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The Participant Information Sheet 
 

 
Your letterhead 

Formal Study title:  Cryopreserved vs Liquid Platelets Trial: CLiPNZ-II 

Locality:  Ethics Committee Ref:  

Lead Investigator:  Contact phone number: 
 

 

 

Kia Ora, Talofa lava, Greetings, 你好, Bula vinaka, Namaste, Malo e lelei, Salaam 

 

You are invited to take part in a research study called CLiPNZ-II, which stands for   

Cryopreserved versus Liquid Platelets trial: New Zealand.  Whether or not you agree to take 

part is voluntary (your choice). If you decide you don’t want to take part you don’t have to 
give a reason and it won’t affect the care you receive. If you choose to take part now, but 

change your mind later, you can pull out of the study at any time without experiencing any 

disadvantage.   

 

This Participant Information Sheet will help you decide if you’d like to take part. It sets out 
why we are doing the study, what your participation would involve, what the benefits and 

risks to you might be, and what would happen after the study ends. We will go through this 

information with you and answer any questions you may have. You do not have to decide 

straight away whether or not you will participate in this study. Before you decide you may 

want to talk about the study with other people, such as family, whānau, friends, or 
healthcare providers. Feel free to do this. 

 

If you agree to take part in this study, you will be asked to sign the Consent Form on the last 

page of this document.  You will be given a copy of both the Participant Information Sheet 

and the Consent Form to keep. 

 

This document is 7 pages long, including the Consent Form.  Please make sure you have 

read and understood all the pages. 

 

CLiPNZ-II is registered at the ANZCTR.ORG.AU 

 

WHAT IS THE PURPOSE OF THE STUDY? 

Platelets are one of the tiny cells in your blood.  They help your body form clots to stop 

bleeding. Platelet transfusion is a life-saving component in the treatment of major bleeding 

from any cause including cardiac surgery, trauma, and other medical conditions.  In New 

Zealand, regional hospitals are restricted to having only few bags of platelets in stock, whilst 

smaller hospitals have no stock. Once donated, platelets only have a short shelf life of 7 

days after which they must be discarded.  New Zealand Blood Service (NZBS) discards 30% 

of all platelets because they expire before being able to be used.  
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The NZBS has developed an innovative method of manufacturing platelets using 

cryopreservation,  a promising technology that allows platelets to be frozen and stored at a 

temperature of -80oC for 2 years.  Effective cryopreserved storage would allow smaller 

hospitals to provide platelet transfusions, reduce overall platelet wastage, and possibly 

produce better patient outcomes. To date, 36 bags of  cryopreserved platelets have been 

transfused to 16 patients, ranging from 1 to 3 bags of cryopreserved platelets per patient. 

 

The aim of this study is to assess the effectiveness, safety and healthcare costs of 

cryopreserved platelets, compared to conventional liquid-stored platelets, for the 

management of  bleeding after cardiac surgery. This study will recruit approximately 800 to 

900 patients in order to collect data from 228 patients who receive a platelet transfusion, and 

will be conducted in 5 hospitals in New Zealand that perform cardiac surgery.  

 

 

 

WHAT WILL MY PARTICIPATION IN THE STUDY INVOLVE? 

You were invited for this study because you are undergoing open-heart surgery and may 

require platelet transfusion during your operation or while you are in the intensive care unit 

(ICU). 

 

If you choose to participate, should you require a platelet transfusion as part of your 

treatment whilst in hospital, you will be randomly (by chance, like the flip of a coin) assigned 

to receive liquid-stored platelets (usual care arm) or cryopreserved platelets (intervention 

arm) using a secure internet based system. You will only receive platelets if your doctors 

decide that a platelet transfusion is needed.  No extra tests or procedures will be performed 

that are not part of your routine care.  Once you have been assigned a treatment group the 

hospital blood bank will receive an email notification informing them what group you have 

been assigned to. Study platelet transfusion can begin in either the operating theatre or in 

ICU.  The nurses and doctors will not know which group you are allocated to. Once you are 

discharged from the ICU, you will no longer receive the study platelets.  The research team 

will inform you if you received platelets during your hospital stay. 

