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Participant Information Sheet/Consent Form 

 
Title A Double-Blind, Placebo-Controlled Assessment of the Tolerability and Efficacy of XT-150 

for the Treatment of Moderate to Severe Pain Due to Osteoarthritis of the Knee 

Protocol Number XT-150-2-0204 

Project Sponsor Xalud Therapeutics Australia Pty Ltd 

Principal Investigator Prof Flavia Cicuttini 

Location 553 St Kilda Road, Melbourne VIC 3004 

 
Part 1 What does my participation involve? 
 

1 Introduction 

 

You are invited to take part in this clinical trial. This is because you are experiencing knee pain due to 
osteoarthritis (OA). You must have symptoms which are severe enough to be considered for this study. 
The clinical trial is testing the safety and tolerability of a new drug to reduce pain caused by 
osteoarthritis. The new treatment is called XT-150.  

This Participant Information Sheet/Consent Form tells you about the clinical trial. It explains the tests 
and treatments involved. Knowing what is involved will help you decide if you want to take part in the 
research. It also describes information about you that will be collected during the research study, how 
that information will be used, and with whom it will be shared.  Knowing what is involved will help you 
decide if you want to take part in the research study.   

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 and deciding not to take part will have no 
influence on your current treatment or relationship with your doctor. 
 

If you decide you want to take part in the clinical trial, 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 clinical trial 
• Consent to have the tests and treatments that are described  
• Consent to the use of your personal and health information as described. 
 

You will be given a copy of this Participant Information and Consent Form to keep. 
 

2  What is the purpose of this research? 
 

The purpose of this study is to find out how well a patient’s body will tolerate XT-150 when injected into 
the knee joint.   
 

The cells of your body contain DNA – the chemical structure carrying your genetic information. DNA 
carries genes, which are the instructions used by your cells to create proteins. Proteins are cellular 
building blocks.  Natural differences in genes between individuals result in slightly different proteins and 
help explain why we all look different. 
 

XT-150 is a form of gene therapy. It is made of a loop of DNA which contains a variation of the human 
gene for an important anti-inflammatory protein, called interleukin-10 (IL-10).  XT-150 does not change 
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your own genes for IL-10 permanently. Its effects are temporary, but by decreasing pain it may allow the 
joint to return to a more normal range of motion, leading to longer term relief of pain. 
 

XT-150 is an experimental treatment. This means it has not been approved by the Therapeutic Goods 
Administration (TGA) in Australia or by any other regulatory authority in the world.   
 

This study will enrol up to 270 participants across multiple sites in Australia and the US. Participants will 
be randomly enrolled into one of three treatment groups (90 participants in each group) and receive 
either 150micrograms XT-150, 450micrograms XT-150 or placebo in Stage A. Once Stage A is complete, 
the enrolled participants will move on to Stage B where all participants will receive either 150 
micrograms XT-150, 450micrograms XT-150.   
 

3 What does participation in this research involve? 
 

The study is divided into 2 stages. Stage A has a screening visit (scheduled within 30 days of the study 
drug dose), a Baseline / Day 1 visit (in which you will receive the injection) and 7 follow up visits. Stage B 
involves 6 follow up visits.  The total duration for participants completing the study will be 
approximately 13 months including the screening period. 
 

Study drug 
In Stage A, you will receive one single dose of XT-150 (either 150micrograms or 450micrograms) or 
placebo as a 1mL intra-articular (IA) injection into your knee. 
 

In Stage B, you may receive one single dose of XT-150 (either 150micrograms or 450micrograms) as a 
1mL intra-articular (IA) injection into same knee as before. 
 

Participants will be selected at random to receive the placebo. Therefore, you will have a 1 in 3 chance 
of receiving the placebo during Stage A. A placebo is a substance that does not contain an active 
ingredient. This looks like the real thing but has no clinical effect. In this study the placebo will be sterile 
saline for injection. Using a placebo helps us to be confident that effects we measure are due to the 
study drug and not simply the effects of having an injection. 
 

