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PART 1:  What does my participation involve? 

1. Introduction 

You are invited to take part in this research project because you have been diagnosed with atopic 
dermatitis and are aged between 18 years and 65 years inclusive. This research project is testing the safety, 
tolerability and efficacy (how well the drug works in alleviating itch) of a new medication called AKP-11, 
which will be applied to the skin on participants with atopic dermatitis.  

You are invited to take part in this study which will enrol participants with atopic dermatitis based on 
diagnosis by a suitably qualified study doctor. 

The study Investigator will explain the clinical study to you and your General Practitioner may be notified of 
your involvement in the study. This Participant Information and Consent Form tells you about the research 
project. It explains the tests and treatments involved. It also includes any known risks or discomfort you 
may experience, and what we intend to learn from the study. This research project will be conducted 
according to the National Statement on Ethical Conduct in Research, 2007 produced by the National Health 
and Medical Research Council of Australia. This statement has been developed to protect the interests of 
people who agree to participate in human research studies. The study has been approved by the Royal 
Adelaide Hospital, Human Research Ethics Committee.  

Please read this information carefully. Ask questions about anything that you don’t understand or want to 
know more about. Knowing what is involved will help you decide if you want to take part in the research. 
Before deciding whether or not you want to take part, you might want to talk about it with a family 
member, friend or your family doctor (GP). 
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Once you understand what the study is about and if you agree to take part in it, you will be asked to sign a 
consent form (page 13 of this document). By signing the consent form, you indicate that you understand 
the information and that you give your consent to participate in the research trial. Participation in this 
research is voluntary. If you don’t wish to take part, you don’t have to.  

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 the use of your personal and health information as described. 

You will be given a copy of this information sheet and the signed informed consent form to keep. 

2. What is the purpose of this research? 

Atopic dermatitis is a very common chronic inflammatory skin disease that affects both children and adults 
and in recent decades the prevalence of atopic dermatitis has risen worldwide. The existing treatments to 
treat atopic dermatitis have limitations with side effects and long-term use therefore there is a demand for 
novel treatments with reduced side effects and improved risk-benefit profiles. The medication called AKP-
11, is an experimental topical (applied to the skin) formulation being investigated for its potential as a 
treatment for atopic dermatitis. 

AKP-11 is an anti-inflammatory drug candidate being developed for the treatment of atopic dermatitis. 
AKP-11 has previously been tested in healthy, psoriasis and atopic dermatitis participants in earlier clinical 
studies. AKP-11 is an investigational drug and has not been approved by the Therapeutic Goods 
Administration (TGA) in Australia or any other medical regulatory body. Therefore, the use of AKP-11 in 
this study is purely experimental. AKP-11 as ointment was applied to 10 psoriasis and 8 atopic dermatitis 
participants and no serious side effects were reported.  

3. What does participation in this research involve? 

This is a multi-centre study and the proposed enrolment is 90 participants. You will attend the clinic for a 
screening visit so that the study doctor can decide whether you are eligible to participate in this study. 
Eligible participants will receive either the active medication or a placebo. The placebo medication is a non-
active medication, or dummy medication, used to compare to the active treatment and evaluate its 
effectiveness. You will apply the treatment two times a day with the study medication (AKP-11 ointment) or 
matching placebo from Day 1 through to Day 28. In this study, 1 out of 2 participants will receive AKP-11 (1 
g ointment containing 30 mg of AKP-11) and 1 out of 2 participants will receive the placebo. You will need 
to visit the clinical site on Day 1, 8, 15, 22, 29 and 36. The study staff will inform you about the date of your 
visits. Each visit may take approximately 1 to 2 hours. This means that after screening, you will need to 
attend the clinic a total of 6 times.  

This study is being conducted at PARC Clinical Research, located at the Royal Adelaide Hospital, North 
Terrace, Adelaide South Australia 5000. This study is being sponsored in Australia by Akaal Pharma Pty Ltd. 

