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PARTICIPANT INFORMATION SHEET 

A Feasibility Study of the GPX Embolic Device 

Short Title: GPX Embolic Device Study 

Principal Investigators: Dr Andrew Holden  
Sub Investigator: Mr Andrew Hill  
Clinical Site: Auckland City Hospital  
Sponsor: Fluidx Medical Technology, LLC 
            Salt Lake City, Utah 84115 
               United States of America 
 ______________________________________________________________________  
INTRODUCTION  
You are being invited to take part in this FIRST IN HUMAN clinical research study because you require 
a procedure to block off one of your blood vessels. The purpose of this study is to test whether the study 
device called the GPX Embolic Device works (successfully blocks the blood vessel) and is safe (causes 
you no harm). This Information Sheet explains the study. You may also wish to show this Information 
Sheet to your whanau/family, a friend or your family Doctor. Please feel free to ask the Research 
Coordinator or the Investigators as many questions as you like about the study. 

 
PARTICIPATION IS VOLUNTARY  
It is important that you read and understand the following principles before agreeing to take part in this 
study:  
• Taking part in the study is voluntary (it’s your choice).  
• You may or may not gain personal health benefits by taking part in this study – there is no guarantee; 
however, the information gained from your participation may help others in the future.  
• You may withdraw from the study at any time without giving a reason and without penalty or loss of 
any benefits to which you are otherwise entitled and your withdrawal will not influence your care. 
However, as this study procedure cannot be undone, it is strongly recommended that you attend all follow 
up visits so that your wellbeing can be monitored.  
• Your personal information will be kept private and confidential. The data collected for the reporting 
of the study will be de-identified.  
 
BACKGROUND  
Your study Doctor is asking if you would like to take part in this study because you have a blood vessel(s) 
that requires blocking in order to prevent blood flow to a specific area in your body. This type of procedure 
can be used to treat a variety of conditions such as blocking vessels that supply tumours, or blood vessels 
where the connections are different from normal, and is called “Catheter Embolisation”. 

Catheter embolisation can be used as a standalone procedure, or as part of a treatment plan, when further 
surgery is required. Your doctor will discuss this with you, along with the reasons for blocking a blood 
vessel. Currently, there are a number of devices available that are used to block blood vessels during a 
catheter embolization procedure, and these devices are called “embolic agents”. Typically, embolic agents 
are made from materials such as metal, glue and foam; and the location of the blood vessel your doctor 
wants to treat will usually dictate the type of device used.  
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During a catheter embolisation procedure, your doctor will take pictures of the blood vessel(s) to be 
blocked using dye and x-ray. This provides the Doctor with all the information needed to make a decision 
as to which device is the best treatment option for you. 

DEVICE DESCRIPTION 
The study device that will be used in this study is called the “GPX Embolic Device”; which includes two 
different polymers mixed in a syringe.  A polymer is a substance or material that has many small parts 
that when joined together make a larger object, like a beehive or a brick wall.  When the GPX Embolic 
material is outside of the body it is in a liquid state and becomes a solid when it is released into the blood 
vessel that will be blocked.  
 
STUDY DESCRIPTION  
This is a FIRST IN HUMAN study. This means that this method of blocking the flow of blood in vessels 
is unique; and that the study device is investigational and has not previously been used in humans. Fluidx 
Medical Technology, LLC, the study sponsor, has conducted extensive testing with the study device, 
using both animals and bench top models. Both of which are standard practice prior to a First in Human 
study, and have shown permanent vessel blockage.  
This study will enrol up to 20 patients at Auckland Hospital and Christchurch Hospital. 
 
PURPOSE 
The sponsor company, Fluidx Medical Technology, LLC  is looking at the how well the GPX Embolic 
Device blocks off blood flow, while collecting information on your health after the procedure to check 
that the study device does not cause you any harm. 
The study has several components, such as screening, the study procedure and follow up.  As a part of the 
study, we plan to follow up with you over the phone as this enables us to monitor your health and how 
well the study device is working. 
 
SCREENING 
To be in this study your doctor will need to assess your overall health condition and your medical history 
to ensure you meet all the criteria for inclusion in the study. If your Doctor decides you are suitable for 
this new treatment, you will be invited to participate in the study. Please take the time to read this 
information sheet and ask questions so that you understand the information contained within it. You are 
encouraged to show this information and discuss the study with anyone whose opinion you value. This 
may be your partner, family/whanau, a friend and/or your GP. After you have read through and understand 
this information and if you agree to participate, you will be asked to sign the consent form with the Doctor 
present. 
 