To avoid accidently influencing the tests, in Stage A neither you nor the study doctor or study staff will 
know whether you received the placebo or a dose of the study drug. But don’t worry, if it is necessary 
for your care, we can find out what you have been given. 
 

Before being enrolled into this clinical trial, you will be asked to visit the our Clinical Trials Centre (553 St 
Kilda Road) for approximately 2 hours and undertake some tests to ensure that this study is suitable for 
you.  This is called Screening. Before any tests are done you will be asked to sign this Consent Form. For 
this study we need the help of males and females aged 45 – 85 who have severe osteoarthritis of the 
knee and are otherwise generally healthy.  The Screening tests are: 

• The Study Doctor will ask you about your medical history and current medications, this will 
include substance use and/or alcohol intake 

• Sensory testing will be performed called Focused Analgesia Selection Test (FAST), a machine will 
be used to measure your responses to varying heat stimulation. This consists of recording 
volunteers’ pain reports in response to repeated administration of various intensities of heat 
applied on the arm with the Medoc® Thermal Sensory Analyzer II. 

• You will be asked to complete some questionnaires about your pain levels. 

• A physical examination, including detailed assessment of your knee will be done, you will be 
required to remove any thick clothing you have on, lift your shirt to the level of your ribs and lift 
your trousers / skirt above your knees.  

• Your temperature, heart rate, blood pressure, respiratory rate, height and weight will be 
measured 

• Blood samples will be taken at a local Melbourne Pathology centre to perform a full blood 
count, and assess the function of your liver, kidneys and blood clotting. If you are a female who 
is of childbearing potential, a pregnancy test will be performed. If this test confirms you are 
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pregnant, you will not be able to take part in the study. Your samples will be screened for 
Hepatitis B and C and Human Immunodeficiency Virus (HIV). You will be counselled both before 
and after the HIV/ Hepatitis C testing by the examining study doctor about these tests which, if 
positive, must be reported to Victoria Department of Health. 
 

Please inform staff of any medications (including vitamins and supplements) that you are taking, as 
some medications may interact with the study drug. The above tests, medical history and physical 
examination will determine whether you are suitable for participation in this study.  You will be given as 
much time as required to ensure that you fully understand what is involved in the participation of this 
study.  If you do consent to be involved in this study, you must be willing to cooperate with the 
directions of the study protocol.  It is in your best interest to answer all questions completely and 
honestly. Your history of any disease or disorder affecting any body system must be reported to the 
Study Doctor, and they will determine whether this excludes you for participating in the study. 
 

Once all the results are available from your screening, you may be asked to attend another appointment 
at the I-MED Radiology to undergo an x-ray of your knee, unless you have had one in the last 6 months. 
This x-ray is being performed to determine the severity of your osteoarthritis.  
 

If the results of the Screening tests show that the study is suitable for you, you will be invited back to the 
clinic to enrol in the study. 
 

On Day 1 of your Treatment (approximately 4 hours), before your scheduled injection, a number of the 
tests that were performed at Screening will be repeated, and in addition the following tests and 
procedures will occur (some of these assessments may occur the day before your injection if required 
for scheduling):  

• You will be asked to complete a set of questionnaires about your pain levels and quality of life.  

• You will be asked about any changes to your health and medications since your screening visit. 

• You will be required to complete a gait analysis, which is a test where we look at measuring how 
you walk. This test will take approximately 1 hour. We will provide Lycra shorts and singlet tops 
for you to wear as it’s important we can access your legs to attach special reflective markers. 
The markers are attached using hypoallergenic tape (unlikely to cause an allergic reaction). You 
will be required to walk across a private room (approximately 10 m in length) up to 20 times. 
Your walking gait will be recorded using a special system of cameras that only record the 
position of the reflective markers attached to you. No images will be taken that can identify you. 
You will be asked to repeatedly step up and down from a step stool for up to 5 minutes. 