The study treatments and assessments are presented in the Appendix (Study Schedule). The study staff will 
explain the visit schedule to you. You will undergo a number of study procedures as described below: 

A. Screening visit (within 28 days of scheduled dosing date) 

Before you begin the study, you will be given detailed information about the experimental drug being 
studied, the study requirements, and any other relevant information by study staff. You are encouraged to 
ask questions until you are sure that you fully understand the nature and requirements of the study. 

If you decide to be assessed for inclusion in the study, you will be asked to visit PARC Clinical Research for 
an initial assessment visit (screening visit). The screening visit may take between 1 to 2 hours. Before any 
procedures are undertaken, you will have a chance to ask a study doctor any questions you have about the 
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study and then be asked to sign a consent form. Once you have signed the consent form the study 
procedures listed below will be conducted. When results of the examinations performed become available, 
the study staff will confirm whether you are eligible for the study.  

These tests will be performed in order to assess your baseline health status and determine your eligibility 
for the study: 

 The study doctor will perform a medical examination to ensure that it is safe for you to be part of 
the study. You will be asked about previous medical problems, your current health and any 
medications you may be taking.  

 You will be asked about all medications (over the counter) taken in the last 7 days (before 
screening). 

 The study doctor will assess your atopic dermatitis and identify potential target area/s for 
treatment. 

 The study team will perform a physical exam, including vital signs (i.e. blood pressure, heart rate, 
respiratory rate and temperature). 

 An electrocardiogram (ECG), a non-invasive procedure to assess the electrical activity of your heart 
will be conducted. 

You will have your height and weight recorded, and your Body Mass Index calculated. 

 The study team will collect approximately 22 mL of blood (3-4 teaspoons) for routine 
measurements including clinical laboratory safety testing, HIV and hepatitis tests. Samples will 
require collection by venipuncture (using a needle to collect blood through your skin from your vein). If 
a test shows you have HIV (also called the ‘AIDS’ virus) or Hepatitis, you will receive appropriate 
medical advice and referral. If your test results are positive, the study doctors may be 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. If you are found to be HIV/Hepatitis 
positive you will not be eligible to be enrolled in the study. 

 If you are female of child bearing potential, a urine pregnancy test by card method will be 
performed to rule out pregnancy. If you have a positive pregnancy test, you will not be allowed to 
enter the study.  

 You will be asked to provide a urine sample to assess your general health and also be tested for 
drugs of abuse. 

 It is a study requirement that your urine will be tested for recreational drugs at screening. The 
results will remain confidential and the clinical sites will only reveal the results if required by law. 

 Completion of atopic dermatitis and itch assessments (further explain in Section 3B). 

If for any reason, the study is found not to be  suitable for you, study staff will contact you and provide 
follow-up treatment advice where applicable. 

B. Day 1, 8, 15, 22 and 29 visit 

On Day 1, 8,15, 22 and 29 you will need to visit PARC. On each visit, the following assessments will be done 
unless otherwise specified: 

 Sufficient amount of study medication sachets (AKP-11 or placebo) will be given on Day 1, 8, 15 
and 22 to last the duration of the study  

 Brief physical examination (Day 1, 15 and 29) 

 Vital signs (heart rate, blood pressure and temperature) (Day 1, 15 and 29) 

 Application site skin irritation assessment (Day 8, 15, 22 and 29) 

 Assessment of any improvement in your dermatitis 

 ECG (Day 1 and 29 only)  

 Collection of blood sample for laboratory safety testing, pharmacokinetics (used to measure the 
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amount of the study drug in your blood) and pharmacodynamics (change in the number of cells in 
your blood) on last treatment day (Day 1, 22and 29 only) 

 Collection of urine sample for laboratory safety testing on last treatment day (Day 1 and 29 only). 