Screening will include a thorough medical history, review of medications, physical exam and blood tests.  
In some instances a Magnetic Resonance Angiogram (MRA) or CT scan may be required but this will be 
decided by your doctor as part of standard of care and will not be completed specifically for this study.  

PROCEDURE  
When you arrive in the procedure room, you will be given some medication to make you feel sleepy and 
either your groin or wrist area will be cleaned with a skin sterilizing liquid, depending on the access site 
chosen. The catheter embolisation procedure will begin with your groin or wrist being numbed with some 
anaesthetic and a small cut will be made. A small tube (catheter) will then be inserted into the cut and into 
the blood vessel. When we are in the right place, dye is injected into your blood vessel and at the same 
time an x-ray is taken. The x-ray uses radiation to take internal pictures of your body. This dye is 
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highlighted on the x-ray and shows what your blood vessel looks like on the inside. This will help your 
Doctor determine if you meet the final conditions for entry into the study. 

If your Doctor decides your blood vessel does not meet the conditions for using the GPX embolic device, 
you will be given the treatment that is most appropriate for you. This means a standard of care device will 
be used to block the blood vessel. At that point, you will not be enrolled into the study. 

If your Doctor decides you are able to be enrolled into the study the GPX Embolic Device will be injected 
to the blood vessel needing to be treated. Once in the blood vessel, the GPX Embolic device will solidify 
to a gel-like solid within a few minutes. Another picture will be taken with the dye and x-ray to make sure 
the blood vessel has been blocked. At this point, the procedure is complete; all tubing is removed from 
your body. The initial cut will be given a stitch or pressure will be placed on the cut for several minutes 
to help stop the bleeding. 

ROLE OF THE SPONSOR’S REPRESENTATIVE  
With your permission, Fluidx Medical Technology, LLC  personnel, or representative, may be present at 
the procedure. The role of the Fluidx Medical Technology, LLC  personnel, or representative, is to give 
technical support and typically they are present for the initial cases of any clinical trial. The Fluidx 
Medical Technology, LLC  personnel, or representative, will have had extensive experience with the study 
device during the animal and bench top testing phases, and may provide invaluable input during the study 
procedure. All of these actions will be done under the careful direction of your study doctor and does not 
affect your doctor’s ability to make decisions as to the best treatment for you. The Fluidx Medical 
Technology personnel, or representative may be present electronically to comply with the current 
international travel restriction presented by the COVID-19 pandemic. This will be live video and audio 
communication with the sponsor representative to allow for support and there is no intention to record the 
procedure for future use.  If these restrictions are lifted then the Fluidx Medical Technology personnel, or 
representative will be present in person during the procedure. 

FOLLOW UP  
The follow-up visit for this study is a phone call at 7 days and 30 days after the embolization procedure. 
During this visit or phone call you will be asked about any changes in your health and/or medications.  
The follow-up visit or phone call follows the treatment schedule you would normally have with this type 
of procedure. It is important that you participate in the follow-up visit or phone call so that the study team 
can monitor your health, as well as the performance of the study device.  
After you have completed the 30-day follow-up visit your participation in this study will be complete. 

PATIENTS WHO UNDERGO SUBSEQUENT SURGERY  
For patients who undergo an GPX embolic device procedure prior to surgery, additional testing on any 
surgically removed tissue may be conducted as part of your routine care. This may include examining 
the removed tissue through microscopes and saving these images to your medical records. If this 
information is collected as part of your routine care we would like to use this data to further study how 
the GPX embolic device performs within the tissue. This information will only be collected if it is part of 
your routine care so all tissue will be handled as per ADHB policy. If you would like the removed tissue 
returned to you, you are welcome to request this from your doctor. 

POSSIBLE RISKS  
The possible risks associated with the catheter embolisation will be the same regardless of your 
participation in the study. These will be fully explained to you by your Doctor and requires a separate 
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consent form which is standard for all patients undergoing this type of treatment. We encourage you to 
bring your whanau/family, if you wish them to be present during this or any other explanations. 

Possible risks associated with any blood vessel blocking device including the GPX Embolic device 
include but are not limited to: 

  How often is it likely to occur? How severe might it be? 