• You will be asked about any new symptoms or medication changes you have made since your 
Screening visit. 

• A physical examination, including detailed assessment of your knee will be done, you will be 
required to remove any thick clothing you have on, lift your shirt to the level of your ribs and lift 
your trousers / skirt above your knees.  

• Your blood will be collected prior to the knee injection This will include a test to check for 
potential antibodies to the study drug. 

• Vital signs will be measured at the start, and then at 1 hour after the injection. 

• You will be provided instructions on how to complete your electronic diary on how to complete 
it each day to record any pain medications. 
 

You will receive a single injection of either 150 micrograms or 450 micrograms XT-150 or placebo and 
remain in the clinic (The Alfred Radiology Department) for up to 1 hour for observation. 
 

Follow-Up Period 
You will be asked to return to our Clinical Trials Centre (553 St Kilda Road) on Days 7, 30, 60, 90, 120, 
150 and 180 for up to approximately 1 to 2 hours each visit, many of the tests and procedures that were 
undertaken at Screening and on Day 1 will be repeated. Please see table below which outlines the 
procedures performed. 
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Stage B begins from Day 180 after the tests and procedures for Stage A are complete. Thereafter, you 
may request at any time, up to and including Day 330, to have XT-150 administered once to the same 
knee as in Stage A.  If you choose to have this second injection you will receive XT-150 active drug.  You 
have an equal chance of receiving 150 micrograms or 450 micrograms of XT-150. Visits will be up to 
approximately 1 – 2 hours. 
 
Whilst it is expected that all of your visits will occur at our Clinical Trials Centre (553 St Kilda Road), due 
to the ongoing changes in restrictions for the COVID-19 (coronavirus) pandemic in Australia, the 
additional outpatient visit procedures and safety follow-ups may need to be conducted externally, either 
at a blood collection centre, by telephone, or in your home. The study team will advise you if this is 
necessary. Also, in addition to the study assessments listed above and in the table on Page 5, 
unscheduled testing for COVID-19 may also be required, for example additional temperature checks. 
The study nurse will advise you if this is necessary, and what tests will be conducted. 
 

Unscheduled visits or telephone contacts may be required if the study doctor feels it is necessary for 
your care while you are in this study. Your total participation is expected to be 12 months following your 
initial injection. The number of visits may require loss of time from work or other obligations, 
approximate time for each office visit is 1-2 hours.  On the day of the injection you will remain at the 
study clinic for approximately 3-4 hours. 
 

The total volume of blood to be taken during the course of this clinical trial is expected to be no more 
than 450mL. Any additional samples will only be taken if required for safety follow up.  
 



 

 
XT-150-2-0204  
Alfred Health Participant Information Sheet/Consent Form V1.0 dated 13 July 2020 

Based on Master Participant Information Sheet/Consent Form V5.0 dated 30 Apr 2020 Page 5 of 14 
 

Description and list of study procedures in Stage A 
The table below show the procedures that you will complete at each point in the trial. 

Scheduled Event for Stage A 

Screen Baseline Follow up Visit Day 

Day -30  

to 1 

Day 1 

 

7  30 60 90  120  150  180  

Informed consent  X         

Medical history physical  X         

Training and FAST assessment X         

Record prior medications  X         

KOOS/WOMAC questionnaires X X X X X X X X X 

BPI (pain score)  X X X X X X X X 

Response to OA question  X X X X X X X X 

Step function  X X X X X X X X 

Gait test   X  X X  X  X 

Pain Medication Diary  X X X X X X X X 

Brief physical examination  X X X X X X X X 

Height / weight X        X 

Vital signs X X X X X X X X X 

Exam of the treated joints X X X X X X X X X 

Adverse Events  X X X X X X X X 

Medications check  X X X X X X X X 

HIV, Hepatitis B and C X         

Safety bloods X    X     

Serum (Blood) Pregnancy Test X         

Anti-IL-10 (for antibodies to the 
study drug) 

