or doctor immediately, as you may not be 
able to continue study drug treatment.  

• You will need to inform your study doctor if you are hospitalised for any reason.   

• Report any illnesses that occur, and any drugs (prescription, over-the-counter, or 
alternative medications) before you take them during your participation in this study. 

• Attend the clinic either daily, weekly or every two weeks for study procedures. 
Depending on the study visit day, the length of time you stay at the clinic will vary. 

 

6 Other relevant information about the research project 

This is a multicenter study and up to 5 sites in Australia will be involved. It is expected that up to 
48 patients will participate in this study. 

 

7 Do I have to take part in this research project? 

Participation in any research project is voluntary.  If you do not wish to take part, you do not 
have to.  If you decide to take part and later change your mind, you are free to withdraw from 
the project at any stage. 

If you do decide to take part, you will be given this Participant Information Sheet and Consent 
Form to sign and you will be given a copy to keep. 

Your decision whether to take part or not take part, or to take part and then withdraw, will not 
affect your routine treatment, your relationship with those treating you or your relationship with 
[Name of Institution].  

  

8 What are the alternatives to participation?  

You do not have to take part in this research project to receive treatment at this study site. Your 
study doctor will discuss all options with you before you decide whether or not to take part in this 
research project. You can also discuss the options with your local doctor. 

Your other choices may include: 

• Getting treatment or care for your advanced cancer without being in a study 

• Taking part in another study 

• Getting no treatment 

• Getting comfort care, also called supportive care. This type of care helps reduce pain, 
tiredness, appetite issues, and other problems caused by the cancer. It does not treat 
the cancer directly, but instead tries to improve how you feel.  

 

9 What are the possible benefits of taking part? 

We cannot guarantee or promise that you will receive any benefits from this research. Your 
condition may get better, stay the same or even get worse. The information from this study 
might help to develop better treatments in the future for cancer. 

 

10 What are the possible risks and disadvantages of taking part? 

Medical treatments often cause side effects. You may have none, some or all of the effects 
listed below, and they may be mild, moderate or severe. If you have any of these side effects, or 



 

Master Participant Information Sheet/Consent Form, Version 1.1, 31 May 2017 Page 10 of 21 
 

[Site name] Local governance version [Date] (Site PI use only)   

are worried about them, talk with your study doctor. Your study doctor will also be looking out for 
side effects. 

There may be side effects that the researchers do not expect or do not know about and that 
may be serious. Therefore, it is important to tell your study staff or doctor immediately about any 
new or unusual symptoms that you get, so that they can be managed as soon as possible. You 
will be given contact details for the study doctor to call at any time. 

Many side effects go away shortly after treatment ends. However, sometimes side effects can 
be serious, long lasting or permanent. If a severe side effect or reaction occurs, your study 
doctor may need to stop your treatment. Your study doctor will discuss the best way of 
managing any side effects with you. 

All participants who experience side effects will be followed by the study doctor during study 
participation or after study completion as standard of care until the effects have been resolved 
or stable.  
 

a. What are the risks and discomforts associated with A-337? 

A-337 has only been studied in animals, so there is no information about the possible side 
effects of this drug in people. 

A-337 was tested in 4 different studies in animals (cynomolgus monkeys) to look at the safest 
dose to start testing in humans. These 4 studies looked at what dose to start with, what side 
effects the monkeys had, what the safest infusion time was and how monkeys responded to 
treatment if they were given pre-treatment with dexamethasone.  At the highest doses, monkeys 
died when treated with A-337. The deaths were thought to be due to over-activity of the immune 
system. This caused injury to the liver, with increase in liver-related blood tests, and 
gastrointestinal system, with diarrhoea.   

In the first study, monkeys were treated at doses of 3, 30 and 100µg/kg, three times per week 
with a 1 hour infusion. Monkeys in the 30µg/kg and 100µg/kg treatment groups died after 
receiving treatment due to the side-effects. The dose of 3µg/kg was able to be given safely. 

