WORLD SOCIETY OF THE ABDOMINAL COMPARTMENT SYNDROME

CONSENT FORM FOR RESEARCH
Research Study Title: 
<<Study Title>>
Principal Investigators: 
<<Primary Investigator’s names>>
WSACS STUDY 001

The Effect of Body Positioning on Intra-Abdominal Pressure Measurement: A Multicenter Analysis

Study Site:  <<Study Site name>>
Study Site Principal Investigator:  <<Study Site Principal Investigator name>>
1. Purpose of Study: During your hospitalization, the pressure in your abdomen has increased as a result of your illness.  This is called “intra-abdominal hypertension”.  This pressure can damage your internal organs, such as the kidneys, intestines, liver, and stomach, and can also affect your blood pressure and ability to breath.  This is known as the “abdominal compartment syndrome”.  Your doctors and nurses will measure the pressure in your abdomen using the tube that is already in your bladder.  This will allow them to know when the pressure in your abdomen is too high and to treat you to decrease the pressure.  Measuring the pressure in your bladder is a safe and commonly performed method to detect increased pressure in the abdomen.
The purpose of this study is to determine whether changes in your body position (flat in bed or sitting up slightly) make a difference in the abdominal pressure measured.  This will help your doctors and nurses know best how to treat you.
2. Expected Duration:  It will take approximately 10 -15 minutes to measure the pressure in your abdomen in the various positions.  This will be done at least three separate times during the study.

3. Procedures to be Followed:  We ask that you sign this consent form so that your doctors and nurses can record the abdominal pressures they measure and compare these with other patients.
4. Identification of Experimental Procedures:  There are no experimental aspects to this study.  Abdominal pressure measurement is performed routinely in intensive care units around the world.  Your doctors and nurses will perform these measurements on you whether or not you participate in this study.
5. Potential Risks and Discomforts:  The risks of this study are minimal.  You may feel some slight pressure in your abdomen as the measurements are made.  This will only last a few minutes.
6. Potential Benefit to the Patient and or Others:  The pressures measured by your doctors and nurses during this study may help them better care for you.  The potential benefit to others may be improved patient care in the future by knowing the effect of different body positions on abdominal pressure.
7. Alternate Procedures or Treatment:  None.  You may choose not to participate in this study.

8. Confidentiality of Records:  Your study record will be kept in a confidential form at the Principal Investigator’s (<<Study Site Principal Investigator’s name>>) office.  The confidentiality is carefully guarded.  No information by which you can be identified will be published in any publication or released to any third party. 

Your original medical records may be reviewed by the <<IRB / EC Name>> or by regulatory authorities (U.S. Food and Drug Administration [FDA]) for the purpose of verifying clinical trial procedures and/or data.  The data collected for the purpose of this study may be held and processed on a secured computer.  By signing this consent form, you authorize the record review, information storage and data transfer described above.
8b. Authorization to Use or Disclose Protected Health Information (PHI) for Research:

The Federal Privacy Regulations explains how your personal health information will be used and who it will be disclosed (given to) for this research study.  Your protected health information may be used or disclosed for research purposes.
What protected health information is collected in the study?

The following protected health information will be collected during this study:

· Name

· Birth date

· Medical record number

· Personal medical history

· Current and past medications, therapies, surgeries, procedures

· Information from current and past physical examinations

Who may Use or Disclose your Protected Health Information?

The following individuals / organizations may use or disclose your protected health information for this research study:

· Study doctor and the study staff

· <<Institutional Review Board / Ethics Committee name>>
To whom may your Protected Health Information be Disclosed?

As part of the study, the study doctor and the study staff may disclose the results of study-related tests and procedures that may identify you to the following:
· <<Institutional Review Board / Ethics Committee name>>
· Food and Drug Administration (FDA)

· Office for Human Research Protection (OHRP)

In addition to the list of individuals and organizations where your protected health information may be given, others that are not currently known may receive the information.  