 Pregnancy test for female participants of childbearing potential, except those who are surgically sterile 

or post-menopausal as described in the inclusion criteria. (Day 1 only). 

 Photograph one allocated atopic dermatitis area (Day 1, 15 and29 only) 

 Study sachets (empty, unused or left over doses) will be returned to the clinic. 

 You will be asked to rate the severity of itch you experience at the allocated atopic dermatitis site 
you experienced over the past 24 hours.  

On Day 1, you are required to come to the clinical site in the morning, so that the application site can be 
cleaned, clinically assessed and the dose of study ointment can be applied. You will be trained by study 
staff in how to apply the treatment. The ointment will be rubbed across the treatment site (target atopic 
dermatitis area identified by the study doctor) to create a uniform layer. The study ointment (entire sachet) 
will be applied to the allocated atopic dermatitis  site which will be less than or equal to 3% of your body 
surface area (this will approximately be the size of the front and back of your hand). The study doctor will 
tell you about the selected application area. The application is prohibited in eyes, genitals, mucosa (cavities 
in the body), palms of hand and soles of feet. The sachets provided for dosing will contain enough of the 
ointment so each application amount is approximately 1 g after any leftover amount in sachets. After you 
have applied the study ointment, you will not be allowed to wash the application site for 4 hours. The 
application site can be covered with clothes after study ointment application. You will be required to self- 
apply study drug at your convenience (at home or work) two times daily as shown below: 

 In the morning (approximately 08:00 to 10:00) 

 Evening (approximately 20:00 to 22:00) 

The ointment should be applied at the same time every day (every 12 hours). You will be given a two hour 
window to apply the study ointment. You will be required to record the date and time of each application 
of the treatment in the provided study diary. In this book you will also be provided with instructions on how 
to apply the ointment and the identified area to apply the ointment. You will also be asked to provide your 
average severity of itch score over a 24 hour period on a 10 cm visual analogue scale.   

C. End of Study Visit (EOS; Day 36) [7 days after last treatment day] 

You will return to clinic 7 days after your final treatment where you will undergo assessments of the study 
medication application site, vital signs for safety review, urine sample for pregnancy test for females of 
child-bearing potential (except those who are surgically sterile), and review of your health status and any 
medication use. 

If there are any abnormalities found during the study, you may be required to attend the unit for a follow 
up visit. 

4. What do I have to do? 

It is important for your own safety that you inform us of your complete medical history and all 
medications/supplements/herbal preparations that you are taking. If you notice any health problems, 
please notify your study doctor immediately. You must always follow the instructions of the study doctor 
and staff. During the entire study, you will be asked to maintain compliance with study product and dosing 
instructions, attend all visits, complete the study diary and undergo all study-related procedures. 

You must not take any recreational drugs or be exposed to them (e.g., ‘passive smoking’ of marijuana) 
throughout the entire study. A positive drug test result may lead to exclusion from this study.  

If you experience any illnesses or injuries, you should contact the study doctor immediately or in an 
emergency situation, seek appropriate care. 

At the conclusion of the study you are responsible for arranging follow-up care with your physician. 
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A. Contraception: 

The effects of AKP-11 on the unborn child are not known. For this reason, it is important that study 
participants (and the partners of male participants) are not pregnant or breast-feeding and do not become 
pregnant during the course of the research project. You must not participate in the research if you or your 
partner is pregnant or trying to become pregnant, or breast-feeding. A urine pregnancy test will be 
performed at screening, Day 1 and at the End of Study visit. You will only be allowed to take part if you 
agree to use one of the following forms of contraception from the screening visit, until 4 weeks after your 
last drug application. 

B. Requirements for female participants of child-bearing potential: 

In addition to you having a negative pregnancy test at the time of screening, you must also agree to one of 
the following: 

 Abstinence (no sexual intercourse) for the duration of the study and until 4 weeks after dosing with 
study drug, or 

 Your male partner must use condoms plus one other acceptable form of contraception should be 
used by you; i.e. intra-uterine device, hormonal contraception or a female diaphragm, from 
screening until 4 weeks after dosing with study drug, or 

 You have only same-sex partners, when this is your preferred and usual lifestyle 

 You have a vasectomized partner. 

