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This consent form is only part of the process of informed consent. It should give you the basic idea of what the research is about and what your participation will involve. If you would like more detail about something mentioned here, or information not included here, please ask. Take the time to read this carefully and to understand any accompanying information. You will receive a copy of this form for your records.

BACKGROUND

The patient under consideration has been initially enrolled in Closed versus Open Abdomen in the Surgical Treatment of Severe Secondary Peritonitis: A Randomized Controlled Clinical Trial because they were diagnosed with a really bad infection in their abdomen that required an operation to repair and clean the abdomen. The infection spread within and/or beyond their abdomen and caused a life-threatening condition known as systemic sepsis or severe complicated intra-abdominal sepsis (SCIAS). This is unfortunately a very severe condition with great risks to the patient no matter what is done and at this moment nobody in the world knows how to best treat this condition.  Those with SCIAS are some of the sickest that surgeons are called to deal with and currently it is uncertain what the right treatment is especially in terms of closing the abdominal cavity after surgery., 
Surrogate consent is being sought, so that the patient can continue to be involved in this study.  When the patient was in the operating room for the treatment of their SCIAS they were completely incapacitated due to anesthesia.   Consent could not be sought prior to taking the patient to the operating room due to the fact that critically ill patients, often have their brain-functioning severely affected by the blood poisons found in SCIAS.  Thus, it was not possible to obtain an informed consent from the patient themselves before or during the surgery.  Which otherwise would make research in this important question impossible and prevent learning how to better treat this terrible condition.  
The patients SCIAS condition required surgery to either remove any damaged tissue and/or repair leaking bowels and to clean the contamination and toxins (poisons in peritoneal fluid) that leaked into the abdomen. 
There are currently two different surgical approaches used at the end of such an operation: 
· CLOSED: Some surgeons prefer to close the abdomen with sutures right after the surgery (Closed Abdominal Management). 
· OPEN: Others surgeons leave the wound open and cover it with a dressing with a vacuum drain in place (Open Abdominal Management). This may reduce pressure in the abdomen, as well as reduce toxins from leaking into the blood. This approach requires a minimum of one (or more) additional operations to re-evaluate the abdomen, and ultimately close the abdomen. Each surgery carries added risk and this is why many surgeons prefer the closed approach. 
There is no proof about which approach gives the best results. The purpose of this study is to compare outcomes between these two approaches to see if one approach is better than the other.
The trial hopes to recruit 550 critically ill patients from up to 30 medical centers worldwide, in order to conclusively learn how in the future to best treat patients with this severe condition. 

WHAT IS THE PURPOSE OF THE STUDY?

The purpose of the study is to determine if ‘open abdominal management (OPEN)’ or ‘closed abdominal management (CLOSED)’ is the best treatment when a patient has a really bad abdominal infection that required surgery. 
Specific aims are therefore;

1. To compare the clinical outcomes (in-hospital survival, side effects, etc.) of patients managed with either A) CLOSED; or B) OPEN.
WHAT WOULD THE PATIENT HAVE TO DO?

This trial is a prospective randomized trial, meaning that during surgery the surgeons examined inside the abdomen to see if the patient was eligible to take part in this study. This could only be determined after the abdomen was opened in the operating room, as the operation had to identify the source of infection, and confirm that either surgical approach was possible/appropriate. Both surgical approaches are acceptable or ‘meet standards of care’ in Calgary Zone hospitals. If you as the surrogate are being approached about this study, it means that in the operating room, the surgeons found a severe and complicated intra-abdominal infection, in the patient. Because the patient was asleep, and because decisions have to be made quickly, it was not possible to obtain the patients permission to enter the study. Therefore, the final part of the operation (OPEN or CLOSED) was made by entering the patient into the study, and a computer assigned the patient to either OPEN or CLOSED management. 

The decision to close the patients abdomen or leave it open was decided randomly (like the flipping of a coin).  The patient was thus randomized to the CLOSED / OPEN (circle the one that applies) part of the study.  

