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You and your child are being asked to take part in a research study.  Please read this consent form carefully and ask as many questions as you like before deciding whether you want to participate.

1.
PURPOSE OF THE STUDY:

You are being asked to join the study because you and your family get your drinking water from the City of Albuquerque, Department of Public Works, Water Utility Division. The water in your local water supply system contains detectable levels of arsenic that are slightly higher than in other parts of the United States.  According to City records, average arsenic levels in City-supplied drinking water are 13 micrograms per liter .  Current Federal law requires these levels be reduced to below 10 micrograms per liter by January 2006. 

Exposure to high levels of arsenic in drinking water (greater than 100 mg/L)  has been associated with increased occurrence of bladder, lung and skin cancer in a number of studies conducted outside the United States.  However, adverse health effects have typically not been observed in studies of U.S. populations with elevated levels of arsenic in drinking water, possibly because the levels of arsenic in the U.S. studies were lower.  The arsenic levels reported to be in your drinking water by the City of Albuquerque are far below the levels observed in the international studies.

This aim of this study is to see whether it is possible to detect a change in the level of arsenic excreted in the urine of children when the drinking water the children consume is switched from tap water to bottled water that contains arsenic below detection limits. At the end of this study you will be given a report of your child’s urinary arsenic measurements.

This study is the first part of a larger study being funded by the Wood Preservative Science Council.  This study is being conducted by the Lovelace Respiratory Research Institute. The results of this study will help us determine whether it will be feasible to conduct a subsequent study to examine children’s exposures to arsenic from treated wooden playsets or decks.

2. TERMS OF THE STUDY:

Parents will sign the consent form for their children who are 3 to 6 years old.  The study will take place between December 2003 and April 2004.  

A.  Diet 

You will be asked to eliminate seafood from your child’s diet during this study.  Seafood includes canned tuna and other canned fish and shellfish, smoked or dried fish and shellfish, and fresh fish and shellfish.

B.  Forms to be completed

Enrollment Questionnaire - Only one adult from the family needs to complete this form.  This form asks general questions about your child.

Water & Food Consumption Survey:  This form will be filled out by a parent/guardian.  The form will be completed on days 3, 4, and 5 for the urines collected on days 5 and 6.  The form will be completed on days 10 and 11 for the Day 12 urine collection.  The form will be completed on days 15, 16, and 17 for the urines collected on days 17 and 18.  This form will be used to see how much water, seafood, and rice each child consumes.

Storage of Forms – The forms will be destroyed two years after the completion of the study in approximately January, 2005. 
C.  Urine Samples 

One urine samples will be collected on day 5, 6, 12, 17 and 18.  Some participants will be asked to submit a second urine sample on day 17.

Maximum number of samples – Most participants will be asked to provide five (5) urine samples during the course of this study. If you agree to participate in the additional urine sampling program on day 17, a total of six (6) urine samples will be collected. 
Sample Testing – The urine samples will be shipped to the University of Washington, Department of Environmental and Occupational Health for chemical analysis.  The urine samples will be tested for arsenic, creatinine and specific gravity.  Creatinine is a normal component of urine.  The creatinine and specific gravity may be used to evaluate the diluteness of urine and as an overall measure of kidney function. You will be provided with the results of your child’s urine arsenic analysis at the end of the study.

Sample Storage - After the study is done, urine samples will be stored at the University 

of Washington for up to 1 year.  The samples will be labeled only with study 

identification numbers; no names will be used. 

D.  Tap Water Samples:  

As part of this study, one sample of tap water will be collected from your home by study personnel.  The water sample will be analyzed for total arsenic content by the New Mexico Department of Health, Scientific Laboratory Division.  The purpose of this analysis is to verify that the arsenic level in tap water from your home is similar to the value reported by the water utility for the whole supply system.  You will be provided with the results of the tap water analysis at the end of the study.

3.
RISKS OR DISCOMFORTS TO THE PATIENT:

Your child’s participation in this study will not make them sick. If they should become sick and need to see a doctor, please see your regular doctor and use your normal health insurance. Neither the study sponsor (Wood Preservative Science Council) nor Lovelace Respiratory Research Institute will pay for the doctor visit.  

Being in this study has a risk of your child’s name being linked with the study questionnaires or urine analysis results.  In order to make sure that this does not happen, only study personnel from the Lovelace Respiratory Research Institute will have the linkage of name and study identification number.  

4.
BENEFITS AND COMPENSATION:
For your family’s participation in this study, your family will be paid $150 for 18 days of participation. If you have agreed to provide an additional urine sample on day 17 of the study, you will be paid a total of $170.  A check will be mailed to you within 30 days of your completion of the study.  No compensation will be provided if you quit the study prior to completion.

Your help in this study may help us to learn more about the effect of arsenic in the general population.

5.
CONFIDENTIALITY OF RECORDS:

Information from this study will be sent to Lovelace Respiratory Research Institute.  Lovelace Respiratory Research Institute will analyze the data and provide it to the study sponsor (Wood Preservative Science Council) without individual identifiers, such as names.  The University of Washington will analyze the urine samples, which will be labeled with only the study identification numbers, not the names.  The New Mexico Department of Health, Scientific Laboratory Division (State Laboratory) will analyze the tap water samples from your home; these samples will be labeled only with study identification numbers, not names.  The results of the study will be made available to the U.S. Environmental Protection Agency (USEPA).  Any records may be inspected by the Western Institutional Review Board to ensure study compliance and quality. Because of the need to release information to these parties, absolute confidentiality cannot be guaranteed.  The results of this research may be presented at meetings or in publications. However, your identity will not be used in those presentations or publications. 

6.
TERMINATION OF STUDY

Your child’s participation in this study is of your own free will.  You may choose not to join the study.  You are free to leave this study at any time.  You will not lose any benefits to which you are otherwise entitled, nor will it influence your doctors in any way. 

If you choose to leave this study, please call the study coordinator at 505-262-3472 or Floyd Frost, Ph.D. at 505-348-8776.  Your participation in this study may also end without your consent by the study sponsor because: (1) you don’t keep the scheduled appointments, (2) you don’t follow instructions given by the study staff, (3) you do not collect the required urine samples or (4) the sponsor stops the study for any reason. 

7. AVAILABLE SOURCES OF INFORMATION:

If you have any questions about this study, you may call Dr. Floyd Frost at 505-348-8776.  If you have any questions regarding your rights as a subject of this study, you may call the Western Institutional Review Board Administrator at 1-800-562-4789.

8.
AUTHORIZATION:

Any known risks and potential benefits have been explained to me in this consent form.  Also, any new information about this study will be made available to me as it becomes known.  I have had adequate chance to ask questions and I may ask them at any time while the study is going on.  I understand that my consent to be in this research study does not take away any legal rights that I may have in the case of negligence or other legal fault of anyone involved in the study.

I agree to allow my child to take part in this study and to supply water and food consumption information, urine samples, and a tap water sample.  I will receive a signed copy of this consent form.

I agree to allow my child to take part in the additional Day 17 sampling portion of the study.



  Yes □  No □   Not Applicable □

Please Print - Legally authorized representative 

 (Parent /Legal Guardian)



Signature:  Legally authorized representative 


Date

(Parent /Legal Guardian) 



For the following child:  

Signature of Person conducting informed consent discussion
Date

Investigator Signature






Date
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