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Participant Information Sheet/Consent Form 
 

Intervention Study – Adult providing own consent  
 

< Insert Hospital Name> 
 

Title A phase III multicentre blinded controlled clinical  
non-inferiority trial of cryopreserved platelets vs. 
conventional liquid-stored platelets for the management of 
surgical bleeding 

 

 
 
 
 Short Title The Cryopreserved vs. Liquid Platelets trial: CLIP-II 

Protocol Number ANZIC-RC/MR002 

Project Sponsor Monash University 

Principal Investigator < Insert PI Name> 
 Location < Insert Hospital Name> 
  

 

Part 1 What does my participation involve? 
 
 
1 Introduction 

 
You are invited to take part in this research project because you have been scheduled to have 
cardiac surgery. This research project is testing a new treatment for the management of surgical 
bleeding in participants who are having cardiac surgery. The new treatment is called cryopreserved 
platelets. 
 
This Participant Information Sheet/Consent Form tells you about the research project. It explains 
the tests and treatments involved. Knowing what is involved will help you decide if you want to take 
part in the research. 
 
Please read this information carefully. Ask questions about anything that you don’t understand or 
want to know more about. Before deciding whether or not to take part, you might want to talk about 
it with a relative, friend or your local doctor. 
 
Participation in this research is voluntary. If you don’t wish to take part, you don’t have to. You will 
receive the best possible care whether or not you take part. 
 
If you decide you want to take part in the research project, you will be asked to sign the consent 
section. By signing it you are telling us that you: 
• Understand what you have read 
• Consent to take part in the research project 
• Consent to have the tests and treatments that are described  
• Consent to 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. 
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2  What is the purpose of this research? 
 
The purpose of this study is to assess the effectiveness of cryopreserved platelets (platelets 
preserved by freezing) compared to conventional liquid platelets for the treatment of bleeding in 
cardiac surgical patients. 
 
Platelets are cells in the blood that help to stop bleeding.  Even if there are no problems during the 
surgery, patients having heart operations sometimes bleed and may require platelet transfusions. 
This is partly because a patient’s blood must be temporarily ‘thinned’ (i.e. stopped from clotting) to 
allow the operation to proceed, and partly because the heart-lung machine usually required for 
cardiac surgery can use up a patient’s own platelets. Transfusion of platelets, like transfusion of 
red blood cells, can be life-saving for patients during or after cardiac surgery.   
 
Currently, platelets from blood donors must be used within 5 days or else discarded.  This has major 
implications for the availability of platelets. Especially in smaller hospitals, patients needing platelet 
transfusions sometimes have to wait many hours for supplies to be delivered from city blood banks, 
or are unable to receive platelets at all.  
 
Cryopreservation (freezing) of platelets is a promising new technology that may allow smaller 
hospitals to provide platelet transfusions, reduce overall platelet wastage, and possibly produce a 
better result by making blood clot more effectively. More than 1000 units of cryopreserved platelets 
have been given to Australian and other soldiers in military hospitals in Afghanistan with no reported 
adverse effects. Patients who received more cryopreserved platelets had better outcomes than those 
who received smaller doses. In the United States, a small (73-patient) clinical trial of cryopreserved 
platelets versus conventional liquid-stored platelets for treatment of bleeding after cardiac surgery 
found blood loss in the patients who received cryopreserved platelets was significantly less, and 
fewer blood transfusions were required. A Czech trial compared the outcomes of cryopreserved 
platelets given to 25 patients (mostly after trauma) with those of liquid-stored platelets given to 21 
patients, finding clotting occurred more quickly with cryopreserved platelets, but no other differences 
between the two groups. A study of 28 United States bleeding haematology patients gave varying 
doses of cryopreserved platelets, which were effective in controlling bleeding and did not cause more 
adverse events than a control group who received liquid-stored platelets. Our own Australian pilot 
study compared bleeding and other outcomes in 23 cardiac surgery patients given cryopreserved 
platelets with 18 patients treated with liquid-stored platelets. There was no difference in bleeding, 
transfusion requirement, or any adverse effect. This is the entire known experience of cryopreserved 
platelets. However, this evidence is insufficient to justify a change in current practice or obtain 
regulatory approval. We are therefore testing this promising technology in a large trial in Australian 
hospitals. 
 
Cryopreservation of platelets is an experimental treatment. This means that it is not currently an 
approved treatment for the control of bleeding in Australia. 
 
This research has been funded by the Australian Government’s National Health and Medical 
Research Council (NHMRC). 
 