In the second study, monkeys were treated with a single dose of 50µg/kg given over either 1, 4, 
8 or 24 hours via continuous intravenous infusion. 

In the third study, monkeys were treated with increasing doses of A-337. They started with a 
dose of 2µg/kg twice per week in the first week and then were treated with either 2, 8 or 16µg/kg 
twice per week for the following 3 weeks with a 2 hours infusion. A monkey in the 16µg/kg group 
died from side effects but the lower dose levels were tolerated. 

In the fourth study, monkeys were given 1mg/kg of dexamethasone 1 hour prior to A-337 
treatment at a dose of 0.5, 1, 2, 4µg/kg twice per week. Compared to the monkeys who did not 
receive dexamethasone, the monkeys who received dexamethasone pre-treatment showed less 
changes in their liver blood tests at all doses, though there was still some increase at the 
highest dose. 

In summary, although severe side-effects and death occurred at high doses of A-337, lower 
doses of A-337 were given safely to monkeys and monkeys who received dexamethasone were 
also treated safely. Giving A-337 over a long infusion of 6 hours also aims to reduce the risk to 
participants as giving a shorter infusion over 2 hours was shown to have more side-effects in 
monkeys. Side effects were substantially mitigated after repeat doses. 

Therefore, you will be closely monitored for all side-effects, in particular the following effects that 
were observed in monkeys: 

• Lethargy 

• Decreased activity 

• Diarrhoea  

• Skin rash 

• Increase in certain types of white blood cells and decrease in other white blood cells, 
which may increase your risk of infection.  
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• Increase blood levels of liver enzymes (chemicals released from the liver cells into the 
blood) and liver inflammation 

• Increase blood levels of cytokines (chemicals released from immune cells and white 
cells) that may cause problems with your breathing and blood pressure and need 
emergency treatment 

• Allergic reaction with fevers or chills 

• Nausea or vomiting 

In order to minimise the possible side-effects, you will receive dexamethasone injection prior to 
A-337 treatment. 
 

b. What are the risks associated with tests and procedures done in this study? 

The known risks and side effects of study related tests or procedures (listed in Table 1) are 
noted as below. 

Injection/Infusion Site Reaction 

Have a drug infused through a needle to your body may cause some discomfort. Possible side 
effects at the infusion site are redness, swelling and pain. Rarely, the infusion site can become 
infected and treatment with antibiotics is required.  

Blood Sample Collection 

You will have samples of your blood collected from a vein during the study. Possible side effects 
of having blood collected are tenderness, pain, bruising, bleeding and/or infection where the 
needle goes into the skin and blood vein. Having your blood sample collected may also cause 
you to feel nauseated and/or lightheaded. 

Risks of Electrocardiogram (ECG) 

There is no pain or discomfort during an ECG. However, removing the pads may cause some 
irritation to your skin.  

Transthoracic Echocardiogram (ECHO) 

ECHO is a non-invasive test that takes pictures of your heart with ultrasound waves. The device 
sending and receiving the waves exerts some pressure on the chest over the heart that may 
cause some temporary mild discomfort or pressure. There are no residual effects afterwards. 

Computerised Tomography (CT) Scan 

A CT scan is a computerised picture used to locate and measure your tumour. You may feel 
some discomfort or anxiety when lying inside of the CT scanner. The contrast material (dye) that 
is injected into your body may cause you to get a metallic taste in your mouth, to feel warm, and 
rarely cause nausea and vomiting. The dye can also cause water loss or damage to the 
kidneys, which that may lead to kidney failure. This is a concern if you have poor kidney 
function, dehydration, or diabetes, especially if you take Metformin (Glucophage) to control 
your diabetes. 

There is also a slight risk of developing an allergic reaction to the iodine contrast material. The 
reaction can be mild (itching, rash) or severe (difficulty breathing or sudden shock). Death 
resulting from an allergic reaction is rare. Most reactions can be controlled using drugs. Be sure 
to tell your study doctor if you have allergies of any kind (such as hay fever, iodine allergy, 
eczema, hives, or food allergies).  

