PATIENT CONSENT FORM

75-54 Metropolitan Avenue

Middle Village, NY 11379

Tel: (718) 326-0400

Fax: (718) 326-0285

www.aryagastro.com

Title: A Randomized Endocopist Blinded Study Comparing Lukewarm Saline Water [LSW]/ Exercise And Halflytely/ Bisacodyl Tablets For Colon Cleansing.

Principle Investigator: Vijaypal Arya M.D., F.A.C.P., F.A.C.G., A.G.A.F.

You are being asked to participate in a research study.

Purpose of this study:

Colonoscopy is the most important diagnostic as well as the therapeutic procedure for colon cancer. The effectiveness of colonoscopy is limited by colon preparation. The ideal colon cleansing agent will be easy to administer, fast- acting, without side effects, and inexpensive. In a pilot study, LSW/ exercise was superior to Nulytely. The current study is planned to further substantiate the finding of our pilot study.

 Description of the study including procedures to be used:  

If you decide to participate in the study you will be ramdomly assigned to Group A or Group B. Group A patients will need to watch a DVD and practice simple exercise and will follow instruction given with the package about drinking Lukewarm Saline Water.

Group B patients will drink Halflytely and take Bisacodyl tablets for colon cleaning. Because endoscopist (Dr. Vijay Arya) is blinded to the colon prep you are strongly advised not to disclose your preparation to no one except your assigned study coordinator.

Expected risks of study:

Salt and water retention are possible side effects. You cannot participate in the study if you have Hypertension, Salt Sensitiveness, and Arthritis.
Alternatives

The other ways of colon cleaning are Golytely, Magnecium Citrate and fleet phospho soda. There are some limitations for all this methods. The polyethylene glycol solution (Golytely/Nulytely) is a neutral solution for colon cleaning. The problem is the taste and the large amount the patient has to drink (1 gallon). Fleetphospho soda cannot be used for everybody. Contraindications include hypertension and renal impairment. 

Expected benefits of study: 

Participation in this study will help to determine the effectiveness of the alternate method of colon cleaning by lukewarm saline water and a set of mild exercise. There is no guarantee that you will benefit from participating in this study. Your participation may contribute to the development of a better more cost-effective way of colon cleaning. 

Confidentiality: 

Records of you being in this study will be kept by the principle investigator. The video film recording will also be kept by the principle investigator. The results of this research study will be presented at meetings or published in professional journal. You will not be identified in any presentation, reports or publications regarding this study. 

Financial Responsibilities:

There will be no compensation given to you for taking part in this study. Your participation in the study is voluntary. You can expect no medical benefits, or payments made to you from participation in this survey. You understand that you do not have to participate in this study and your refusal to participate will involve no penalty or loss of medical benefits to which you are entitled. You may withdraw from this study at any time without penalty. The cost of colonoscopy will be covered by your insurance company. 

Contact

You can contact the principle investigator Dr. Vijay Arya at Phone no. 718 326 0400 or email at varyamd@yahoo.com for any further questions or concerns. 

Statement of Consent


I have discussed this study with Dr. Vijay Arya to my satisfaction. I understand that my participation is voluntary and that I can withdraw from the study at any time without prejudice. I have read the above and voluntarily consent to participate in this study. 

____________________________________________

Printed name of Participant

____________________________________________                                 __________________                

Signature of Participant                                                                                                  Date

____________________________________________                               ___________________

Signature of Investigator                                                                                               Date

____________________________________________                               ___________________

Signature of Witness                                                                                                      Date