By agreeing to participate in this research study and signing this informed consent, you are authorizing <<Study Site name>> and <<Study Site Principal Investigator name>> to use and disclose your protected health information for the purpose of research related to this study.  Only the smallest amount of protected health information necessary will be used. 

There is no expiration date for the use of your health information for this research study.  It may be used until all research/data collection has been completed.  It may also be used until the federal regulatory agency check that the data requirements have been met. Your health information may be used in future additional re-checking of data accuracy (correctness).  At the time that your records no longer need to be checked <<Study Site name>> will destroy (shred) your research records.

Additional information about confidentiality of and access to your protected health information while you participate in this research study:

· If your doctor wishes to use your identifiable information for any other reason than this research study, he/she must get your permission for that purpose.

· You may withdraw your permission to use your protected health information by talking with your doctor or research staff and making a request in writing. Use and release of information that was already gathered may continue when necessary in checking and reporting important events (such as accounting for my withdrawal from the study, adverse events reported to the FDA to monitor safety of participants, or federal regulatory agency audits (reviews).  

· If you withdraw your permission to use your health information, neither <<Study Site name>> nor <<Study Site Principal Investigator name>> will release information collected after your withdrawal to any third party.  

· If you withdraw your permission to use and release your health information, you will no longer be able to participate in the study.  However, if you decide to withdraw from the study, you will not be penalized or lose benefits to which you are otherwise entitled.

· Your doctor may discuss other research projects with you if he/she thinks the other projects relate to your condition.  However, your health information cannot be given to another doctor or sponsor for the reason of asking you to enroll in another research study.

You have the right to inspect (look over) and obtain a copy of your health information that is kept for research purposes for as long as this information is held by your study doctor or <<Study Site name>>.  However, to ensure the integrity of the research, you will not be able to review some of the study information until the end of the study.

9. Compensation: You will not receive any money nor will there be any costs to you for participating in this study.

10. Voluntary Participation: Your decision to take part in this study is voluntary.  You will receive standard medical therapy, regardless of whether or not you choose to participate in this study. 
For more information about the rights of research subjects, you may contact the <<Institutional Review Board / Ethics Committee name>>.  The physician involved in your medical care is available to answer any questions you have concerning your participation in this research program. You are free to ask the physician and/or investigator, <<Study Site Principal Investigator name>> any questions concerning this research study that you have now or in the future. 

11. Procedures for Withdraw: You may refuse to participate in this study or withdraw at any time and continue to be treated with standard medical therapy used by the doctors at this hospital.

12. Number of Participants: The approximate number of subjects involved in this study will be 250 patients worldwide.

13. Signatures: My signature indicates that I have decided to take part in this research study and authorize <<Study Site Principal Investigator name>> and his designated associates to collect the information described above.

I AM MAKING A DECISION WHETHER OR NOT TO PARTICIPATE IN THIS STUDY.  I HAVE READ, OR HAD READ TO ME IN A LANGUAGE THAT I UNDERSTAND, ALL OF THE ABOVE, ASKED QUESTIONS, RECEIVED ANSWERS CONCERNING AREAS I DID NOT UNDERSTAND, AND WILLINGLY GIVE MY CONSENT TO PARTICIPATE IN THIS STUDY.  UPON SIGNING THIS FORM, I WILL RECEIVE A COPY.

_____________________________________________


_____________

Signature of Subject or Legal Representative



Date / Time

_____________________________________________


Subject or Legal Representative’s Name (Printed)


______________________________________________


_____________

Signature of Witness



  


Date / Time

______________________________________________
Witness’s Name (Printed)


I have explained and defined in detail the research procedure in which the patient has consented to participate.  I have encouraged the patient to request information regarding this study and possible alternatives.  A signed copy of this consent form has been given to the patient.

__________________________________________

_____________

Signature of Principal or Sub-Investigator


Date / Time

Translator/Interpreter

Name ______________________________________________

Phone # ___________________

Address ______________________________________________________________________________________
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