[Insert radiation risk wording as per site Medical Physicist report.]  

Magnetic Resonance Imaging (MRI) Scan (if performed) 

A MRI scanner is a machine that uses electromagnetic radiation (radio waves) in a strong 
magnetic field to take clear pictures of the inside of the body. Electromagnetic radiation is not 
the same as ionising radiation used, for example, in X-rays. MRI scans do not usually have bad 
effects unless you have metal in your body. Do not take part in this test if you have any pieces 
of metal in your body because of earlier injury or surgery. Some older tattoo ink may contain 
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metal, so you should also tell the study doctor or MRI staff if you have any tattoos. 

There is slight risk of developing an allergic reaction if contrast material is used during the MRI 
scan. However, most reactions are mild and can be controlled using medication. 

 

People who do not like to be in small spaces (claustrophobia) might feel confined by an MRI. 
You may be bothered by the noise the scanner makes. You will be given ear plugs or 
headphones to reduce the noise of the scanner. Additional instructions will be provided to you 
by the study staff prior to performing the procedure. 

Bone Scans (if performed) 

The bone scan involves an injection, in the vein of your arm, of a radiotracer (radioactive 
compound that localises in the bone). The injection of the radiotracer may feel like a small sting 
and there may be possible bruising at the injection site. Bone scan side effects are not common, 
and when encountered are usually mild, such as nausea and vomiting, or you may become 
uncomfortable lying still for the duration of the examination. You will be exposed to a limited and 
medically acceptable dose of radiation during the procedure. There is always a slight risk of 
damage from being exposed to any radiation. 

Tumour Biopsy (if performed) 

You will feel some pain when the needle for the numbing medication goes into the skin. Having 
tumour biopsies performed may cause pain, bruising, bleeding, redness, low blood pressure, 
swelling, and/or infection at the site of the biopsies. An allergic reaction to the anesthetic may 
occur. A scar may form at the biopsy site. The type of tumour biopsy performed will be 
explained in detail by your study doctor. 

 
c. Could A-337 be harmful to an unborn or breastfed baby? 

The effects of A-337 on the unborn or breastfed child baby are not known. Because of this, it is 
important that research project female participants are not pregnant or breast-feeding and do 
not become pregnant during the course of the research project.  

Females 

Pregnant or women planning to become pregnant, or breast-feeding should not participate in 
this study.  

If you could become pregnant (that is, you are not postmenopausal or have not had surgery to 
remove your uterus, both ovaries or both fallopian tubes), you will be required to undergo a 
pregnancy test prior to commencing the research project. You should let your sexual partner 
know that you are in this study and you should use acceptable methods of effective birth control 
during the study and for another 30 days after the last dose of study drug. You should discuss 
methods of effective birth control with your study doctor. 

If you do become pregnant whilst participating in the research project, you should advise your 
study doctor immediately. Your study doctor will withdraw you from the research project and 
advise on further medical attention should this be necessary. You must not continue in the 
research if you become pregnant.  

In addition, if you become pregnant, there is a further follow-up available as part of this study 
and it is optional for you to participate. If you agree to be followed up during your pregnancy and 
after your child is born, a separate pregnancy Participant Information Sheet and Consent Form 
is available for you to review and consent. 

Males 

If you are male and your female partner could become pregnant (that is, she is not 
postmenopausal or has not had surgery to remove her uterus, both ovaries or both fallopian 
tubes), you should let her know that you are in this study. 
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You should use acceptable methods of effective birth control while you are in the study and for 
an additional 30 days after the last dose of study drug. You should discuss methods of effective 
birth control with your study doctor. 

You should advise your study doctor if you father a child while participating in the research 
project. Your study doctor will advise on medical attention for your partner should this be 
necessary. 