This research is being conducted by the Australian and New Zealand Intensive Care Research 
Centre at Monash University.  
 
3 What does participation in this research involve? 
 
You have been asked to consider participation in this study because you are going to have cardiac 
surgery and have met the inclusion criteria specific to the study.  The consent form will need to be 
signed prior to any study assessments being performed.  
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Currently patients undergoing cardiac surgery receive liquid-stored platelets if they require a platelet 
transfusion.  Cardiac surgery patients have been chosen for this study as they more commonly 
require platelet transfusions than any other surgical group. We cannot know before your operation 
whether you will need a platelet transfusion. You will be entered into the study ONLY if your treating 
doctors (not the researchers) think you need a platelet transfusion and you have given consent to 
participate.  

If your treating doctors do not think you require a platelet transfusion during or after your surgery, 
you will not be enrolled in the trial even though you have provided this consent to participate. 
 
If your treating doctors do think you require a platelet transfusion, the following will occur: 
 

1. Treatments: You will be participating in a randomised controlled research project. 
Sometimes we do not know if treatments are equally good or better for treating a condition. 
To find out we need to compare different treatments. We put people into two groups and 
give each group a different treatment. The results are then compared. To try to make sure 
the groups are the same, each participant is put into a group by chance (random).  
You will be given the treatment of either: cryopreserved platelets or conventional liquid 
platelets. You will have a one in two chance of receiving either of these two treatments.  
You will be participating in a double-blind study. This means that neither you nor your study 
doctor will know which treatment you are receiving. However, in certain circumstances your 
study doctor can find out which treatment you are receiving.  
If you are allocated to receive cryopreserved platelets, you will receive up to a maximum of 
three of these transfusions. The number of transfusions you receive will be decided by your 
treating doctors. If your treating doctors still think you need platelet transfusions after these 
three, you will receive conventional liquid platelets from then on. If you are allocated to 
receive conventional liquid platelets, your treatment will be no different compared to if you 
had not participated in the trial. 
 

2. Information collected: The researchers will collect routine information that is written in the 
hospital chart of every patient having cardiac surgery. This will include details of your past 
health, age, height, weight, operation, the amount of fluid and blood products you receive, 
the quantity of bleeding and records of your blood pressure and heart rate, that are 
collected routinely in all patients having cardiac surgery. No additional blood tests or 
procedures are needed for this trial. The results of some routine blood tests and procedures 
may be collected. The information collected will be identified only by your initials and a 
study number. Therefore, when the information is sent to Monash University for analysis, 
no-one outside this hospital will be able to identify you from the information they are given.  

 
3. Follow-up: If you have been discharged from the hospital, the researchers at the hospital 

will contact you 90 days after your operation in order to record your progress. This will be a 
single telephone call with only one question (i.e. ‘how have you been after leaving 
hospital’). This phone call at 90 days is the finish of your involvement in the study. 
 

There are no additional costs associated with participating in this research project, nor will you be 
paid. 
 
This research project has been designed to make sure the researchers interpret the results in a fair 
and appropriate way and avoids study doctors or participants jumping to conclusions.  
 
The research information will be checked by representatives of Monash University to ensure it is 
accurate.  
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Your information will only be used for the purpose of this research project or closely related 
research on platelets.  
 
4 What do I have to do? 
 
Participation in this study does not involve any changes to your usual diet, medications or lifestyle. 
All treatments, as described in the section above will finish during your stay in the intensive care 
unit. You will only have to provide contact phone numbers for the telephone call at 90 days after 
your operation.   
 
5 Other relevant information about the research project 
 
In total 202 participants will take part in this trial from approximately 12 Australian hospitals. This 
trial is a result of a collaboration of doctors and researchers from the Australian Red Cross Blood 
Service (ARCBS), the Australian and New Zealand Intensive Care Research Centre at Monash 
university, the Australian and New Zealand College of Anaesthetists Clinical Trials Network, the 
Australian and New Zealand Intensive Care Society Clinical Trials Group and the Australian 
Defence Force. This is an investigator led study. This means it has been designed by the study 
doctors at the hospitals and the Blood Service, not a private company. 
 
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 project 
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, your relationship with those treating you or your relationship with 
<insert institution name>. 
  
7 What are the alternatives to participation?  
  
You do not have to take part in this research project to receive treatment at this hospital. Other 
options are available; these include not participating in the study and receiving conventional liquid 
platelets.  
 