You should advise your study doctor if you become pregnant while you are participating in the 
research project. Your study doctor will advise on medical attention should this be necessary. 
Female participants who become pregnant during the study will be withdrawn from the study.  
 

C. Requirements for male participants with female partners of child-bearing potential: 
 

 You must agree to abstinence or to use condoms, plus your partner must use an acceptable 
contraceptive (intrauterine device, hormonal contraception or male condom plus female 
diaphragm) for the duration of the study and until 4 weeks after taking study drug. 

 You must inform your female partner about your participation in the study. You should advise your 
study doctor if your partner becomes pregnant while you are participating in the research project. 
Your study doctor will advise on medical attention for your partner should this be necessary. 

5. Other relevant information about the research project 

This study is being conducted at PARC, located at the Royal Adelaide Hospital, in Adelaide, South Australia. 
There might be researchers from other organisations working in collaboration at a later stage in the study. 
A description of this clinical trial will be available on www.anzctr.org.au, as required by the Ethics 
Committee. This website will not include information that can identify you. At most, the website will 
include a summary of the results. You can search this website at any time. 

6. 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 research study at any 
stage. 

Your decision whether to take part or not, or to take part and then withdraw, will not affect your 
relationship with PARC Clinical Research, the Royal Adelaide Hospital, the treating doctor and will not 
involve any penalty or loss of benefits to which you would otherwise be entitled. 

Before you make your decision, study staff will be available so that you can ask any questions you have 
about the research project. You can ask for any information you want. Sign the Consent Form only after you 
have a chance to ask your questions and have received satisfactory answers. You can choose not to sign the 
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Consent Form but you will not be allowed to participate in the research project if you decide not to sign the 
form.  

7. What are the alternatives to participation? 

You should speak to your GP about what other treatment options are available to you. These may include 
topical (drugs you spread on your skin) or oral (taken by mouth) corticosteroids or antihistamines.  

There are potential benefits and potential risks associated with all of these other treatments. Your GP can 
explain the other treatments that are available to you along with their benefits and risks. 

8. What are the possible benefits of taking part? 

AKP-11 is being developed as a treatment for atopic dermatitis, arthritis and psoriasis. The AKP-11 
ointment has been tested on a small population of psoriasis participants with significant treatment effect. 
There may be no benefit to you from participating in this study. Also, by participating in this study, you will 
help to obtain important information i.e. whether the AKP-11 ointment developed by Akaal Pharma Pty Ltd 
is safe, tolerable and effective in the treatment of atopic dermatitis. However, there is no promise that your 
condition will get better. The researcher is not able to influence the treatment to which you will be 
allocated. Future participants may benefit from what is learned from this research project. 

9. What are the possible risks and disadvantages of taking part? 

A. Risks of AKA-11 ointment 

Experimental drugs often cause side effects. You may have none, some or all of the effects, and they may 
be mild, moderate or severe. If you have any of these side effects, or are worried about them, talk with 
your doctor. Your study doctor will also be looking out for side effects. You will be monitored closely by 
trained and experienced nursing and medical staff.  

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, the study doctor may need to stop your 
participation in the study. If you suffer any side effects, please inform the study doctor and study team 
immediately and they will be available to take immediate action.  

There may be side effects that the researchers do not expect or do not know about and that may be 
serious. Tell your doctor immediately about any new or unusual symptoms that you get. The treatment of 
the side effects will depend on the symptoms. 