In addition, if your female partner become pregnant, there is a further follow-up available as part 
of this study and it is optional for her to participate. If she agrees to be followed up during her 
pregnancy and after your child is born, a separate pregnancy Participant Information Sheet and 
Consent Form is available for her to review and consent. 

11 What will happen to my test samples? 

Samples of your blood, urine, tumour tissue and in some cases faeces will be collected as part 
of this study.  

The blood, urine and faecal tests, taken for safety purposes, are identified with your details (e.g. 
name and date of birth) and will be analysed at local laboratories. This is to monitor your health 
(general wellbeing). Complete blood count, such as red blood cell count, haemoglobin, white 
blood cell count with differential (e.g. neutrophils and lymphocytes), and platelet count will also 
be performed. Your blood, urine and faecal samples will not be saved after testing at the local 
laboratories. 

The proposed blood tests include a screening test for HIV (also called the ‘AIDS’ virus) and 
Hepatitis B and C viruses. This is because the study doctors need to know you do not have 
either of these conditions to be eligible for the study. You will receive information and 
counselling before the test. If a test shows you have HIV or Hepatitis B or C, you will have 
follow-up counselling and medical advice. 

If your test results are positive, the study doctors are required by law to notify government 
health authorities. Signing the consent form means that you agree to have this testing; it will not 
be done without your consent. 

Apart from the safety blood tests, blood samples will also be collected for research testing by 
the study sponsor, either at the site’s local laboratory in Australia or the study sponsor’s central 
laboratory in Shanghai, China. The archival tumour tissue or fresh biopsy (for EpCAM 
expression analysis) will be transferred to the study sponsor’s central laboratory located in 
Australia. All these samples will be destroyed after the study is completed. 

All your samples, which are to be transferred to the study sponsor, will be labelled with a special 
code and not your name. Only the study doctor and his/her study staff will be able to link your 
samples to you. All information obtained from your samples will be kept confidential. 

Your tumour tissue will not be sold by [Name of institution], however [Name of institution] may 
charge study doctors a fee to recover some of the costs of storing and administering the tissue 
samples. 

Once your blood and tumour tissue samples are transferred to the study sponsor, [Name of 
institution] will not be able to control whether the study sponsor will transfer or sell your samples 
at some future date, however [Name of institution]  will not knowingly transfer your samples to 
anyone who has expressed intent to sell the samples. 

One of the goals of this study is to measure tumour markers (also called biomarkers). 
Biomarkers are in the tumour or in the blood, and the study will check if these markers can be 
used to measure the effects or progress of the disease or condition. They may also be used to 
evaluate how A-337 works in the body and may help to identify which patients are most likely to 
benefit in the future.  Some portion of your archival tissue and collected blood samples may be 
frozen and securely stored by the study sponsor. Your stored samples may be used by the 
international sponsor to gain information about your illness or for designing future studies.  

All samples will be stored under strict supervision in a limited access facility which operates to 
assure the security and integrity of the samples by the sponsor. The sponsor and its authorised 
representatives will ensure all samples are destroyed at the end of the study period. Your 
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samples  will not be shared with external parties outside from the study sponsor. At any time, 
you may request that your samples not be used for research purposes by contacting the study 
doctor. If you make this request, your samples will be destroyed once all protocol defined 
procedures are completed. 

Your signature at the end of this form means that you allow the study doctor and his/her study 
staff to complete the set plan of study procedures (called a study protocol), including the 
collection of samples. Your signature also allows the study sponsor and its authorised 
representatives to use these samples for tests outlined in the study protocol or for tests 
necessary to ensure your safety. Your samples for these tests will be sent outside of your 
country (to the study sponsor’s central laboratory in Shanghai, China). If you stop participating 
in this study, the study sponsor and its authorised representatives may continue to use the 
samples collected during your participation in the study for future research. This will be used to 
learn more about cancer or mechanism of action/target (ie. how the drug works). 