Allergic reaction/toxic effects <0.5% of the time (remote) Moderate to high 

Device migration (the device moves 
from where it was placed) <0.5% of the time (remote) High 

Fever or pain due to the procedure 0.5-5% of the time (occasional) Moderate to high 
Embolization of unintended vessel 
(blocking a non-target blood vessel) 0.5-5% of the time (occasional) Moderate to critical 

Peripheral embolism (a clot further 
out from the target blood vessel) Less than 0.5% of the time (remote) Moderate to critical 

Incomplete occlusion (the blood 
vessel is not blocked completely)  0.5-5% of the time (occasional)  Low to moderate 
Injury to the blood vessel <0.5% of the time (remote)  Low to moderate 
Stroke <0.5% of the time (remote)  Moderate to critical 
Heart attack <0.5% of the time (remote)  Moderate to critical 
Hemorrhage (Bleeding) <0.5% of the time (remote)  Moderate to critical 
Nerve damage <0.5% of the time (remote)  Moderate to critical 
Large-scale inflammation  0.5-5% of the time (occasional)  Low to high 
other treatments in the future are 
held back by difficulties seeing the 
treated area due to the embolic 
material  0.5-5% of the time (occasional) Low to moderate 

 

The GPX Embolic Material is made of 2 polymers. One polymer has a long history of safe use in humans. 
The other polymer has not previously been used in medical applications. However, long-term animal 
studies with the device have shown a good safety profile.   

POTENTIAL ADVANTAGES  
You may receive no benefit from taking part in this study. The results of this study and your response to 
the treatments and therapies may provide information that could help other patients with similar conditions 
in the future.  
 
PREGNANCY  
If you are pregnant then unfortunately you are excluded from taking part in this study. Should you become 
pregnant during this study, the risks to your foetus or embryo are unknown. Please inform your study 
Doctor immediately.  
 
ALTERNATIVE TREATMENT METHODS  
If you decide you do not want to take part in this study or if during the procedure you do not meet all of 
the conditions, your Doctor will decide on a different treatment. This could be a commercially available 
device or in some cases a surgical operation. There are other devices used routinely which the doctor can 
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choose from, this may include but is not limited to glue, coils, or plugs. Your Doctor will discuss these 
treatment options with you along with the risks and benefits of each. 

CONFIDENTIALITY 
Your identity as a participant in this study will remain strictly confidential as required by New Zealand 
law.  When carrying out this study, your medical results and personal information will be collected and 
kept in your medical file. This information will be used to complete separate study documents to 
communicate results with the sponsor, which is based in Salt Lake City, Utah in the United States of 
America. Please also note data transferred outside of New Zealand may be subject to different data 
protection laws. Data in these separate study documents include basic demographics, a basic medical 
history, laboratory test results, medications, and data collected during your time in hospital and the 
procedure, and during the follow-up visits. The data collected is to help the sponsor understand how the 
GPX embolic device is working and if there are any side-effects. In addition, as a part of this study, your 
medical imaging such as your procedure pictures will also be collected and sent to the sponsor for analysis. 
 
When your information is used on these study documents and when your medical imaging is sent to the 
lab or the overseas sponsor for analysis, your name will not be used.  The information will be de-identified 
and given a code. This will be completed electronically and any file containing your personal information 
will be manually de-identified before sending it to the sponsor.  Only your Doctor and the Research Team 
will know your identity.  
Any incidental findings discovered during the analysis of the study results will be passed on to the 
appropriate department of the hospital where a specialist appointment can be made with you to discuss 
these findings. 
 
A local study monitor (an authorized representative of the sponsor , Fluidx Medical Technology, LLC  ), 
will be provided with access to review your medical records to check the accuracy of the information. 
This is will be completed at Auckland City Hospital.  The coded study information is entered into a paper-
based file or electronic database set up specifically for the study byFluidx Medical Technology, LLC .  
Regulatory authorities such as the United States Food and Drug Administration (US FDA) may also 
review your medical records related to this study.  
At the end of this study it is probable that the information collected for all patients, including you, will be 
presented at a local or international scientific conference or published in a scientific journal. No material 
that could personally identify you will be used in any reports on this study.  By signing the consent form 
you give permission for your de-identified information to be used in this way. 
 
After the study is finished, your study data will be kept for a total of ten years in a secure storage facility. 
After ten years, the data will be destroyed using the appropriate data destruction techniques at the time. 
 