If participation in this research project uncovers a medical condition of which you are unaware, the study 
doctors will discuss: 

 Whether you are suitable for the research project 

 If you require referral to your general physician or to a specialist 

This is the second time that AKP-11 ointment is being tested in atopic dermatitis participants. AKP-11 
ointment has been tested in three Phase I clinical studies in a small population of humans (3 healthy 
volunteers, 10 psoriasis and 8 atopic dermatitis participants). AKP-11 ointment (1 g per day) was well 
tolerated with no serious side effects reported. You may experience side effects such as:  

 Mild erythema (redness of skin) (1 out of 13 participants) 

 Application site itchiness (4 out of 13 participants) 

 Application site pain (1 out of 13 participants) 

 Hyperhidrosis (excessive sweating) (1 out of 13 participants) 

 Various infections: 

o Conjunctivitis (pink eye) (1 out of 13 participants) 

o Nasopharyngitis (common cold symptoms) (1 out of 13 participants) 
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o Upper respiratory tract infection (4 out of 13 participants) 

 Headache (1 out of 13 participants) 

 Nasal congestion (1 out of 13 participants) 

 Flare in atopic dermatitis  

 

The following side effects have been experienced by participants on placebo: 

 Upper respiratory tract infection (1 out of 3 participants) 

 Headache ( (1 out of 3 participants) 

 Mole excision (1 out of 3 participanst) 

 Flare in atopic dermatitis   

B. Blood collection  

Having blood taken may cause some discomfort or bruising. Sometimes, the blood vessel may swell, or 
blood may clot in the blood vessel, or the spot from which blood is taken could become swollen and red. 
Rarely a minor infection or bleeding may occur. If this happens, it can be easily treated. 

C. Pregnancy and Birth Defects  

The effects of AKP-11 on the unborn child and on the newborn baby are not known. Because of this, it is 
important that male or female study participants should not father or mother a child for 4 weeks after the 
last dose of study medication. You must consent to use two medically acceptable methods of contraception 
throughout your study participation through to 4 weeks after completing the study. 

If you are female and child-bearing is a possibility, you will be required to undergo a urine pregnancy test 
prior to commencing the research project, prior to administration of study medication and at the end of the 
study. 

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. 

You must always carry with you the subject wallet card that you have been given until the end of the study. 

10. What will happen to my test samples? 

By consenting to take part in this study, you also consent to the collection, storage and testing of your urine 
and blood samples for this research only. The blood collected for pharmacokinetic testing (those samples 
listed as checking study drug levels) will be sent for laboratory testing. 

The total volume of blood taken for the study could be up to 80 mL (around 16 teaspoons) over the study. 
For comparison, a standard blood donation is 470 ml. The blood and urine samples collected for the 
assessment of your health status (e.g. liver and kidney function tests) will be processed by the laboratory. 
These blood samples will be labelled with your unique study subject number and will not contain any 
information that can identify you personally. These samples will be destroyed following analysis. 

11. 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. 
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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 research project. 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 research project? 

Whilst you are participating in this research project, your study doctor will advise you on permitted 
medications as some treatments may not be allowed. It is important to tell your study doctor and the study 
staff about any treatments or medications you may have taken. You will be allowed to continue with your 
currently prescribed atopic dermatitis medications such as antihistamines, provided the dose level of these 
medications have been stable prior to the screening visit and will remain unchanged during the course of 
the study. You will be asked not to change any of your current medication before speaking with a study 
doctor.  

13. What if I withdraw from this research 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. You will be asked to attend the unit for an early termination study visit 
if you choose to withdraw from the study early.  

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, as stipulated by 

local regulations and by the International Conference on Harmonisation-Good Clinical Practice. You should 

be aware that data collected by the 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. 

Your participation may also be stopped without your consent if the study doctor feels that it is in your best 
interest. The sponsor company, Akaal Pharma Pty Ltd, can also stop this project at any time. 

14. Could this research be stopped unexpectedly? 

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

 Unacceptable side effects 

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

 If you do not follow the instructions of the clinical site staff; or 

 If the study doctor decides it is in the best interest of your health and welfare to stop 

15. What will happen when the research project ends? 

The study treatment AKP-11 will not be made available to you after either the research project ends or 
your participation ends. 

