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Principal Investigator: Hunter B. Moore, MD, PhD.
COMIRB No: 21-4214
Version Date: 11.14.21

Study Title: Phase I clinical trial utilizing direct peritoneal resuscitation in liver transplant 
recipient population at increased risk of return to the operating room and early allograft 
dysfunction.

You are being asked to be in a research study because you are about to have a liver transplant.   
This form provides you with information about the study. A member of the research team will 
describe this study to you and answer all of your questions. Please read the information below 
and ask questions about anything you don’t understand before deciding whether or not to take 
part. 

Why is this study being done?

This study is being conducted to assess the safety of Direct Peritoneal Resuscitation (DPR) in 
high-risk liver transplant patients. We want to also identify if this method of recovery after large 
surgery has the same benefits in liver transplant patients as have been appreciated in other 
surgical patients. The reason you are classified as a high-risk liver transplant recipient is due to 
your body mass index (BMI) and kidney function.  The combination of elevated BMI and 
impaired kidney function increases your risk of 1) needing intensive care unit (ICU) admission 
after surgery, 2) slow function of your new liver [technically termed Early Allograft Dysfunction 
(EAD)] and 3) need for more than one operation. We also aim to identify if DPR can reduce 
these risks and not cause other unexpected complications following surgery. DPR involves the 
infusion of a solution into the abdomen and has been shown to reduce edema and improve 
blood flow in organs. The solution used in this study is a commercially available peritoneal 
dialysate, a dextrose containing solution that is infused into the abdominal cavity and is routinely 
used in patients with end-stage renal disease requiring dialysis.

You are being asked to be in this research study because you have been evaluated for a liver 
transplant. Given your disease process and co-morbidities, you have been identified as having a 
higher risk needing an ICU admission, experiencing poor initial function of your transplanted 
liver, a condition known as EAD, and/or needing a re-operation after your liver transplant. 
Considering these risks, you may benefit from DPR in the hours after your surgery. 

Other people in this study
Up to 15 people from your area will participate in the study in this initial phase. 

What happens if I join this study?

If you join the study, your liver transplant will proceed as it normally would until near the end of 
your surgery. At this time, one drain will be placed inside your abdomen in addition to the 
routine surgical drains that are placed as part of the standard of care. This extra drain will be 
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used for dialysate infusion for up to 24 hours after your surgery. Outflow will be provided by the 
three intraabdominal drains placed as part of our standard practice. 

The duration of the DPR will depend on your surgeon’s assessment of your condition at the end 
of surgery. While our liver transplant patients are frequently admitted to the transplant ward at 
the end of their procedure, some require an ICU admission for close monitoring based on a 
variety of factors that impact their stability at the end of the case. If at the end of your case you 
are deemed safe to be admitted to the transplant ward, you will undergo direct peritoneal 
resuscitation for 8 hours while in the post anesthesia care unit (PACU), prior to being 
transferred to the ward. On the other hand, if you will be admitted to the Surgical Trauma 
Intensive Care Unit (STICU), the dialysate will run for up to 24 hours after your surgery. The 
drains will then be sequentially removed in the following days as you recover from your liver 
transplant, which is the standard of care for any surgical drain placed in our practice. 

In addition, we will gather basic data from your electronic medical record, starting from the time 
of your first transplant evaluation visit and up to 90 days after your surgery.
Participation in this study may increase the time spent in your evaluation by 15-20 minutes. 
Study follow-up information will be gathered from your medical record and will not require you to 
come to the transplant program any study-specific reasons. 

What are the possible discomforts or risks?
Discomforts you may experience while in this study include having an additional abdominal 
drain, which may cause pain and irritation at the skin incision site. In addition, as with all types 
with peritoneal dialysis, some patients may experience discomfort described as “crampy pain” at 
the beginning and/or end of infusion. This can be due to tube position and is sometimes referred 
to as “drain pain”. Lying or sitting in a different position can help alleviate this discomfort. 

As mentioned, this study involves the placement of an extra drain in the abdomen.  This drain 
requires an additional small incision in the skin like the other drains placed. There is a risk of a 
small scar from this incision.  The risk of bleeding from this drain site is the same risk as other 
drains placed.  This occurs under direct visualization and should have less than 1% risk of 
causing additional bleeding.  The risk of injuring other organs such as intestine is less than 1% 
from placement of the drain. The risk of the drain wrapping around bowel causing obstruction is 
estimated to be less than 1%.  

The dialysate solution infused in your abdomen contains sugar. There could be potential risk of 
requiring insulin beyond 24 hours, which is common in our patient population but unclear 
without conducting this research if DPR would increase this risk.  

The infusion of dialysate into the abdominal cavity after surgery comes with a risk of infection. 
The dialysis solution in this study will be administered within hospital sterile conditions and the 
duration will be 24 hours or less. We would anticipate that risk of infection with DPR infusion is 
less than 5% in the first 7 days and less than 10% in the first 30 days.

With infusion of DPR in a closed abdomen there is a risk that the fluid introduced causes 
increased abdominal pressure resulting in organ failure.  This occurs in the setting of occluded 
drains.  Our protocol dictates strict monitoring of inflow and outflow to reduce this risk. We would 
anticipate a less than 1% risk of compartment syndrome requiring an urgent re operative 
intervention and a 10% risk of stopping DPR early to prevent development of compartment 
syndrome.
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There is also a risk of developing an abdominal wall hernia with peritoneal dialysis. However, 
with the short duration of infusion in this study we do not anticipate a higher risk with DPR. The 
risk of an acute breakdown of your surgical incision (fascial dehisce) from DPR is a theoretical 
risk, that we estimate to be less than 1%.

There is a risk that people outside of the research team will see your research information.  We 
will do all that we can to protect your information, but it can not be guaranteed.

The study may include risks that are unknown at this time.

What are the possible benefits of the study?

This study is designed for the researcher to learn more about the safety of direct peritoneal 
resuscitation in the setting of liver transplants in patients with elevated risks. 

However, there is no guarantee that your health will improve if you join this study.  Also, there 
could be risks to being in this study.  If there are risks, these are described in the section 
describing the discomforts or risks.

Are there alternative treatments? 
At this time standard of care involves using diagnostic tools, such as blood tests and imaging 
studies to diagnose and react to complications associated with high risk liver transplant patients. 
There is no specific preventive intervention. 

Who is paying for this study?
This study is funded by an Academic Enrichment Fund (AEF) Grant from the Department of 
Surgery at University of Colorado Anschutz Medical Campus. 

Will I be paid for being in the study?  
You will not be paid to be in the study. 

Will I have to pay for anything?
It will not cost you anything to be in the study.

Is my participation voluntary?
Taking part in this study is voluntary.  You have the right to choose not to take part in this study.  
If you choose to take part, you have the right to stop at any time.  If you refuse or decide to 
withdraw later, you will not lose any benefits or rights to which you are entitled. 

If you leave this study, you will still receive your normal medical care.  The only medical care 
that you will lose is the medical care you are getting as part of this study.  

If there are any new findings during the study that may affect whether you want to continue to 
take part, you will be told about them.

Can I be removed from this study? 








