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Name of Patient/Subject 





Affiliate 










Address

    












Chart Number

    






Title of Research Project
Irritable Bowel Syndrome (IBS) and Autonomic Dysfunction

 FORMCHECKBOX 

This project involves the experimental use of a new drug/device/procedure called:


 FORMCHECKBOX 

This project does not involve the experimental use of a new drug/device/procedure.

Explanation of Research Project:
Purpose of the Study:  You are being asked to participate in this study because you have been diagnosed as having Irritable Bowel Syndrome (IBS).  The purpose of this study is to see whether symptoms of your IBS are associated with abnormalities of your nervous system. 

Participation:  To evaluate this you will be asked to fill out a questionnaire that will ask you about your gastrointestinal symptoms and about the function of your nervous system.  We will keep this questionnaire. After that, we will evaluate the function of your heart and circulation in a special testing laboratory.  To do this, we will ask you to come to our testing laboratory on two different days.  On each of the 2 days, we will do the same testing, except on one day (chosen by random, like a coin-toss), we will perform the testing described below 30 minutes after we feed you a meal.  We will measure your heart rate, blood pressure, blood flow to your skin and blood flow to different areas of your body.  All of these measurements will be made by placing sensors on your chest, belly, arms and legs.  This part of the test does not involve the use of any needles.  After we put these sensors on your body we will ask you to breath deeply for a while and then to blow out very hard into a small tube while lying flat on a table.  The way in which your heart rate and blood pressure change in response to this type of breathing will help us to measure how your nervous system is working.  After you have finished this part, we will ask you to repeat these breathing patterns while the table tilts you in two different positions.  
Hand Grip Test (HGT).  Physical exercise results in predictable changes in heart rate, blood pressure and distribution of blood throughout the body.  To test this, we will ask you to perform a HGT.  To do this, you will be asked to perform two brief maximum squeezes of their left hand using a specialized handgrip gauge. After about 10 minutes you will be asked to squeeze the gauge for 2 minutes at 1/3 of their maximum grip, during which time impedance, heart rate, blood pressure and breathing data will be collected.
We would also like to measure your blood volume using an intravenous catheter (IV) that will be placed in your arm by using the indocyanine green dye dilution technique. To do this, a small amount of a harmless dye is injected into your veins through the IV and its concentration is detected by light absorbing device that is placed over the finger. This will only be performed on the day of testing when you will not be eating a meal.
All of the testing should take about 4 hours to complete on each of the 2 days. 
We will also be taking 3 samples of blood from a needle in your vein to measure chemicals called catecholamines that help to control your blood pressure.  Each sample will be 5 ml, or about one teaspoon, and will be taken once while you are lying down and once while you are tilted in the two different positions.
Your participation in this study is entirely voluntary.  If you decide not to participate, your doctors will still treat your stomach condition the same.  You can also withdraw your consent at any time without it affecting your treatment.  If you have any questions at any time, you can call Dr. Medow at 914-593-8888.
Risks and Discomforts:  The risks associated with participation in this study are that you may begin to feel faint or light-headed while being tilted.  If this occurs, we will return the table to the horizontal (lying down) position and the testing will be ended.  
Intravenous placement for indocyanine dye dilution experiments (blood volume measurements)  may be uncomfortable and produce some bruising.  Indocyanine green dye is inactive and possesses no known allergic properties. However, should any signs of an allergic response occur we will take immediate corrective measures. Blood sampling will be performed at the time of dye dilution and will not add to risk.
Risks associated with taking a blood sample include 1) slight pain from the needlestick, 2) temporary black and blue mark at the needle puncture site, 3) fainting (infrequently).
Benefits from Participation: Information gained from your participation in this study may provide an explanation for your gastrointestinal symptoms of chronic abdominal pain.
Alternatives to participation:  There are no alternatives to participation as these studies are designed to obtain information and will not be the basis of therapy for your condition. An alternative is to not participate in this research.

Benefits to participation: There may be no direct benefits to you from participation in this study.  If the results of the study suggest a way to treat your symptoms of Chronic Abdominal Pain, you will be informed of these findings.

Payment and compensation:  You will be paid $200 for your participation on the study. You will receive $100 for each of the 2 days you participate, and you should receive this money within 2 weeks after you complete the study.

Consent Form for Participation in Research (continued)

Research-related Injury

New York Medical College and its affiliated institutions (Metropolitan Hospital Center and Westchester Medical Center) do not provide financial compensation for injury or illness resulting from participation in research, but essential medical care is available.  Unless the sponsor provides otherwise, payment for treatment of any injury or illness resulting from participation in research will be assumed by you personally or through your medical insurance.  You should contact the investigator in the event of a research-related injury.

Confidentiality
This consent form and your medical records may be subject to review by representatives of New York Medical College, the study sponsor, cooperative study groups, and State and federal regulatory agencies.  By signing this form you agree that your medical records (or those of the person for whom you are signing this form) may be copied by study doctors and their representatives, by study sponsors and their representatives, and by regulatory agencies of the State of New York or of the federal government.  If this investigation is published, you will not be identified by any personal data.  You will be given a copy of the signed consent form.  Other copies will be kept in confidential files in the investigator’s office and (if appropriate) with your medical chart.

Voluntary participation -- Offer to answer questions
Your signature indicates that you understand this consent form and freely consent to participate in this study.  You are free to refuse or to discontinue participation in the study at any time without penalty or loss of benefits to which you are otherwise entitled.  You may call the investigator if you have any questions about your participation in the study.  You may call the Office of Research Administration at (914) 594-4480 if you have questions about your rights as a research subject.
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