A final report will be provided to the Investigator and the disclosure and/or any published results will be 
available to all participants when requested. It is usual for a number of months to elapse before definitive 
results of this type of study are available. These may be published in medical journals that are available to 
the public. You should feel free to ask the study staff about this. 

16. Will my study participation be kept confidential? 

Any information obtained in connection with this research project that can identify you will remain 
confidential and will only be used for the purpose of this research project. All data collected from you and 
other participants in this study will be coded with a number assigned during screening. Only research staff 
at the PARC Clinical Research will have access to the code list, which will be kept in secure storage. It will 
only be disclosed with your permission, except as required by law. If you give us your permission by signing 
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the Consent Form, we plan to share the results with other research doctors, but no participant names or 
other identifying characteristics will be used.  

By signing the consent section, you authorise release of, or access to, this confidential information to the 
relevant study personnel, Akaal or its designee and regulatory authorities. In accordance with relevant 
Australian privacy and other relevant laws, you have the right to access the information collected and 
stored by the researchers about you. You also have the right to request that any information with which 
you disagree be corrected. Please contact one of the researchers named at the end of this document if you 
would like to access your information. 

A. Study Medical Records 

Data from your study medical record will be identifiable and stored in secured offices at the clinical sites. 
Your health records and any information obtained during the study (which will include your name, some 
personal particulars, your medical history, the results of your blood and urine tests, your medical 
examinations and the blood levels of the drugs you take for the study) may be required for inspection (for 
the purpose of verifying the procedures and the data) by the relevant authorities and authorised 
representatives of the sponsor or its designee, the PARC Clinical Research or as required by law or the Royal 
Adelaide Hospital Research Ethics Committee.  

The representatives of these organisations all comply with local and federal privacy standards and 
regulations. Information about your participation in this research project may be recorded in your health 
records   

During your participation in this clinical study, your demographic data and data on your health will be 
collected. Your collected data will be reported to the sponsor of this study. The sponsor will store and 
process your data with electronic data processing systems and will keep the data as long as the study 
medication is marketed or under investigation and also as required by the regulations. Your personal 
identity, that is your name, address, and other identifiers, will remain confidential. 

In the sponsor’s database, you will only be referred to by a code number and initials as according to 
National Statement 3.2 Databanks. Only your doctor will be able to link the code number to your name and 
will keep this information for 15 years after study completion. Sufficient measures will be taken by the 
study doctor and the sponsor to maintain your confidentiality.  

The sponsor may use the project results in further trials/studies in the de-identified form (they will have no 
access to the code list); therefore by agreeing to participate you will also be giving permission for possible 
further use of your results. 

B. Case Report Form (CRF) 

Information about you may also be obtained from your medical records held at this, and other, health 
services for the purpose of this research. Any information taken from these records will be recorded on 
special forms (CRF) by the Investigator/s and the PARC Clinical Research staff. These forms will be coded by 
your study numbers, your gender and birth date. The original of these forms will be kept at the study site 
and the electronic forms will be filled accordingly and sent to a representative of Akaal Pharma Pty Ltd 
during the study. These data will be transferred to other locations within the Australia, or other countries 
for review or analysis but only by qualified and authorized personnel of Akaal or its designee. Akaal 
representatives will comply with internal procedures to protect personal information even in countries 
whose data privacy laws are less strict than those of this country. Information from these forms will be 
added to a computerised database managed by this representative and will be part of the study results, 
which may be published. This database will be protected by the use of a password. No information that can 
identify you will be collected from the study site.  

A copy of these forms and your study medical record will be kept 15 years with all other study related 
documents. 