 X X X X    X 

Administer study drug*  X       X 

* Administration of second injection may be requested on Day 180 (after Stage A procedures) or in Stage B  
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Description and list of study procedures in Stage B  
 

The table below show the procedures that you will complete at each point in the trial  
 

Scheduled Event 210  240 270 300  330 360  

KOOS/WOMAC questionnaires X X X X X X 

BPI (pain question) X X X X X X 

Response to OA question  X X X X X X 

Step function X X X X X X 

Gait test       X 

Brief physical examination X X X X X X 

Serum Pregnancy test      X 

Record weight, calculate BMI      X 

Vital signs X X X X X X 

Exam of the treated joints X X X X X X 

Record AEs X X X X X X 

Pain Medication Diary X X X X X X 

Record medications  X X X X X X 

Anti-IL-10 (for antibodies to the study 
drug) 

     X 

Administer study drug* X      

 *Administration of second injection may be requested from Day 210 to Day 330. 
 

4 What do I have to do? 
 

In order for the findings of this study to be of the highest quality, it is important that you: 
 

• You will need to go to all the study visits and follow the instructions your study doctor gives you. 

• You must not take part in any other clinical trials or studies while you are taking part in this 
clinical trial. 

• If you have been or are involved in any other clinical trials you should inform your study doctor 
or a member of the research team.   

• It is important that you inform your study doctor or a member of the research team of any 
changes in your health, whether or not you think that it is related to the study drug or study 
procedures. 

• You must tell your study doctor about all medications you are currently taking. This includes 
both medications prescribed by your regular doctor and medications you obtain without 
prescription, (e.g. from a pharmacy or health food shop, including herbal medication and 
vitamin supplements).  

• There are some medications that you will not be allowed to take during your participation in this 
study. Your study doctor will tell you more about which medicines you are allowed to take 
during study participation. 

• You must tell the study doctor before making changes to your existing medications or taking any 
new medication. Always follow the study doctor’s instructions during the study. 

• In case you need to contact your study doctor in an emergency, you will be given a participant 
ID card with the relevant contact information. This should be kept with you at all times during 
your participation in the study.  
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• You should tell your study doctor or a member of the study team if you no longer want to take 
part in the clinical trial. 

• You must tell your study doctor or a member of the study team if your partner becomes 
pregnant during the course of your treatment or up to 3 months after your last dose of study 
drug.  

• You must complete the Patient Diary that you will receive and bring it with you at each visit. 

• You must agree to not schedule knee replacement surgery during Stage A of the study. 
 

5 Other relevant information about the clinical trial 
 

This research is being conducted by Xalud Therapeutics, Inc. in the United States, and sponsored (paid 
for) in Australia by Xalud Therapeutics Australia Pty Ltd (the study sponsor). 
 

Your local doctor (GP) will be advised of your participation in this study and of any clinically relevant 
information noted during the study. We strongly recommend that you discuss your participation in this 
clinical trial with them. 
 

6 Do I have to take part in this clinical trial? 
 

Participation in any clinical trial 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 study at any stage. If 
you do decide to take part, you will be given this Participant Information and Consent Form to sign and 
you will be given a copy to keep. 
 

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

 

 
 

7 What are the alternatives to participation?  
  

You do not have to take part in this clinical trial to receive treatment. Other options that may be 
available to you will be discussed with you. Your study doctor will discuss any available options with you 
before you decide whether or not to take part in this clinical trial. You can also discuss the options with 
your local doctor. 
 

8 What are the possible benefits of taking part? 
 

We cannot guarantee or promise that you will receive any benefits from this clinical trial. There is no 
guarantee that the study drug will improve your condition or that the study drug will prevent your 
disease from worsening. The information obtained from your participation in this study may help other 
patients with the same disease in the future. There is no financial reward for you taking part in this 
study, but expenses are covered as detailed in section 19 of this form. 
 

9 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 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. Tell your study doctor immediately about any new or unusual symptoms that you get. 
 