You can request to have access to your medical records and the information collected about you by 
contacting your study Doctor or Research Coordinator.  You may also request that any incorrect personal 
data be corrected. 
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COMPENSATION 
As this research study is for the principal benefit of its commercial sponsor Fluidx Medical Technology, 
LLC , if you are injured as a result of taking part in this study you won’t be eligible for compensation 
from ACC.  However, Fluidx Medical Technology, LLC  has satisfied the Northern B Health and 
Disability Ethics Committee that approved this study that it has up-to-date insurance for providing 
participants with compensation if they are injured as a result of taking part in this study.  New Zealand 
ethical guidelines for research studies require compensation for injury to be at least ACC equivalent and 
should be no less than would be awarded for similar injuries by New Zealand’s ACC scheme.  
Some sponsors voluntarily commit to providing compensation in accordance with guidelines that they 
have agreed between themselves, called the Medicines New Zealand Guidelines (Industry Guidelines). 
These are often referred to for information on compensation for commercial clinical trials. There are some 
important points to know about the Industry Guidelines: 
• On their own they are not legally enforceable, and may not provide ACC equivalent compensation.  
• There are limitations on when compensation is available, for example compensation may be available 
for more serious, enduring injuries, and not for temporary pain or discomfort or less serious or curable 
complaints.   
• Unlike ACC, the guidelines do not provide compensation on a no-fault basis: 
• The Sponsor may not accept the compensation claim if: 
• Your injury was caused by the investigators, or; 
• There was a deviation from the proposed research plan, or; 
• Your injury was caused solely by you. 
 

An initial decision whether to compensate you would be made by the sponsor and/or its insurers.  If they 
decide not to compensate you, you may be able to take action through the Courts for compensation, but it 
could be expensive and lengthy, and you might require legal representation.  You would need to be able 
to show that your injury was caused by participation in the trial.  You are strongly advised to read the 
Industry Guidelines and ask questions if you are unsure about what they mean for you.  We can give you 
a copy of these guidelines if you wish.  If you have private health or life insurance, you may wish to check 
with your insurer that taking part in this study won’t affect your cover.   

RIGHT TO WITHDRAW 
Taking part in this study is voluntary.  If you decide not to participate, or withdraw from the study at any 
time, your usual health care will not be affected in any way. You should know beforehand that once the 
GPX Embolic device is put into your body, this cannot be reversed.  For that reason we highly recommend 
that you attend the follow up visits so that we can check to see how you are doing. 
If you decide to withdraw from the study, you will need to tell your Doctor or Research Coordinator. The 
Doctor or Research Coordinator can then let you know if there are any health risks or special requirements 
linked to withdrawing. All data collected up to the point of your withdrawal will be processed for the 
purposes of this study but no further data will be collected or used.Your study Doctor may decide to stop 
your participation in the study. This may occur with or without your consent. If your study Doctor stops 
your participation in the study you will be notified.  The study may also be stopped by a regulatory 
authority such as the Ethics Committee, or by the Sponsor.You will be informed if new medical 
information arises that might affect your decision to participate.  
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CULTURAL STATEMENT  
We understand there may be cultural implications with respect to this intervention. For patients who 
undergo an GPX embolic device procedure prior to surgery (such as removing a cancer), additional testing 
on any surgically removed tissue will be conducted. You may hold beliefs about a sacred and shared value 
of all or any tissue samples removed. The cultural issues associated with sending your samples overseas 
and/or storing your tissue should be discussed with your family/ whānau as appropriate. 
There are a range of views held by Māori around these issues; some iwi disagree with storage of samples 
citing whakapapa and advise their people to consult before participating in research where this occurs. 
However, it is acknowledged that individuals have the right to choose.  If you would like to have karakia 
prior, please bring an appropriate support person. Otherwise, assistance can be sought from the Maori 
support team at the hospital. 

 
STATEMENT OF APPROVAL 
This study has received ethical approval from the Northern B Regional Ethics Committee. 

PROBLEMS OR QUESTIONS ABOUT THIS RESEARCH 

If you require further information or if you have any problems with this study or your family/Whanau 
wishes to discuss your treatment you can contact: 

 
 

Principal Investigator: 
Dr Andrew Holden 

 (09) 3074949 ext: 24540 
 

 
Research Coordinator: 

Elleni Takele 
 (09) 3074949  ext 21976 

 
You may also contact the health and disability ethics committee (HDEC) that 

approved this study on: 
0800 4 ETHICS (0800 4384427) 

Email:  hdecs@moh.govt.nz 
 

If you have any queries or concerns regarding your rights as a participant in this research study, 
You can contact an independent Health and Disability Advocate. 