This information can be reviewed by authorised individuals from Akaal Pharma Pty Ltd or affiliates, 
contractors and/or Health Authorities or Government Agencies (including the Therapeutic Goods 
Administration, as well as health authorities in USA and other countries) and delegates of HREC for the 
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purpose of confirming the accuracy of the research study data. By signing the consent section, you 
authorise release of, or access to, this confidential information to the relevant study personnel and 
regulatory authorities as noted above. 

C. Publications 

A report of the study results may be submitted for publication. In any publication and/or presentation, 
information will be provided in such a way that you cannot be identified, except with your permission. Data 
collected and recorded on study forms are the property of Akaal. In the event of any publication regarding 
this study, your name will not be disclosed.  

D. GP notification 

It is desirable that your family doctor be advised of your decision to participate in this research project. By 
signing the Consent Form, you agree to your family doctor being notified of your decision to participate in 
this research project. 

You have a right of access to your personal information. If you want to know more about the clinical sites 
approach to privacy or access any of your information held you can contact the site on 08 8222 2712.  

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. 

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 or 
nominee, 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.  

 You can seek independent legal advice before taking any steps towards compensation for injury. 

18. Who is organising and funding the research? 

Akaal Pharma Pty Ltd is funding the research and may benefit financially from this research project if, for 
example, the project assists Akaal Pharma Pty Ltd to obtain approval for a new drug. 

By taking part in this research project you agree that samples of your blood, urine (or data generated from 
analysis of these materials) may be provided to Akaal Pharma Pty Ltd.  

Akaal Pharma Pty Ltd may directly or indirectly benefit financially from your samples or from knowledge 
acquired from you and through analysis of your samples. 

In addition, if knowledge acquired through this research leads to discoveries that are of commercial value 
to Akaal Pharma Pty Ltd or nominee, there will be no financial benefit to you or your family from these 
discoveries. 

Clinical site will receive a payment from Akaal Pharma Pty Ltd 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). 

19.  Will I be paid to take part in this research project? 

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 project will be provided to you free of 
charge. 
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Reasonable expenses made due to your participation in this study (i.e. travel/parking to attend study visits) 
will be reimbursed up to a maximum of $50 per visit.  

20.  Who has reviewed the research project? 

All research involving humans is reviewed by an independent group of people called a Human Research 
Ethics Committee (HREC). The ethical aspects of this research have been approved by Research Ethics 
Committee at the Royal Adelaide Hospital.  

21. Further information and who to contact 

If you wish to speak to someone not directly involved in the study about your rights as a participant, or 
about the conduct of the study, you may also contact the Chairman of the Research Ethics Committee, 
Royal Adelaide Hospital, Dr Andrew Thornton on 8222 4139. You will need to tell Dr Thornton the name of 
the Principal Investigator listed below: 

Dr Richard Walsh  

Business hours contact : 8222 2712        After hours contact: 0449 295 435 

Medical enquiries should be directed to Dr Richard Walsh  

 

In the event of an emergency, you should use the emergency services in the usual way by dialling 000.
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Appendix: Study Schedule 

Assessment 

Screening 

(-28 to -1 

Days) 

Day 1 Day 8 Day 15 Day 22 Day 29 Day 36 

Informed Consent X       

Eligibility Criteria X       

Demographics/Medical History X       

BMI assessment X       

Hepatitis/HIV Serology Screen X       

Target site identification X       

Physical Examination X X  X  X  

Urine Pregnancy Test X X     X 

ECG X     X  

Pharmacokinetics Samplea     X   

Vital Signs (BP, temp, heart rate, 

respiratory rate) 
X X  X  X X 

Clinical Labs (haematology, 

chemistry, urinalysis) 
X X    X  

Assessments (Atopic dermatitis 

and itch) 
X X X X X X X 

Application site Irritation 

Assessment 
  X X X X X 

Photograph  X  X  X  

Urine drug screen X       

Concomitant Meds/Therapies X X X X X X X 

Assessment of side effects X X X X X X X 

Ointment application (Day 1-28)  X X X X   

Daily pruritus assessment diary 

(Day 1-28) 
 X X X X   

Key: a; Pharmacokinetic blood sample will initially be taken from the first 15 enrolled participants. If no 
drug is found in the blood of  the first 15 enrolled participants then this will not continue for the 
subsequent participants.  
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Participant Information Sheet and Informed Consent Form 