 

12 What if new information arises during this research project? 

Sometimes during the course of a research project, new information becomes available about 
the treatment that is being studied. If this happens, your study doctor will tell you about it and 
discuss with you whether you want to continue in the research project. If you decide to 
withdraw, your study doctor will make arrangements for your regular health care to continue. If 
you decide to continue in the research project you will be asked to sign an updated consent 
form. 

Also, on receiving new information, your study doctor might consider it to be in your best 
interests to withdraw you from the research project. If this happens, he/ she will explain the 
reasons and arrange for your regular health care to continue. 

 

13 Can I have other treatments during this research project? 

Whilst you are participating in this research project, you may not be able to take some or all of 
the medications or treatments you have been taking for your condition or for other reasons. It is 
important to tell your study doctor and the study staff about any treatments or medications you 
may be taking, including over-the-counter medications, vitamins or herbal remedies, 
acupuncture or other alternative treatments. You should also tell your study doctor about any 
changes to these during your participation in the research project. Your study doctor should also 
explain to you which treatments or medications need to be stopped for the time you are involved 
in the research project. 

It may also be necessary for you to take medication during or after the research project to 
address side effects or symptoms that you may have. You may need to pay for these 
medications and so it is important that you ask your doctor about this possibility. 

 

14 What if I withdraw from this research project? 

You are free to withdraw from the project at any stage. You may also be withdrawn from the 
project if the study doctor feels it is best for you or if you do not comply with the requirements of 
the project.  

If you decide to withdraw from the project, please notify a member of the research team before 
you withdraw. This notice will allow that person or the research supervisor to discuss any health 
risks or special requirements linked to withdrawing. Before you withdraw, the study doctor will 
want to conduct some assessments to check your health. 

If you do withdraw your consent during the research project, the study doctor and relevant study 
staff will not collect additional personal information from you, although personal information 
already collected will be retained to ensure that the results of the research project can be 
measured properly and to comply with law. You should be aware that data collected by the 
study sponsor up to the time you withdraw will form part of the research project results. If you do 
not want them to do this, you must tell them before you join the research project. 
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If you choose to stop having the study drug before the study end, you should discuss with your 
study doctor and the following options will also be discussed: 

• You can stop having the study drug but continue to visit the study doctor for study 
related procedures or tests. 

• You can stop having the study drug and stop study related visits but allow the study 
doctor or his/her study staff to obtain information about your health by reviewing your 
medical records, by contacting you, a family member, or a legal representative, or 
through other means as allowed by local law. 

• You can completely leave the study and have no more contact with the study doctor and 
his/her study staff for study related procedures or questions as of the date of your 
request. 

 

15 Could this research project be stopped unexpectedly? 

This research project may be stopped unexpectedly for a variety of reasons. These may include 
reasons such as: 

• Unacceptable side effects 

• The treatment being shown not to be effective 

• Decisions made in the commercial interests of the study sponsor or by local 
regulatory/health authorities. 

 

16 What happens when the research project ends? 

Participants who do not have serious side effects and whose cancer appears to be controlled by 
the treatment may continue to have A-337 as long as they appear to be benefitting, at the study 
doctor’s discretion and after discussion with the study sponsor. If you are not benefitting from A-
337 treatment, you will be withdrawn from the study. Your study doctor will discuss with you any 
further treatment options that you might require. If you are eligible for another clinical trial at 
[Name of institution], your treatment may continue under the care of your study doctor. If not, 
you will be referred back to your referring specialist. 

The results of the study may be published in a medical journal; this may occur a few years after 
you complete the study. The publication will not identify participants. You can ask your study 
doctor about this. 

 
 
Part 2 How is the research project being conducted? 
 

17 What will happen to information about me? 

The study doctor and staff will handle your personal health information in a confidential manner 
and they are securely stored/ saved. Your health information will be used and disclosed in 
accordance with the Data Privacy Statement included with this document. 