This is a free service provided under the Health and Disability Commissioner Act 
NZ wide 0800 555 050; 

Free Fax:  0800 2 SUPPORT (0800 2787 7678) 
email:advocacy@hdc.org.nz 

 
If you require Māori cultural support talk to your whānau in the first instance. Alternatively you 
may contact the administrator for He Kamaka Waiora (Māori Health Team) by telephoning 09 

486 8324 ext 2324 
If you have any questions or complaints about the study you may contact the Auckland and 

Waitematā District Health Boards Maori Research Committee or Maori Research Advisor by 
telephoning 09 4868920 ext 3204 

 
 
 
 
 
 

mailto:hdecs@moh.govt.nz
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CONSENT FORM 
PARTICIPANT INFORMATION SHEET 

A Feasibility Study of the GPX Embolic Device 

Short Title: GPX Embolic Device Study 

Principal Investigators: Dr Andrew Holden 
Sub Investigator: Mr Andrew Hill 
Clinical Site: Auckland City Hospital 
Sponsor: Fluidx Medical Technology, LLC 
______________________________________________________________________  
 

 

 
   Request for Interpreter  

English I wish to have an interpreter Yes No 
Deaf I wish to have a NZ sign language interpreter Yes No 
Māori E hiahia ana ahau ki tetahi kaiwhaka Māori/kaiwhaka pakeha korero Ae Kao 

Cook 
Island 
Māori 

Ka inangaro au i tetai tangata uri reo Ae Kare 

Fijian Au gadreva me dua e vakadewa vosa vei au Io Sega 
Niuean Fia manako au ke fakaaoga e taha tagata fakahokohoko kupu E Nakai 
Sāmoan Ou te mana’o ia i ai se fa’amatala upu Ioe Leai 
Tokelaun Ko au e fofou   ki he tino ke fakaliliu te gagana Peletania ki na gagana 

o na motu o te Pahefika 
Ioe Leai 

Tongan Oku ou fiema’u ha fakatonulea Io Ikai 
 

I have heard and understood an explanation of the clinical study I have been invited to take part in. I have 
also been given, and I have read and understand Version 1 of the Participant Information Sheet and 
Consent Form, dated 15th April 2020. 

I understand that taking part in this study is voluntary (my choice). 

I have had the opportunity to use Family/Whanau support or a friend to help me ask questions and 
understand the study.  I have had time to consider whether to take part in the study. 
 
I know who to contact in the future if I decide to withdraw or if I require additional information. 

I will be given a signed and dated copy of this document for my records. 
 
I understand I can withdraw my consent at any time prior to and during the study, and if I do my medical 
care will not be affected nor will there be any legal consequences, penalty or loss of benefits to which I 
am entitled.  
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I agree to comply with the requirements of the study, follow the study Doctor’s instructions, and to inform 
the study Doctor about my medical background, medication, medical matters and all medical events that 
occur during the course of this study. 
 
I understand the compensation provisions for this clinical study as outlined in the Participant Information 
Sheet. 
 
I understand that my participation in this study is confidential and that no material that could identify me 
will be used in any reports on this study. 
 
I agree to an approved auditor, appointed by the Sponsor and/or a regulatory authority to review my 
relevant medical file for the purposes described in the Participant Information Sheet. 
 
I agree that my relevant de-identified personal data may be used and transferred for the purposes described 
in the Participant Information Sheet. Data transferred outside of New Zealand may be subject to different 
data protection laws. 
 
I know who to contact if I have any questions or concerns about the study.  
 
I agree to my General Practitioner (GP) being informed of my participation in this study. 
 
I agree to a sponsor personnel or representative to be present either in person or virtually for case support 
during the procedure. 
         Yes   No  
 
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. 
         Yes   No  
 
• I would like to receive a summary of the study results:     
         Yes   No  
 

Declaration by Participant: 
I hereby consent to take part in this study. 
 
Participant’s name: __________________________________________________ 
 

Signature: ______________________________   Date: ___________________ 
            (dd/mm/yy) 
Declaration by Investigator: 
I have given a verbal explanation of the research project to the participant and have 
answered the participant’s questions about it.   
I believe that the participant understands the study and has given informed consent 
to participate. 
 
Investigator’s name: _________________________________________________ 
                                        
Signature: _____________________Date: _____________Time: ___________ 
                                                                    (dd/mm/yy)                 (hh:mm)               

 
_________________       ____________________ _______________ 
 Interpreter’s Name                    Signature    Date 
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