Attachment 6f.  NY Informed consent, licensed anglers Form Approved
OMB No. 0923-XXXX
Exp. Date  xx/xx/20xx 
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CONSENT TO PARTICIPATE

New York State Department of Health

Biomonitoring of Licensed Anglers in New York State’s Areas of Concern

Overview
The New York State Department of Health (NYS DOH) in cooperation with the Agency for Toxic Substances and Disease Registry (ATSDR) invite you to be in a project to measure contaminants in people who eat fish from Lake Erie, Lake Ontario, and certain New York rivers and waterways.
You are being asked to participate in this project.  Your participation is voluntary.  After you read about the project and before you decide to participate, please ask questions if there is anything that you do not understand.
What is the purpose of this project?
The purpose is to measure the levels of contaminants in people who eat fish caught from New York Great Lakes and rivers.  The areas of interest are the Buffalo River, Niagara River, Eighteenmile Creek, and Rochester Embayment.  To help us understand the results, we want to know what types of fish and how much fish people eat and other ways that people can be exposed to these contaminants, such as at their jobs and from eating other foods.
We will use the results of this project to guide actions that will protect people from exposure to contaminants in the environment.
Why are you being asked to be in this project?
You were chosen at random for this project from a database of New York State (NYS) fishing licenses and you completed a survey.  In the survey you said that you have lived at the address on your license for at least one year, that you ate fish caught from one of the lakes or rivers listed in the past year, and that you are between 18 and 69 years old.  NYS DOH hopes to get about 400 New York licensed anglers who eat fish to take part in this program.

What are we asking you to do?Public reporting burden of this collection of information is estimated to average 1 minute  per response for total participation, including the time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and completing and reviewing the collection of information. An agency may not conduct or sponsor, and a person is not required to respond to collection of information unless it displays a currently valid OMB control number. Send comments regarding this burden estimate or any other aspect of this collection of information, including suggestions for reducing this burden to CDC/ATSDR Reports Clearance Officer; 1600 Clifton Road, MS D-74, Atlanta, GA 30333, ATTN: PRA (0923-XXXX). 

· We will ask you a few questions to be sure that you can safely give blood.  A person trained to draw blood will collect about 30 ml (about 2 tablespoons) of blood from a vein in your arm.  
· You will be asked to provide 50-100 ml (about ½ cup) of urine in a cup.  You will do this in private in a restroom.
· We will measure your height and weight.
· We will interview you.  The interview will take about a half hour.  During the interview we will ask you questions about where you have lived, jobs you have had, your use of tobacco, your outdoor activities and hobbies, fish and other foods you eat, your education and income, and (for women) the number of children you breastfed.
How long will this take?
It will take about one hour to finish everything.
What will my blood and urine be tested for?
We will look for contaminants in your blood and urine that are often found in fish and soil in and around the areas that we are looking at.  If you participate, laboratories at NYS DOH will test your blood and urine samples for the following contaminants:
· Polychlorinated biphenyls (PCBs)
· Polybrominated diphenyl ethers (PBDEs)
· Perfluorooctanooic acid (PFOA) and perfluorooctanesulfonic acid (PFOS)
· DDT, DDE, Mirex, hexachlorobenzene, toxaphene, chlordane, oxychlordane and trans-nonachlor (these two are chemicals produced by the body as it gets rid of chlordane)
· Mercury, lead, cadmium
Since some contaminants are found in the fat in blood, we will also measure the lipids (cholesterol and triglycerides) in your blood.  For chemicals that are measured in urine, we will measure the creatinine in your urine.  Lipids and creatinine are normal substances found in your body.
We would like your permission to store your leftover blood and urine and to test your blood for two contaminants (dieldrin and Dechlorane Plus) and one nutrient (omega-3 fatty acids).  These tests are still being developed.  We will not use your stored blood or urine for genetic testing.
New contaminants may be found in the Great Lakes and new tests may be developed to measure Great Lakes contaminants.  We need to know if we may use your blood and urine to test for additional Great Lakes contaminants in the future.  