 
Privacy Statement 

As part of the conduct of this research study, it will be necessary to share medical information 
about you with persons other than the study doctor. This Data Privacy Statement explains how 
your personal health information will be used and to whom it will be given (“disclosed”) for this 
research study. It also describes your privacy rights, including your right to see your personal 
health information. 
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By signing the consent form, you consent to the study doctor and relevant research staff 
collecting and using personal information about you for the research project. For this research 
study, this includes your name, address, phone number, date of birth and medical history which 
are needed for this study and new information created or collected during the study (“study 
data”). Any information obtained in connection with this research project that can identify you 
will remain confidential. Your information will only be used for the purpose of this research 
project and future studies related to A-337. It will only be disclosed with your permission, except 
as required by law. 

Information about you may be obtained from your health records held at this and other health 
services for the purpose of this research. By signing the consent form, you agree to the study 
team accessing health records if they are relevant to your participation in this research project. 
Information about your participation in this research project may be recorded in your health 
records. 

 

All precautions will be taken to ensure that all information collected during this study will be 
handled in accordance with Australian privacy and other relevant laws. The data collected from 
you during the study will be de-identified using a subject number that will protect your privacy. 
Any information obtained for the purpose of this research project that can identify you will be 
treated as confidential and securely stored in a secure area where site study staff work. Access 
to all data will be limited to research staff only. Your data will be stored for at least 15 years 
upon completion of the study. This is to comply with the regulatory requirements and after that, 
all data will be destroyed securely. 

In accordance with relevant Australian and New South Wales privacy and other relevant laws, 
you have the right to request access to your information collected and stored by the research 
team. You also have the right to request that any information with which you disagree be 
corrected. Please contact the study team member named at the end of this document if you 
would like to access your information. 

By signing this document, you will also agree to allow the research team to share re-identifiable 
(coded) data about you with the following ways: 

• Your personal health information may be shared with or viewed by: 

o the study sponsor and its representatives, 

o the ethical review board overseeing this study, and 

o doctors at other institutions participating in the study, whether in Australia or 
elsewhere. 

• The study sponsor will use the study data for research purposes: 

o to support the scientific objectives of the study described in the consent 
document, 

o to assess the safety or efficacy of any drug or treatment included in the study, 

o to better understand the disease(s) included in the study, or  

o to improve the design of future studies. 

Your health records and any information obtained during the research project are subject to 
inspection (for the purpose of verifying the procedures and the data) by the relevant authorities 
and authorised representatives of the sponsor, the institution relevant to this Participant 
Information Sheet, [Name of institution], or as required by law. By signing the Consent Form, 
you authorise release of, or access to, this confidential information to the relevant study 
personnel and regulatory authorities as noted above.  

It is the intent of the study doctor, study staff, and the study sponsor, that the sent health data to 
the study sponsors [locally and international (Shanghai, China)] and those working for or with 
the sponsor will not identify you by name. Instead, it may include your initials, date of birth, and 
study visit dates. If you think that you were harmed from being in the study, the study team may 
also share health data about you with the sponsor’s insurer to resolve your claim. All recipients 
of your health and study data will comply with the Australian privacy legislation. 
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It is anticipated that the results of this research project will be published and/or presented in a 
variety of forums. In any publication and/or presentation, information will be provided in such a 
way that you cannot be identified, except with your permission.  

You may cancel your authorisation for the use and disclosure of your personal health 
information at any time by discussing with your study doctor. 

If you cancel your authorisation: 

• The sponsor will still use study data that was collected before you cancelled your 
authorisation. The study doctor and staff will no longer use or disclose your personal 
health information in connection with this study. Note: 

o The study doctor and staff may need to use or disclose some of your personal 
health information to confirm the accuracy of previously collected study data. 

• You will no longer be able to participate in the study. 

 

18 Complaints and compensation 

a. What do you do if you think you have an injury/illness related to your participation in 
this study? 

If you suffer any injuries or complications as a result of this research project, you should 
immediately notify <<insert name>>, the study doctor, or his/her study staff. You will be assisted 
with arranging appropriate medical treatment. If you are eligible for Medicare, you can receive 
any medical treatment required to treat the injury or complication, free of charge, as a public 
patient in any Australian public hospital.  
 

b. If you have an injury/illness related to your participation in the study, will you be 
compensated in any way? 