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. 
 

XT-150 did not produce any side effects after testing in mice, rats, dogs and horses.  
 

As of 30 October 2019, fifty-five participants in clinical trials have received doses of XT-150 by intra-
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articular injection into osteoarthritic knees.  Mild knee discomfort or injection site reactions related to 
XT-150 were reported by 5 participants across all dose cohorts (15 µg, 150 µg, 450 µg, and 600 µg). 
 

Participants have been followed for as long as 12 months following the XT-150 injection.  No adverse 
events attributable to study drug have been reported in either of two completed clinical trials.   
 

Based on previous research of IL-10 treatments in humans it is possible that you may experience side 
effects like flu-like symptoms of headache, fever, chills, nausea or muscle pain that are expected to go 
away shortly after treatment. You may also notice redness and warmth at the site of injection.  
 

Allergic reaction 
There is always a possibility of an allergic or other reaction to a drug your body has never had before. A 
severe reaction could result in a rash, itching, swelling, shortness of breath, a fall in blood pressure, fast 
pulse, sweating, difficulty breathing, and/or death. You should get medical help and contact the study 
doctor or study staff if you have any of these or any other side effects during the study. 
 

Intra-articular injection 
An intra-articular injection is a procedure that injects medication into a joint. The procedure is 
performed in medical imaging and with guidance from ultrasound. The risks and complications with this 
procedure may include (1) Bleeding or bruising, which is more common if you take Aspirin. (2) Nerve 
damage, which is usually temporary and should get better over a period of time. (3) Infection, which is 
less common and requires antibiotics and further treatment.  
 

Blood samples 

You will need to have samples of blood taken during the clinical study for laboratory testing. You may 
experience temporary discomfort from this. The needle sticks may cause local pain, bruising, swelling, 
light-headedness, dizziness and rarely, fainting and/or a possible infection from the needle stick. 
 

X-Ray of knee  

This research study involves exposure to a very small amount of radiation. As part of everyday 
living, everyone is exposed to naturally occurring background radiation and receives a dose of 
about 2 millisieverts (mSv) each year.  

The effective dose from this study is about 0.01 mSv. At this dose level, no harmful effects of radiation 
have been demonstrated as any effect is too small to measure. The risk is believed to be minimal. 

Have you been involved in any other research studies that involve radiation? If so, please tell us. Please 
keep information contained within the Participant Information and Consent Form about your exposure 
to radiation in this study, including the radiation dose, for at least five years. You will be required to 
provide this information to researchers of any future research projects involving exposure to radiation.  
 

Currently unforeseeable risks 
As with any investigational drug, you may experience other reactions from taking XT-150 that cannot be 
predicted. Significant new findings may develop during the course of this clinical trial that may affect 
your willingness to continue your voluntary participation. Any new safety related findings will be 
discussed with you by the study doctor or his/her research staff. An updated informed consent will be 
provided to you for re-consideration of your continuation in this study. 
 

Pregnancy and Breast-feeding 
The effects of XT-150 on the unborn child and on the newborn baby are not known. Because of this, 
male and female participants who are heterosexually active and not surgically sterile must agree to use 
effective contraception, including abstinence, for the duration of the study. 
 

For male participants  
If you are heterosexually active and not surgically sterile, you are required to use effective contraception 
for the duration of the study. A condom should be worn for all sexual intercourse as the study 
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medication may affect your sperm risking the potential for an abnormal child being born.  You should 
discuss methods of effective contraception with your study doctor. 
 
You should not donate sperm during the study and for up to 3 months after the study has completed. 
 

It is also highly recommended that you inform your partner of your participation in the study and that 
contraception has been strongly recommended. Further, you must agree that if your partner becomes 
pregnant while you are on the study, you will advise the study doctor who will then provide you with an 
authorisation form to present to your partner. If she is in agreement, that authorisation will function as 
consent to approve the study doctor’s access to medical information to allow monitoring of the 
pregnancy, and the birth and the health of the child up to 15 years of age. 
 