8 What are the possible benefits of taking part? 
 
There will be no clear benefit to you from your participation in this research. The results of this 
study are anticipated to benefit future patients, particularly those in rural and remote hospitals that 
currently cannot supply conventional (i.e. not cryopreserved) platelets. It is possible that 
cryopreserved platelets might be more or less effective in stopping bleeding. If your bleeding is not 
controlled with cryopreserved platelets you will be given conventional platelets immediately.  
Participation in this research study does not allow you to receive any compensation, or other 
financial benefit.   You may request to receive information about your health from any laboratory 
tests performed in this study. 
 
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 
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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. 
 
The risks for you undertaking this study are considered minimal. There have been no adverse events 
reported with cryopreserved platelets in more than 1000 transfusions. The platelets are suspended 
in dimethyl sulphoxide (DMSO), which prevents them being damaged by ice crystals as they are 
frozen. At high doses (>1g/kg patient body weight), DMSO can cause headaches and nausea, and 
at even higher doses heart and kidney problems. However, the amount of DMSO in the 
cryopreserved units of platelets being supplied in the study will contain less than 1 gram. The most 
any participant will receive will be three cryopreserved platelet units, so the quantity of DMSO 
received will be only 3-6% of that known to cause even the most mild side effects. No evidence of 
DMSO toxicity has ever been identified with cryopreserved platelet transfusion. We therefore 
consider the risk associated with DMSO to be negligible. 
 
You would only be given platelets if your treating doctors (not the study investigators) thought your 
blood was not clotting effectively. It is possible that the cryopreserved platelets may be more effective 
in causing blood to clot. While this might be beneficial, it might also increase the risk of unwanted 
blood clotting elsewhere in the body – for example in the veins of your legs or the arteries of your 
heart. Blood clots in such places are a risk of the surgery, even if you were not in the trial. If there is 
any sign of unwanted clotting, the study platelets will be stopped and your doctors may give you an 
anti-clotting medication. 
 
In the unlikely event that you suffer an injury as a result of participating in this trial, hospital care and 
treatment will be provided by the public health service at no extra cost.  Neither the hospital nor the 
investigators guarantee that compensation for other loss or injury (such as health care costs not 
covered by public health services) will be available. However, by your signing the consent form, you 
have not waived any legal or other right to seek compensation, including legal rights for negligence 
or other causes of action. 
 
10 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. 
 
11 Can I have other treatments during this research project? 
 
All the other treatments you would usually receive whilst in intensive care will continue. In particular, 
all the usual treatments for bleeding after cardiac surgery will be provided.  
 
12 What if I withdraw from this research project? 
 
If you wish to withdraw from this study please advise the study team.  There will be no 
disadvantage to you if you do decide to withdraw. 
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If you do decide to leave the study, the researchers would like to keep the personal and/or health 
information that has been collected. This is to help them make sure that the results of the research 
can be measured properly. If you do not want them to do this, inform the researchers before you 
withdraw from the study. 
 
13 Could this research project be stopped unexpectedly? 
  
This research project may be stopped unexpectedly for a variety of reasons. These may include 
reasons such as: 

• Unacceptable side effects 

• The cryopreserved platelets being shown not to be effective 

• The cryopreserved platelets being shown to work and not need further testing 
 
14 What happens when the research project ends? 
  
The study will end when the researchers record your clinical progress from the medical chart or by 
telephone at 90 days after your operation. Once the study has finished there is nothing more 
required of you. 
 
Upon request, you can be provided with a summary of the results when the research project is 
completed. 
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Part 2 How is the research project being conducted? 
 
 
15 What will happen to information about me? 
 
By signing the consent form you consent to the study doctor and relevant research staff 
collecting and using personal information about you for the study. Any information obtained in 
connection with this research project that can identify you will remain confidential. 
 
You will be assigned a study number and any information collected will be transcribed using this 
study number. The research staff will keep a list of participant’s specific identifiers (name, 
hospital record number, date of birth) and the study number assigned to them in a separate 
location to the study information collected. This allows for re-identification of the participants for 
auditing purposes. 
 
Information about you may need to 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 these health records if they are relevant to your participation in this study.  
 
All information from this study will be stored in a locked cupboard, accessed only by the research 
staff associated with the trial. Information will be entered into a secure database only accessible 
by the investigating team.  Information obtained from this research study will be transferred to the 
Australian and New Zealand Intensive Care Research Centre at Monash University, Melbourne. 
Your name or personal information will not be identified in any of the data produced. All records 
will be kept for 15 years as per the guidelines for clinical research and will be destroyed after this 
time. No information will be disclosed or made publicly available to anybody unless the law 
requires this disclosure.  
 