All subsequent medical care decision will be made by the patients doctors. After the surgery if the treating physicians decide that a CLOSED abdomen requires re-opening, participation in the study will not influence this decision. Sometimes when a CLOSED approach is used, another operation is required. All OPEN abdomens require at least one additional operation. The timing of re-operation for an OPEN abdomen will be at the discretion of the treating physicians and is not dictated by this trial.

If you give permission for the patient to continue participating in this study they will not have to do anything beyond their normal post-operative care. As the Surrogate you should  (1) understand that the surgical approach was decided by a random process, and (2) that the patient will allow us to collect data about their condition, including the surgical approach and recovery, and allow this data to be analyzed with other patients. 
If upon regaining capacity the patient decides not to participate, all data collected to date will be destroyed. 

WHAT ARE THE PATIENTS RISKS?

Severe complicated intra-abdominal sepsis is a critical condition with many risks due to the severity of the condition.  Beyond the known risks of critical illness and surgery there are few additional risks specific to the trial.  
WILL THE PATIENT BENEFIT IF THEY TAKE PART?
If you give permission for the patient to continue participating in this study there may or may not be a direct medical benefit to the patient. Severe complicated intra-abdominal sepsis (SCIAS) is a very serious condition in which many complications often occur no matter what therapies are offered due to the underlying nature of the illness.  The patient’s SCIAS may be improved during the study but there is no guarantee that this research will help them. The information we get from this study may help us to provide better treatments in the future for patients with SCIAS, which is the whole purpose of the study.

DOES THE PATIENT HAVE TO PARTICIPATE?

You do not have to give permission for the patient to continue participating in the trial. This will not affect the medical care that the patient receives in any way.  Further, if you feel the patient would not wish to participate or be involved in this research after they regain their independent capacity all information related to this trial can be deleted and the medical record not accessed further for the purposes of research.
WHAT ELSE DOES PARTICIPATION INVOLVE?

The investigators would like to follow up with the patient once they have left the hospital to collect specific data regarding their health and their own opinions of that health (quality of life) after discharge.  This follow up will be done with a phone call and may be dependent on the patient's capacity and therefore appropriate only for a patient that has regained capacity.  If the patient has regained capacity the investigators will ask the patient whether they will permit this at the time they regain capacity.  If the patient has not regained capacity you may be asked to do a version of the survey on behalf of the patient.  These surveys are being done at 6 months and 1 year post surgery.  
WILL THE PATIENT BE PAID FOR PARTICIPATING, OR DOES THE PATIENT HAVE TO PAY FOR ANYTHING?

The patient will neither be paid nor have to pay for participation in this study.
WILL THE RECORDS BE KEPT PRIVATE?
By signing this consent form you authorize on behalf of the patient to allow the study doctor and his team at the University of Calgary and the Alberta Health Services to use and release coded and non-personally identifiable information from the patients Study Records. The information is requested in order to better understand their health history, the treatments (procedures, medications) they received, the outcomes and how those may link to our research findings. Only a limited number of individuals from the research team will have access to your identifying information. Participants will be immediately assigned a unique Study ID and all further communications between team members will only refer to this Study ID. The master list containing the identifying information will be kept in a locked safe not available to or accessible by the research side of the project.

Noting that no identifying data that can be linked to any one patient will ever be released, once the results of this trial are published the group data of the entire study population will be available to the scientific community.

A description of this clinical trial is available on www.clinicaltrials.gov as required by the U.S law and good research practices. This Web site will not include information that can identify the patient. At most, the Web site will include a summary of the results. You can search this Web site at any time.

Authorized representatives from the University of Calgary and the Conjoint Health Research Ethics Board may look at the patient’s identifiable medical/clinical study records held at all participating sites including the University of Calgary for quality assurance purposes.  Data collected during the patient’s time in this research study will be held in a protected database.  At no point will any data relating or identifying any individual data be released.
Your authorization to obtain and use the patients study information has no expiration date. However, you can withdraw (take back) your surrogate consent whenever you want. You can do this by giving notice to the Principal Investigator Dr. Andrew Kirkpatrick (403-944-4262), and we will ask you to send a written request for the patients records. Any of the patients stored data would then be destroyed.
Information from the sample analysis will not be made available to you, the patient, the patients doctor, the patients insurance company or the patients employer, unless required by law. If necessary a delegate of the Conjoint Health Research Ethics Board, which approved this study, could check the records.  