For female participants 
For women: 
If you are heterosexually active and not surgically sterile, you are required to use effective contraception 
for the duration of the study. We will request a blood sample to conduct a pregnancy test at screening. 
You must use a highly effective method of contraception/birth control (methods which result in low 
failure rate, i.e. less than 1% per year, when used consistently and correctly) and if currently lactating, 
you should not breast feed your baby while on this study.  
Examples of acceptable forms of highly effective contraception include:  

1. Established use of oral, injected or implanted hormonal methods of contraception. 
2. Placement of an intrauterine device (IUD) or intrauterine system (IUS). 
3. Sterilised male partner (with the appropriate post-vasectomy documentation of the  
absence of sperm in the ejaculate). 

  

In Australia, spermicide is not approved as a method of contraception. If you are uncertain of what form 
of contraception is acceptable for use during the study, then please ask your study doctor. 
 

10 What will happen to my test samples? 
  

Any samples collected during this study will be labelled confidentially. Only numbers and codes will be 
used to identify each sample. The study doctor will have the key to the code to identify samples.  
 

Samples collected for safety analysis will be sent to a local pathology laboratory and will be destroyed 
after testing.  
 

Blood samples for assessing whether your immune system has a response to the study drug will be sent 
to Southern Research Institute in Birmingham, Alabama, USA.   
 

After your samples have been analysed they will be destroyed and the results will be sent to the study 
doctor for review. Any significant information gained from these analyses will be discussed with you by 
the study doctor or medical staff.   
 

If you withdraw from the study, your data (and any samples) that were collected before you decided to 
withdraw may still be used in the clinical trial. 
 

You are not allowed to undertake surgery for a knee replacement during Stage A of the study 
 

11 What if new information arises during this clinical trial? 
 

Sometimes during the course of a clinical trial, 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 clinical trial. 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 clinical trial you 
will be asked to sign an updated consent form. 
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Also, on receiving new information, your study doctor might consider it to be in your best interests to 
withdraw you from the clinical trial. If this happens, he/ she will explain the reasons and arrange for 
your regular health care to continue. 

 

 
 

12 Can I have other treatments during this clinical trial? 
 

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 clinical trial.  
 

It may also be necessary for you to take medication during or after the clinical trial to address side 
effects or symptoms that you may have, you should ask your doctor about this possibility.   
 

13 What if I withdraw from this clinical trial? 
 

If you decide to withdraw from the study, 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. 
 

If you do withdraw your consent during the clinical trial, 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 clinical trial can be measured properly and to comply 
with law. You should be aware that data collected by the sponsor up to the time you withdraw will form 
part of the clinical trial results.   
 

Just to be clear on this point. The research team must keep any information about you that has been 
collected, up to the time you withdraw. The institution conducting the trial and the study sponsor has 
access to this information so they can check it is correct. If you do not agree with this then we cannot 
allow you to join the clinical trial 
 

14 Could this clinical trial be stopped unexpectedly? 
  

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

• Unacceptable side effects 

• The drug being shown not to be safe. 

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

 

If this happens the study doctor will tell and inform you of the reason behind the decision. 
 

15 What happens when the clinical trial ends? 
  

The study drug will not be available to you after the study ends. 
 

It is possible that in some circumstances, Xalud Therapeutics Inc. may ask the study team to contact you, 
or one of your other doctors after the study has finished.  This would be to gather additional information 
about you that could relate to your safety and wellbeing or to improve the safety and wellbeing of other 
patients.  Alternatively, the study team may be able to provide this information directly to Xalud 
Therapeutics, Inc. without needing to contact you or others.  In all circumstances, this information 
would be dealt with in the same confidential and secure manner as all previously collected study 
information. 
 

Part 2 How is the clinical trial being conducted? 
 