Version 4, Dated 24 April 2017 

FULL PROJECT TITLE:  A Phase II, Safety, Tolerability and Efficacy Study of Topical AKP-11 Administration 
to Participants with Atopic Dermatitis   

SITE:    PARC Clinical Research  

INVESTIGATOR:  Dr Richard Walsh  

1. I acknowledge that the nature, purpose and risks of the research trial and alternatives to participation have 
been fully explained to my satisfaction by the study doctor. 

2. Specifically, the details of the procedures proposed and the anticipated length of time it will take, the 
frequency with which the procedures will be performed and an indication of any discomfort that may be 
expected have been explained to me. 

3. I freely agree to participate in this research project according to the conditions detailed in the 
Participant Information and Consent Form which I confirm has been provided to me. 

4. I understand that I may not benefit from taking part in the trial.  
5. I have had the opportunity to discuss taking part in this investigation with a family member or friend. 
6. I understand that I should not father a child or become pregnant myself whilst taking part in this study. 

In the event of a pregnancy occurring, I agree to notify the investigator as soon as is practically possible. 
7. I have been told that no information regarding my medical history will be divulged to unauthorised third 

parties and the results of any tests involving me will not be published so as to reveal my identity. 
8. 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.  
9. I understand that I am free to withdraw from the study at any stage without prejudice to future 

treatment. If I decide to withdraw from the study, I agree that the information collected about me up to 
the point when I withdraw may continue to be processed. 

10. I am 18 years of age or over. 
11. I understand that my GP may be notified of my participation in this study.  
12. I declare that all my questions have been answered to my satisfaction. 
13. I have read, or have had read to me in a language in which I am fluent, and I understand the Participant 

Information and Consent Form.  
14. I understand that all specimens, samples, and data obtained from me during this study will become the 

property of Akaal and will be used and kept by Akaal for the purposes described in this Informed 
Consent Form. I further understand that Akaal has no plans to compensate (pay) me or to share in any 
possible profits that Akaal may derive (collect) from such specimens, samples, data, or materials. 
 

Name of Participant:_____________________________________________________________________ 

Signed:_______________________________________Dated:____________________    Time: _ _ : _ _ 

I certify that I have explained the study to the participant and consider that he/she understands what is involved. 

Signed:_______________________________________Dated:___________________________________ 

Name of Physician:_________________________________________________ _____________________ 

Note: All parties signing the Consent Form must date their own signature.  
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Form for Withdrawal of Participation  

Version 4, Dated 24 April 2017 

FULL PROJECT TITLE:  A Phase II, Safety, Tolerability and Efficacy Study of Topical AKP-11 Administration 
to Participants with Atopic Dermatitis   

SITE:    PARC Clinical Research  

INVESTIGATOR:   Dr Richard Walsh 

Declaration by Participant: 

I wish to withdraw from participation of the study titled “A Phase II, Safety, Tolerability and Efficacy Study 
of Topical AKP-11 Administration to Participants with Atopic Dermatitis”. I understand that such withdrawal 
will not affect my routine treatment, my relationship with those treating me or my relationship with the study 
site. 

 

Name of Participant:_____________________________________________________________________ 

Signed:_______________________________________Dated:____________________    Time: _ _ : _ _ 

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

Declaration of Principal Investigator (PI) or Co-Investigator (CI): A senior member of the research team must 
provide the explanation of and information concerning withdrawal from the trial.  

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

Signed:_______________________________________Dated:___________________________________ 

Name of Physician:______________________________________________________________________ 

 

 


