
• Although early TXA looks to be promising in 

patients at risk of ATC, it is possible there 

may be some risks. For example, although it 

may help stop bleeding, TXA may also cause 

excessive blood clotting. 

• Research like this can only be done if medical 

experts think the possible benefits balance or 

outweigh the possible risks.  

• You are always welcome to contact the 

research team, they are always available and 

your choices will always be respected. 
 

Will I be disadvantaged if I didn’t receive TXA?  

No. Patients in the control group always 

receive the very best standard of care. The 

possible benefits of TXA, when given early in 

severely injured patients alongside other 

standard treatments, are not proven.  

This study has received ethical approval from the 

Northern A Health and Disability Ethics Committee; 

reference number 14/NTA/123 
If you would like more information please call us 

anytime:  

Dr. Colin McArthur or Dr. Tony Smith 

Dept. Critical Care Medicine / St John 

Tel: 09 307 4949 ext. 24800 or 

Email: DCCM.Information@adhb.govt.nz 
  

If you have any queries or concerns regarding 

your/patient’s rights as a participant in this study, you 

may wish to contact an independent Health and 

Disability advocate. This is a free service provided 

under the Health & Disability Commissioner Act 

Free phone: 0800 555 050     Fax: 0800 2787  7678 

Email:  advocacy@hdc.org.nz 

 

For whanau support contact Maori Health Services 

If you require Māori cultural support talk to your whānau 

in the first instance. Alternatively you may contact the 

admin for He Kamaka Waiora (Māori Health Team) by 

phoning09 486 8324 ext 2324. If you have any questions 

orcomplaints about the study you may contact the 

 

www.patchtrauma.org 
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Information Security  

Risks associated with this 

study?  

Medical information is collected from the health 

records and stored so that individual patients 

cannot be identified. This data is stored securely in 

computer files and locked offices, only accessible to 

the research staff. It is required that this information 

be stored for at least 15 years upon completion of 

the study.  
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Compensation 

In the unlikely event of a physical injury as a result of 

your participation in this study, you may be covered 

by ACC under Accident Compensation (AC) Act 2001.  

ACC cover is not automatic, and level of 

compensation depends on a number of factors.  

(This statement does NOT relate to ACC cover for 

injuries that led to your participation in this study.) 



 

About ACUTE TRAUMATIC COAGULOPATHY 
After a severe injury a person may have uncontrolled 

bleeding, placing them at risk of bleeding to death. 

Coagulation (the formation of blood clots) is an 

important process in the body that helps control blood 

loss. Up to a quarter of severely injured people develop a 

condition called Acute Traumatic Coagulopathy (ATC). 

This affects the body’s ability to form blood clots and 

results in the breakdown of clots, leading to potentially 

increased blood loss and an increased risk of dying.  
 

Tranexamic acid (TXA) is drug that might help reduce 

the effects of Acute Traumatic Coagulopathy by 

preventing the breakdown of blood clots and might help 

control bleeding. TXA is approved for use by the 

Ministry of Health to reduce blood loss or the need for 

blood transfusion in patients undergoing elective 

surgery and some other situations when abnormal clot 

breakdown occurs. 
 

Recent evidence from developing countries suggests 

that TXA might work in injured patients as well, 

especially when given early, but it is not known whether 

there are significant benefits when used alongside other 

treatments for bleeding given in New Zealand. It is 

currently used occasionally by doctors with ambulance 

services and in emergency departments. 

The PATCH-Trauma Study 
This study investigates whether giving TXA as early as possible 

to severely injured adults results in increased survival and 

improved recovery from their injuries.  

 

This study is a randomised trial, which means it provides the 

highest quality evidence. Patients have a fifty-fifty chance (like 

tossing a coin) of either receiving the best usual care plus 

placebo, an inactive injection of salt water, or receiving TXA. 

There is no way of knowing who will get which treatment. 
 

You or your relative/whanau was enrolled in this study after the 

paramedics conducted a clinical assessment of injury and 

found you (or he/she) to be at risk of having Acute Traumatic 

Coagulopathy.  As part of this research, a slow intravenous 

injection of TXA or placebo was given by the paramedics.           

A 2nd dose (or placebo) was given by infusion for 8 hours, upon 

arrival to the hospital. To assess blood clotting, blood samples 

(no more than 10ml each) were collected upon arrival to the 

hospital, and at 8 & 24 hours after injury.  

 

To determine the effects of TXA compared to placebo, we look 

closely at all the observations on clinical charts and records. At 

5 -7 days after injury we will look for blood clots in the legs with 

an ultrasound test At 6 months, we would like to contact you 

to find out how well you (or your relative/whanau member) has 

recovered.  

 

 

 

Addressing uncertainties about the safety and effectiveness of early 

tranexamic acid for severely injured patients in advanced trauma systems 

Ethics of Emergency 

Research 

The PATCH-Trauma Study has 

been approved by the NZ Health 

and Disability Ethics Committee. It  

is funded by the Australian National 

Health & Medical Research Council 

and by a New Zealand Lotteries 
Grant.    
As you or your family/ whanau 

member was unable to consent at 

the time of injury, the Ethics 

Committee has approved  patients  

being enrolled into this research 

project without prior consent. 

 We will discuss the study with the 

patient and their family/ whanau  as 

soon as possible and appropriate. 

This is usually in the first few days 

after the patient is in ICU. We do 

not want to burden you when you 

are already worried and distressed. 

Decisions about the timing of this 

discussion are always made with 

your best interests at heart.  

NZ Information Brochure: Version 5.0 16 Jun 2016– Site: DCCM Auckland City Hospital            Page 2 of 2 