16 What will happen to information about me? 
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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 clinical trial. Any information obtained in connection with 
this clinical trial that can identify you will remain confidential. Your information will only be used for the 
purpose of this clinical trial and 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 clinical trial. 
 

Your health records and any information obtained during the clinical trial are subject to inspection (for 
the purpose of verifying the procedures and the data) by the relevant authorities and authorised 
representatives of the Sponsor, Xalud Therapeutics Inc. Xalud Therapeutics Australia Pty Ltd, the 
institutions relevant to this Participant Information Sheet, Alfred Health 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 anticipated that the results of this clinical trial 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.  
 

Information about your participation in this clinical trial may be recorded in your health records. 
 

In accordance with relevant Australian and Victorian 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. 
 

All of your collected information will be kept by for at least 15 years after the end of the study. After the 
15 years your identifying information at the institution will be permanently deleted from the computer 
system and any hard copies will be destroyed. Any information obtained for the purpose of this research 
that can identify you will be treated as confidential and securely stored.  It will be disclosed only with 
your permission, or as required by law. 
 

17 Complaints and compensation 
 

If you suffer any injuries or complications as a result of this research project, you should contact the 
study team as soon as possible and 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. 
 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 Sponsor, Xalud 
Therapeutics 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.  A copy of the Guidelines is available to you from the research staff on request. 

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

18 Will you pay me to participate in this clinical trial? 
 

If accepted into the study, as payment for your time, out of pocket expenses and inconvenience 
experienced, you will receive $1,300 ($900 for stage A and $400 for stage B) for completing the study. 
This payment is not made for undergoing risk, nor is it to compensate you for any loss of earning as a 
result of your participation in the study.  By participating in the study, there will be no costs payable by 
you.  If the study is terminated by the sponsor or the study doctor prior to completion, of if you decide 
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to withdraw or the study doctor decides to withdraw you from the study for any reason before 
completion, then a pro-rata payment may be applicable. 
 

You should be aware that your study payment may be reduced or forfeited if you fail to comply with any 
of the study requirements or are found to be behaving in an unacceptable manner.  The level of pro-rata 
payment to which you are entitled if you are withdrawn from the study due to these reasons, and any 
penalties incurred will be at the discretion of the study doctor after consultation with relevant study 
staff. There is no reimbursement for screening activities undertaken prior to acceptance on the study. 
 

Any payment received may be considered taxable income.  Participants are encouraged to seek 
independent financial advice as to how any payment may affect your personal financial situation. 
 

19 Who is organising and funding the research? 
 

This clinical trial is being conducted and funded by Xalud Therapeutics, Inc., and sponsored in Australia 
by Xalud Therapeutics Australia Pty Ltd. 
 

Xalud Therapeutics, Inc. may benefit financially from this clinical trial If, for example, the project assists 
Xalud Therapeutics, Inc. to obtain approval for a new drug.   
 

By taking part in this clinical trial you agree that samples of your blood (or data generated from analysis 
of these materials) may be provided to Xalud Therapeutics, Inc.  Xalud Therapeutics, Inc. 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 clinical trial even if, for example, your 
samples (or knowledge acquired from analysis of your samples) prove to be of commercial value to 
Xalud Therapeutics, Inc.   
 

In addition, if knowledge acquired through this research leads to discoveries that are of commercial 
value to Xalud Therapeutics, Inc., the study doctors or their institutions, there will be no financial benefit 
to you or your family from these discoveries. 
 

Alfred Health will receive a payment from Xalud Therapeutics Australia Pty Ltd. for undertaking this 
clinical trial. No member of the research team will receive a personal financial benefit from your 
involvement in this clinical trial (other than their ordinary wages). 
 

20 Will the results of the trial be published? 

The study doctors and/or the Sponsor may decide to discuss or publish the results of the study. This 
communication may include publication in peer-reviewed journals, presentation at conferences or other 
professional forums. In any publication, information will be provided in such a way that you cannot be 
identified. You may request a copy of the study results from your Study Doctor if you wish. 