Your health records and any information obtained during the research project are subject to 
inspection (for the purpose of verifying the procedures and the data) by the relevant authorities 
and authorised representatives of the Sponsor, Monash University, the institution relevant to this 
Participant Information Sheet, <insert name of site>, 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. 
 
In accordance with relevant Australian and <insert name of state> 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. 
 
Your information will only be used for the purpose of this research project or closely related 
research on platelets and it will only be disclosed with your permission, except as required by 
law. 
 
It is anticipated that the results of this study 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 express permission. Confidentiality will be maintained 
as only grouped results will be published. 
 
Information about your participation in this research project may be recorded in your health 
records. 
 
16 Complaints and compensation 
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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. 
 
In the event of loss or injury, the parties involved in this research project have agreed to a 
compensation agreement. Compensation may be available if your injury or complication is caused 
by the study treatment or by the negligence of any of the parties involved in the study.  If you 
receive compensation that includes an amount for medical expenses, you will be required to pay 
for your medical treatment from those compensation monies.  
 
17 Who is organising and funding the research? 
 
This research study is being conducted by Monash University, for the Coordinating Principal 
Investigator, Professor Michael Reade and the hospital Principal Investigator, <Insert PI name>. 
This research has received funding from the National Health and Research Council of Australia.   
 
The <Insert hospital name> receive a payment from Monash University 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).  
 
18 Who has reviewed the research project? 
 
All research in Australia involving humans is reviewed by an independent group of people called 
a Human Research Ethics Committee (HREC).  The ethical aspects of this research project 
have been approved by the Austin Health 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. 
 
Approval for this study has also been given by <Insert hospital name> where the research will 
be carried out.  
 
19 Further information and who to contact 
 
The person you may need to contact will depend on the nature of your query. 
 
If you want any further information concerning this project or if you have any medical problems 
which may be related to your involvement in the project (for example, any side effects), you can 
contact the principal study doctor on <Insert phone number> 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 

 

Name <Insert contact name> 

Position <Insert contact’s position> 

Telephone <Insert phone number> 

Email <Insert contact’s email address> 

Name <Insert contact name> 

Position <Insert contact position> 

Telephone <Insert phone number> 

Email <Insert contact’s email address> 
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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 and HREC Executive Officer details 

 
Local HREC Office contact (Single Site - Research Governance Officer) 

Reviewing HREC name Austin Health Human Research Ethics Committee 

HREC Executive Officer Ethics and Research Governance Manager 

Telephone (03) 9496 5000 

Email ethics@austin.org.au 

Name <Insert name> 

Position <Insert position> 

Telephone <Insert telephone> 

Email <Insert email address> 
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Consent Form - Adult providing own consent 
 

Title 

A phase III multicentre blinded controlled clinical  
non-inferiority trial of cryopreserved platelets vs. 
conventional liquid-stored platelets for the 
management of surgical bleeding 

  
Short Title The Cryopreserved vs. Liquid Platelets trial: CLIP-II 

 
Protocol Number ANZIC-RC/MR002 

Project Sponsor Monash University 

Principal Investigator <Insert PI name> 

Location  <Insert Site name> 

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

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

I give permission for my doctors, other health professionals, hospitals or laboratories outside 
this hospital to release information to <Insert site name> concerning my disease and treatment 
for the purposes of this project. I understand that such information will remain confidential.  
 

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

I freely agree to participate in this research project as described and understand that I am free 
to withdraw at any time during the study without affecting my future health care.  
 
I understand my information will only be used for the purpose of this research project or closely 
related research on platelets.  
 
 

I understand that I will be given a signed copy of this document to keep. 
 
Declaration by Participant – for participants who have read the information 
 

 

Name of Participant (please print)  _________________________________________________ 
 
Signature _______________________________ Date _______________________________ 
 

 
Declaration - for participants unable to read the information and consent form 

Witness to the informed consent process 

Name (please print) __________________________________________________________ 
 
Signature _______________________________ Date ______________________________ 
 * Witness must be 18 years or older. 
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Declaration by Study Doctor/Senior Researcher† 

 

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

 
 Name of Study Doctor/ 

Senior Researcher† (please print) 
  

  
 Signature   Date   

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

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

I understand that, if I decide to discontinue the study treatment, I may be asked to allow follow-
up telephone call to allow collection of information regarding my health status.  Alternatively, a 
member of the research team may request my permission to obtain access to my medical 
records for collection of follow-up information for the purposes of research and analysis. 
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