IF THE PATIENT SUFFERS A RESEARCH-RELATED INJURY, WILL THEY BE COMPENSATED? 

In the event that the patient suffers injury as a result of participating in this research, no compensation will be provided to them by Department of Surgery, Department of Critical Care Medicine, the Snyder Institute, the University of Calgary, Alberta Health Services or the Researchers. The patient still has all their legal rights. Nothing said in this consent form alters the patients right to seek damages. 

SIGNATURES

Your signature on this form indicates that you have understood to your satisfaction the information regarding the patients participation in the research project and allow the person you represent to participate. In no way does this waive the patients legal rights nor release the investigators or involved institutions from their legal and professional responsibilities. You are free to withdraw the patient from the study at any time without jeopardizing their health care. If you have further questions concerning matters related to this research, please contact:

Dr. Andrew W. Kirkpatrick: (403)-944-4262

Dr Christopher Doig: (403)-944-1691 

If you have any questions concerning the patients rights as a possible participant in this research, please contact the Chair, Conjoint Health Research Ethics Board, University of Calgary at 403-220-7990.
	Participant’s Name 
	
	

	
	
	

	Surrogate’s Name
	
	Signature and Date

	
	
	

	Investigator/Delegate’s Name
	
	Signature and Date

	
	
	

	Witness’ Name
	
	Signature and Date


The University of Calgary Conjoint Health Research Ethics Board has approved this research study.

A signed copy of this consent form has been given to you to keep for your records and reference.

REGAINED CAPACITY CONSENT FORM 
Because your illness or injury made it impossible for you to participate fully in the informed consent process, the consent was obtained from your surrogate on your behalf. Your surrogate believed you would have wished to participate in this research if you had been able to express your own opinion at the beginning of the research project.

Informed consent is essential throughout a research project. This means in your situation, you are now being given the opportunity to agree or disagree with the decision made by your surrogate for you to participate. If you choose to withdraw from the study, any information that was collected while the researchers were acting on your surrogates consent will be destroyed.

Please check the appropriate boxes to indicate your decision:

· I agree with my surrogate’s decision.

· I do not agree with my surrogate’s decision.

· I wish to remain in the study, and am agreeing to be contacted at 6 and 12 months by the investigators.

· I wish to remain in the study but do not agree to be contacted at 6 and 12 months by the investigators

· I wish to withdraw from the study.

Your signature on this form indicates that you have understood to your satisfaction the information regarding your participation in the research project and agree to participate as a patient. In no way does this waive your legal rights nor release the investigators, or involved institutions from their legal and professional responsibilities. You are free to withdraw from the study at any time without jeopardizing your health care. If you have further questions concerning matters related to this research, please contact:

Dr.  Andrew Kirkpatrick (403) 944 -4262

or

Dr. Christopher Doig (403) 944-1691

If you have any questions concerning your rights as a possible participant in this research, please contact The Chair of the Conjoint Health Research Ethics Board, 403-220-7990.

	Participant’s Name
	
	Signature and Date

	
	
	

	Investigator/Delegate’s Name
	
	Signature and Date

	
	
	

	Witness’ Name
	
	Signature and Date

	
	
	


Under the International Conference on Harmonization, Good Clinical Practice (ICH GCP 4.8.9), where it is known that the participant cannot read (e.g., visually impaired or illiterate), the signature of an impartial witness independent of the trial must be obtained.  The witness must be present for the consent process.  The witness signature reflects that they believe the participant was presented with sufficient information to assure a truly informed consent.  

The University of Calgary Conjoint Health Research Ethics Board has approved this research study.

A signed copy of this consent form has been given to you for your records and reference.
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