As per FDA guidance: A description of this clinical trial will be available on http://www.ClinicalTrials.gov, 
as required by U.S. Law. This Web site will not include information that can identify you. At most, the 
Web site will include a summary of the results. You can search the Web site at any time. 
Your name or any other personal identifiers will not appear on any documentation forwarded to the 
Sponsor, nor on any data gathered or published from this study. 

21 Who has reviewed the clinical trial? 
 

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 clinical trial have been approved 
by the Central Adelaide Local Health Network (CALHN) Human Research Ethics Committee.  
 

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. 

http://www.clinicaltrials.gov/
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22 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 study or if you have any medical problems which 
may be related to your involvement in the study (for example, any side effects, you can contact the 
principal study doctor on the details below or any of the following people: 
 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: 

Reviewing HREC approving this research 

Reviewing HREC name CALHN Human Research Ethics Committee 

Telephone 08 7117 2229 

  

Name Professor Flavia Cicuttini 

Position Head, Rheumatology, Alfred Hospital 

Telephone 03 9903 0158 

Name Research Governance Officer 

Position Research Governance Officer, Alfred Health 

Telephone 03 9706 3619 
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Consent Form 
 

Title A Double-Blind, Placebo-Controlled Assessment of the Tolerability and Efficacy of XT-
150 for the Treatment of Moderate to Severe Pain Due to Osteoarthritis of the Knee 

Protocol Number XT-150-1-0204 
 

Project Sponsor Xalud Therapeutics Australia Pty Ltd 

Principal Investigator Prof Flavia Cicuttini 

Location 553 St Kilda Road, Melbourne VIC 3004 

Declaration by Participant 
 

I have read the Participant Information Sheet, or someone has read it to me in a language that I understand and I have had an 
opportunity to ask questions and I am satisfied with the answers I have received. 
 

I understand the purposes, procedures and risks of the research described in the project. Although I understand that the 
purpose of this research study is to improve the quality of medical care, it has also been explained to me that my involvement 
may not be of any direct benefit to me. 
 

I give permission for my doctors, other health professionals, hospitals or laboratories outside this hospital to release 
information to Alfred Health concerning my disease and treatment for the purposes of this study. I understand that such 
information will remain confidential.  
 

I understand that access may be required to my medical records for the purpose of this study as well as for quality assurance, 
auditing and in the event of a serious adverse event, and I consent to this access. I consent to my local doctor being notified of 
my participation in this study and any clinically relevant information noted by the trial doctor in the conduct of the trial. 
I freely agree to participate in this clinical trial as described and understand that I am free to withdraw at any time during the 
study without affecting my future health care.  
 

I understand the statement concerning payment to me for taking part in this study, which is contained in the Participant 
Information Sheet. 
 

I am 45 to 85 years of age  
 

I have been given the opportunity to have a member of my family or another person present while the study is explained to me. 
 

I agree to adhere to the protocol requirements and restrictions as laid out in the Participant Information Sheet. 
 

The nature and purpose of the procedures and the potential risks and discomforts associated with intermittent venepuncture 
have been explained to me.  I understand them, and I consent to undergo intermittent venepuncture for the purposes of 
participating in this clinical trial. 
 

I understand that I must use adequate contraception during the study.  In the event of a female partner becoming pregnant, I 
must inform the study doctor immediately. 
 

I consent to the storage and use of blood samples taken from me for use, as described in the relevant section of the Participant 
Information Sheet, for this specific clinical trial. 
 

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

Signature ______________________________________ Date___________ Time___________ 

Name of participant (please print)  
________________________________________  
First, Middle Name or Initial, Last (must be as per photo ID) 

Declaration by Study Doctor/Senior Researcher† 

 

I have given a verbal explanation of the clinical trial its procedures and risks and I believe that the participant has understood 
that explanation. 

Signature ______________________________________ Date___________ Time___________ 

Name of Study Doctor/Senior Researcher† (please print)  __________________________________ 

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

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