There are two avenues that may be available to you for seeking compensation if you suffer an 
injury as a result of your participation in this research project: 

• The pharmaceutical industry has set up a compensation process, with which the local 
sponsor, INC Research Australia Pty Ltd, of this research project has agreed to comply. 
Details of the process and conditions are set out in the Medicines Australia Guidelines 
for Compensation for Injury Resulting from Participation in a Company-Sponsored 
Clinical Trial.  In accordance with these Guidelines, the sponsor will determine whether 
to pay compensation to you, and, if so, how much. The research staff will give you a 
copy of the Guidelines together with this Participant Information and Consent Form.  

• You may be able to seek compensation through the courts. 

 

19 Who is organising and funding the research? 

This research project is being conducted and local sponsored by INC Research Australia Pty 
Ltd, on behalf of the international sponsor, Generon (Shanghai) Corporation, who is also 
funding the study. 

Generon (Shanghai) Corporation (the sponsor) may benefit financially from this research project 
if, for example, the project assists the sponsor to obtain approval for a new drug.   

By taking part in this research project you agree that samples of your blood or tissue (or data 
generated from analysis of these materials) may be provided to the sponsor. The sponsor may 
directly or indirectly benefit financially from your samples or from knowledge acquired through 
analysis of your samples. 

You will not benefit financially from your involvement in this research project even if, for 
example, your samples (or knowledge acquired from analysis of your samples) prove to be of 
commercial value to the sponsor. 
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In addition, if knowledge acquired through this research leads to discoveries that are of 
commercial value to the sponsor, the study doctors or their institutions, there will be no financial 
benefit to you or your family from these discoveries. 

[Name of institution] will receive a payment from the sponsor for undertaking this research 
project.  

No member of the research team will receive a personal financial benefit from your involvement 
in this research project (other than their ordinary wages). 

 

20 Who has reviewed the research project? 

All research in Australia involving humans is reviewed by an independent group of people called 
a Human Research Ethics Committee (HREC). The ethical aspects of this research project have 
been approved by the Alfred Hospital Ethics Committee, Melbourne.  

This project will be carried out according to the National Statement on Ethical Conduct in 
Human Research (2007). This statement has been developed to protect the interests of people 
who agree to participate in human research studies. 

 

21 Further information and who to contact 

The person you may need to contact will depend on the nature of your query.  

If you want any further information concerning this project or if you have any medical problems 
which may be related to your involvement in the project (for example, any side effects), you can 
contact the principal study doctor on [phone number] or any of the following people: 

 
[List the names and contact phone numbers of other appropriate persons involved in the project 
including research nurses and study coordinators. The name and contact phone number of a 
person who can act as a 24-hour medical contact must be provided and clearly denoted.] 
 
 Clinical contact person 

 
For matters relating to research at the site at which you are participating, the details of the local 
site complaints person are: 

Complaints contact person 

 
If you have any complaints about any aspect of the project, the way it is being conducted or any 
questions about being a research participant in general, then you may contact: 

Details of reviewing HREC approving this research 

Name [Name] 

Position [Position] 
Telephone [Phone number] 

Email [Email address] 

Name [Name] 
Position [Position] 

Telephone [Phone number] 
Email [Email address] 

Reviewing HREC name Alfred Hospital Ethics Committee 
Complaints Officer Research Governance Officer, Ethics & Research 

Governance, Alfred Health 
Telephone (03) 9076 3619 
Email research@alfred.org.au 
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Consent Form - Adult providing own consent 
 

Title 
A Phase I, Open-label, Dose-escalation Study of 
the Safety and Pharmacokinetics of A-337 in 
Patients with Advanced Solid Tumours 

Protocol Number SP51616 

Project Sponsor INC Research Australia Pty Ltd 

HREC Number HREC/17/Alfred/52 

Chief Principal Investigator Dr Charlotte Lemech 

 Site Principal Investigator  [Site Principal Investigator name] 

Site Associate Investigator(s) 
(if required by institution) 

[Site Associate Investigator(s)] 

Location (where CPI/PI will recruit) [Location where the research will be conducted] 
 

Declaration by Participant 
 

I have read the Participant Information Sheet or someone has read it to me in a language that I 
understand. 
 