Are there any risks or discomforts to you if you decide to be in this project?
You may feel a slight sting or "pinch" in your arm when the blood is drawn.  You may also get a small bruise.  Some people may faint, but this is rare.
The interview may be stressful if you have to recall events that are upsetting to you.  You are free to skip any question for any reason.
There are no risks from giving urine or having your weight, height, and waist measured.
Are there any benefits to you from being in this project?
You will be sent the results of some of your blood and urine tests and what they mean.  There will be no other direct benefits to you from being in this project.
Who will see the information you give the study team?
All information about you (including your name and address, this form, your interview answers, and your blood and urine test results) will be secure.  We keep track of your information using a code number rather than your name.  We will keep paper records in locked files and electronic records are stored on password protected computers at the NYS DOH.  Only staff working on the project will be allowed to look at the paper and electronic records.  When the information is shared with ATSDR, your name and other information that may point to you will be removed.  Any reports or presentations using the information from this project will be grouped so that no one can be identified.
What is the cost to you and what will you receive?
The only cost to you for being in our project is your time and effort to take part.  We will give you $75 as a thank you for your participation if you complete all parts of the project visit.  If you are unable to complete all activities we will give you an amount based on the activities you do complete.  You can use the gift cards at most stores or for online shopping.  
Will you get the results from you blood and urine tests?
We will send you the results from some of your blood and urine tests.  We cannot send you the results for some of the tests because there is little or no information right now about what the results mean.
You will get results for the following tests: polychlorinated biphenyls (PCBs), DDT, DDE, hexachlorobenzene, toxaphene, oxychlordane, trans-nonachlor, mercury, lead, cadmium, cholesterol and triglycerides, and creatinine.
We can also send a copy to your doctor if you ask us to.  The letter will have the numbers you can call if you have any questions.
If your levels require follow up, someone from the Department of Health will call you.  We will also talk to you to help you figure out why your levels might be higher than average, and give you advice about what to do.  You may receive some information that will help you make choices about eating fish from New York lakes and rivers.
What are your choices about participating?
Your participation in this project is voluntary.  You are free to be a part of it or not.  You can refuse to have your blood drawn, give a urine sample, or answer any interview questions.  You can choose to leave at any time, even after you have signed the consent form.  You may ask us to destroy any unused or stored blood or urine.  If you don’t participate or if you drop out of the project, nothing else will be affected (such as your fishing license or medical care).
Who should you contact if you have questions later on?
If you have any question about the project or wish to drop out, please contact:
Julie Reuther, Project Coordinator
New York State Department of Health
Center for Environmental Health
518-402-7950
For questions about your rights as a study participant, please contact:
Tony Watson
New York State Department of Health
Institutional Review Board
518-474-8539
What should you do after reading this information?
If you do not understand what we are asking you to do, please ask questions.  After all your questions have been answered to your satisfaction and if you want to be in this project, please sign the consent form on the next page.

New York State Department of Health
Biomonitoring of Licensed Anglers in New York State’s Areas of Concern

Consent to Participate

I have read the above information about the project Biomonitoring of Licensed Anglers in New York State’s Areas of Concern.  I have been allowed to ask questions and I had all my questions answered.  I have been given a copy of this consent form
1. I would like to participate in the project.
(Check one box.)
	Yes  Go to #2.
	No
2. Two contaminants and one nutrient listed above can’t be tested right away because the laboratory test is still being developed.  I give NYS DOH permission to store my leftover blood and urine to do these tests later.
(Check one box.)
	Yes  Go to #3.
	No  Sign this form.
In the future, other contaminants may be found in the Great Lakes and new tests may be developed to measure Great Lakes contaminants. I give NYS DOH permission to store my blood and urine to test for additional Great Lakes contaminants in the future.  Your stored blood or urine would only be used for the purpose of measuring levels of contaminants in people who eat fish caught from New York Great Lakes and rivers.  (Check one box.)
	Yes, and I do not need to be contacted before testing my stored blood or urine for other contaminants.
	Yes, but contact me before testing my stored blood and urine for other contaminants.
	No


_____________________________________________________________
Participant’s name (Print)

_______________________________________________	____________
Participant's signature	Date