 

If you received platelets at any time during your surgery or in the ICU, the research team will 

take information required for the study from your medical records. Contact information is 

collected in order to arrange a follow-up telephone call at 90 days after your randomisation 

which will take no longer than a few minutes.  If you do not receive platelets, we will not 

collect any information and will not contact you at day 90.   

 

 

WHAT ARE THE POSSIBLE BENEFITS AND RISKS OF THIS STUDY? 

There are some risks associated with any blood product transfusion.  For this study, 

Dimethyl Sulfoxide (DMSO) is used as a cryoprotective agent when preparing the 

cryopreserved platelets.  DMSO is known to cause brain, heart and kidney toxicity although 

this is only at levels 50 to 100 times higher than that used in a bag of cryopreserved 

platelets.  However, to limit the risk of DMSO toxicity, a maximum of 3 bags of study 

platelets will be given, any further transfusions will be standard issue liquid platelets.   
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Other potential risks such as bleeding may occur, should the cryopreserved platelets not 

work as intended.  You will be closely monitored and treated immediately if problems 

requiring treatment arise. 

 

There may not be any direct benefit to you for taking part in this study.  Information obtained 

from this study will help us assess efficacy and safety of cryopreserved platelets and reduce 

overall platelet wastage. 

 

 

WILL ANY COSTS BE REIMBURSED? 

There is no cost to participating in this study, and there is no payment for participation. The 

running of this study has been funded by the Health Research Council of New Zealand.  

 

WHAT IF SOMETHING GOES WRONG? 

If you were injured in this study, you would be eligible to apply for compensation from ACC 

just as you would be if you were injured in an accident at work or at home. This does not 

mean that your claim will automatically be accepted. You will have to lodge a claim with 

ACC, which may take some time to assess. If your claim is accepted, you will receive 

funding to assist in your recovery. 

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. 

 

WHAT WILL HAPPEN TO MY INFORMATION? 

During this study, if you receive platelets, the research team will record information about 

you and your study participation. This includes the results of blood tests and routine data 

collected during your hospital stay. No information that is non-essential to the study will be 

recorded. If needed, information from your hospital records and your GP may also be 

collected. You cannot take part in this study if you do not consent to the collection of this 

information. 

Identifiable Information 

Identifiable information is any data that could identify you (e.g. your name, date of birth, or 

address).  The following groups may have access to your identifiable information: 

• Site staff (to complete study assessments) 

• Study monitors from Medical Research Institute of New Zealand (MRINZ) to make 

sure the study is being run properly and that the data collected is accurate. 

• Ethics committees, or government agencies from New Zealand or overseas, if the 

study or site is audited. Audits are done to make sure that participants are protected, 

the study is run properly, and the data collected is correct. 

• Your usual doctor, if a study test gives an unexpected result that could be important 

for your health. This allows appropriate follow-up to be arranged.  

• Rarely, it may be necessary for the Study Doctor to share your information with other 

people – for example, if there is a serious threat to public health or safety, or to the 
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life or health of you or another person OR if the information is required in certain 

legal situations.  

 

De-identified (Coded) Information 

To make sure your personal information is kept confidential, information that identifies you 

will not be included in any report generated by the research team. Instead, you will be 

identified by a code. The intensive care research team will keep a list linking your code with 

your name, so that you can be identified by your coded data if needed.  

The following groups may have access to your coded information: 

• The sponsor (MRINZ, Wellington New Zealand), for the purposes of this study.  

• Regulatory or other governmental agencies worldwide. 

Security and Storage of Your Information. 

Your identifiable information is held at [site name] during the study. After the study it is 

transferred to a secure archiving site and stored for at least 10 years, then destroyed. Your 

coded information will be entered into electronic case report forms and sent through a 

secure server to the sponsor. Coded study information will be kept by the sponsor in secure, 

cloud-based storage indefinitely. De-identified data will be sent to Australia for analysis by 

statisticians at the Monash University Department of Epidemiology and Preventive Medicine. 

All storage will comply with local and/or international data security guidelines.  

Risks. 

Although efforts will be made to protect your privacy, absolute confidentiality of your 

information cannot be guaranteed. Even with coded and anonymised information, there is no 

guarantee that you cannot be identified.  The risk of people accessing and misusing your 

information (e.g. making it harder for you to get or keep a job or health insurance) is 

currently very small, but may increase in the future as people find new ways of tracing 

information. 