I understand the purposes, procedures and risks of the research described in the project. 
 

I give permission for my doctors, other health professionals, hospitals or laboratories outside 
this study site to release information to [Name of Institution] concerning my disease and 
treatment for the purposes of this project. I understand that such information will remain 
confidential.  
 

I have had an opportunity to ask questions and I am satisfied with the answers I have received. 
 

I freely agree to participate in this research project as described and understand that I am free 
to withdraw at any time during the study without affecting my future health care.  
 
I understand that, if I decide to discontinue the study treatment, I may be asked to attend follow-
up visits to allow collection of information regarding my health status. Alternatively, a member of 
the research team may request my permission to obtain access to my medical records for 
collection of follow-up information for the purposes of research and analysis. 
 
I consent to the storage and use of blood and tissue samples taken from me for use, as 
described in the relevant section of the Participant Information Sheet, for this specific research 
project.  
 

I understand that I will be given a signed copy of this document to keep. 
 

 
 Name of Participant (please print)     
 
 Signature   Date   
 

 

Under certain circumstances (see Note for Guidance on Good Clinical Practice CPMP/ICH/135/95 at 
4.8.9) a witness* to informed consent is required.  

 
 Name of Witness* to 

Participant’s Signature (please print) 
  

 
 Signature   Date   
 

* Witness is not to be the investigator, a member of the study team or their delegate. In the event that an interpreter is 
used, the interpreter may not act as a witness to the consent process. Witness must be 18 years or older. 
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Declaration by Study Doctor/Senior Researcher† 

 

I have given a verbal explanation of the research project, its procedures and risks and I believe 
that the participant has understood that explanation. 

 
 Name of Study Doctor/ 

Senior Researcher† (please print) 
  

  
 Signature   Date   
 

†
 A senior member of the research team must provide the explanation of, and information concerning, the research 

project.  

 
Note: All parties signing the consent section must date their own signature. 
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Form for Withdrawal of Participation - Adult providing own consent 

 
 

Title 
A Phase I, Open-label, Dose-escalation Study of 
the Safety and Pharmacokinetics of A-337 in 
Patients with Advanced Solid Tumours 

Protocol Number SP51616 

Project Sponsor INC Research Australia Pty Ltd 

HREC Number HREC/17/Alfred/52 

Chief Principal Investigator Dr Charlotte Lemech 

 Site Principal Investigator  [Site Principal Investigator name] 

Site Associate Investigator(s) 
(if required by institution) 

[Site Associate Investigator(s)] 

Location (where CPI/PI will recruit) [Location where the research will be conducted] 

 
 
Declaration by Participant 
 
I wish to withdraw from participation in the above research project and understand that such 
withdrawal will not affect my routine treatment, my relationship with those treating me or my 
relationship with [Institution]. 
 

 
 Name of Participant (please print)     
 
 Signature   Date   
 

 
In the event that the participant’s decision to withdraw is communicated verbally, the Study Doctor/Senior 
Researcher will need to provide a description of the circumstances below. 
 
 
 
 
 

 
Declaration by Study Doctor/Senior Researcher† 

 

I have given a verbal explanation of the implications of withdrawal from the research project and 
I believe that the participant has understood that explanation. 
 

 
 Name of Study Doctor/ 

Senior Researcher† (please print) 
  

  
 Signature   Date   
 

†
 A senior member of the research team must provide the explanation of and information concerning withdrawal from 

the research project.  

 
Note: All parties signing the consent section must date their own signature. 