As the coded information is being sent overseas to Australia, there may be no New Zealand 

representation on overseas organisations which make decisions about the use of your 

information.  There is a risk that overseas researchers may work with information in a way 

that is not culturally appropriate for New Zealanders. 

This research includes basic information such as your ethnic group, geographic region, age 

range, and sex. It is possible that this research could one day help people in the same 

groups as you.  

Rights to Access Your Information. 

You have the right to request access to your information held by the research team. You 

also have the right to request that any information you disagree with is corrected.   

If you have any questions about the collection and use of information about you, you should 

ask any member of the research team.  

Rights to Withdraw Your Information. 
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You may withdraw your consent for the collection and use of your information at any time, by 

informing your Study Doctor.   

If you withdraw your consent, your study participation will end, and the study team will stop 

collecting information from you.  

If you agree, information collected up until your withdrawal from the study will continue to be 

used and included in the study. You may ask for it to be deleted when you withdraw, unless 

you withdraw after the study analyses have been undertaken.  

 

 

WHAT HAPPENS AFTER THE STUDY OR IF I CHANGE MY MIND? 

The results of the study will be published or presented, but not in a form that would 

reasonably be expected to identify you.  You can request a letter telling you about the study 

results. The letter will be sent to you once the final study report is available.   

If you wish to withdraw from the study then please contact the research team and let us 

know. Our telephone number can be found at the end of this document.  

 

WHO HAS APPROVED THE STUDY? 

 

This study has been approved by an independent group of people called a Health and 

Disability Ethics Committee (HDEC), who check that studies meet established ethical 

standards. The [insert Committee name] has approved this study. 

 

WHO DO I CONTACT FOR MORE INFORMATION OR IF I HAVE CONCERNS? 

If you have any questions, concerns or complaints about the study at any stage, you can 

contact:  

 Name, position 

 Telephone number 

 Email 

 

If you want to talk to someone who isn’t involved with the study, you can contact an 
independent health and disability advocate on: 

Phone:  0800 555 050 

Fax:   0800 2 SUPPORT (0800 2787 7678) 

Email:   advocacy@advocacy.org.nz 

Website:  https://www.advocacy.org.nz/ 

 

For Māori health support please contact: 

Name, position 

 Telephone number 

 Email 

 
You can also contact the health and disability ethics committee (HDEC) that approved this 
study on: 
 Phone:  0800 4 ETHIC 
 Email:  hdecs@health.govt.nz 
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Consent Form 
 

[CLiPNZ-II] 
Your letterhead 

 

I have read, or have had read to me in my first language, and I 
understand the Participant Information Sheet.   

  

I have been given sufficient time to consider whether or not to participate 
in this study. 

  

I have had the opportunity to use a legal representative, whānau/ family 
support or a friend to help me ask questions and understand the study. 

  

I am satisfied with the answers I have been given regarding the study and 
I have a copy of this consent form and information sheet. 

  

I understand that taking part in this study is voluntary (my choice) and that 
I may withdraw from the study at any time without this affecting my 
medical care. 

  

I consent to the research staff collecting and processing my information, 
including information about my health. 

  

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 consent to my GP or current provider being informed about my 
participation in the study, follow-up (if necessary) and of any significant 
abnormal results obtained during the study. 

Yes  No  

I understand that my de-identified data will be sent overseas. 
  

  

I agree to an approved auditor appointed by the New Zealand Health and 
Disability Ethics Committees, or any relevant regulatory authority or their 
approved representative reviewing my relevant medical records for the 
sole purpose of checking the accuracy of the information recorded for the 
study. 

  

I understand that my participation in this study is confidential and that no 
material, which could identify me personally, will be used in any reports 
on this study. 

  

I understand the compensation provisions in case of injury during the 
study. 

  

I know who to contact if I have any questions about the study in general.   

I understand my responsibilities as a study participant.   

I wish to receive a summary of the results from the study. Yes  No  
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Declaration by participant: 
I hereby consent to take part in this study. 
 

Participant’s name: 

Signature: Date: Time: 
 
 
 
Declaration by member of research team: 
 
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. 
 

Researcher’s name: 

Signature: Date: Time: 
 

 

Three copies: Original in study file, 1 copy in clinical records, 1 copy to the participant 
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