CONSENT TO BE A STUDY PARTICIPANT

20 Aug 2004

REDACTED VERSION FOR PUBLICATION

PURPOSE AND PARTICIPATION

This is a newspaper-initiated and –implemented survey being conducted by staff writer Douglas Fischer of ANG Newspapers, in Oakland, Calif. for publication in the 11 Bay Area papers owned by ANG Newspapers and others nationwide owned by ANG's parent corporation, MediaNews Group. The overall purpose of this report is to identify chemicals in everyday people, how they are getting there, and what potential health impact they pose. 

One element of the story will require the limited measuring of the "body burden" of environmental chemicals within a family. This is measured most accurately by testing for levels of chemicals in blood withdrawn from each person, in hair samples and in urine. ANG Newspapers will pay two laboratories to conduct tests necessary to measure a suite of chemicals recent scientific reports suggest should be present in detectable levels in ordinary Americans: PCBs (polychlorinated biphenyls), PBDEs (polybrominated diphenyl ethers) , PFCs (perfluoro chemicals), phthalates and four metals (lead, mercury, cadmium, arsenic). ANG Newspapers intends to publish those results, placing them in perspective of other nationwide efforts to assess the population's body burden.

Equally important are the personal environmental factors influencing chemical levels. Those factors include but are not limited to home, workplace and school environments, food consumption, use of computer, television, personal care products like shampoo and cologne, type of home furnishings and use of various consumer products like solvents and cleaners. To that end, ANG Newspapers intends to document the family's life and lifestyle for one or two weeks prior to testing, photographing the family, profiling their consumer choices, lifestyle, attitudes about health and chemicals and so forth. ANG Newspapers intends to publish this portrait in conjunction with results of their body burden analysis.

The study is being funded by ANG Newspapers. Your family has been picked because you live a typical Bay Area lifestyle -- conscientiously choosing a healthy, chemical-free lifestyle to the extent possible. You have lived in California for at least 10 years, represent diverse backgrounds, and have a school-age and a nursing child. 

The amount of blood required for this test is considerable: AXYS Analytical, the lab contracted by ANG Newspapers to conduct this test, requires between 80 and 160 ml of blood from adults.  The amount withdrawn from the two children will be limited by their body weight and will stay within generally accepted guidelines of no more than 2 mls of blood per kilogram (2.2 pounds) of body weight. This will curtail ANG Newspapers' ability to test for some of the compounds, although the newspaper may, with your permission, request a second blood draw no more than eight weeks after the first.. Metals analysis will require a gram of hair per person. Again, that represents an ideal, and for the youngest child in particular such an amount will present a problem. Frontier Geosciences, the lab analyzing the hair, will similarly scale its analysis to whatever sample size is provided. Interviews and access required by reporter Douglas Fischer and photographer Nick Lammers will be extensive, requiring four to 10 hours per week at a minimum, plus follow-up sessions. 

There is no physician for this study. ANG Newspapers would welcome any participation by your family's primary physician. It has also arranged for Dr. Gina Solomon, a physician affiliated with both the University of California, San Francisco and the Natural Resources Defense Council, to serve as an informal advisor for your family and, should you choose, to consult with your physician. Dr. Solomon is also willing to talk with you in her NRDC office prior to testing and in a clinical setting at UCSF once you have received your results.

PROCEDURES

If you agree to participate, the following will occur:

1.
You will be asked to go to the offices of a local clinic where the phlebotomist will withdraw blood. Because of the amount required, this may require more than one trip for your children. You will also be asked to contribute up to one gram of hair apiece for the metals analysis.

2.
Reporter Douglas Fischer will spend four to 10 hours minimum talking to you about consumer and lifestyle choices, noting various consumer products, furnishings, appliances, shadowing and observing your routine at home and work. Photographer Nick Lammers will accompany Fischer for all or part of this, documenting such daily routines as getting breakfast ready, going off to school or work, shopping, even going to bed.

3.
AXYS Analytical Services Ltd. of British Columbia, will analyze your individual blood samples for approximately 250 chemicals within four broad categories: PCBs, PBDEs, Phthalates and PFCs. AXYS specializes in trace/ultra-trace organic chemistry, participating in international calibration studies of human blood and food with a focus of pushing reporting numbers to very low levels. AXYS will conduct its tests using gas chromatography with high-resolution mass spectrometry. Detection limits are such that we anticipate finding measurable amounts of chemicals in all four categories.

4.
Frontier Geosciences Ltd. of Seattle will test the hair samples for four metals -- mercury, arsenic, cadmium and lead. The notion of testing hair for metals is controversial, but Frontier specializes in trace metals analysis, having developed accepted clean sampling and low-level mercury detection methods. Reporter Douglas Fischer will help collect the hair samples and has been instructed by Frontier on the procedure.

5.
Results will take from four to six weeks and will be sent to Douglas Fischer at ANG Newspapers. You will receive a copy of everything ANG Newspapers receives from the labs. We currently do NOT know whether these chemicals are related to specific health risks to you or your family. You will have an opportunity to meet with Dr. Gina Solomon and possibly other physicians at the UCSF occupational and environmental health clinic, with or without Douglas Fischer present, to discuss your results, concerns and questions. ANG Newspapers also intends to interview, and possibly photograph, you about your reaction to the results and may follow up within a year to ask about changes in lifestyle, activities or perspective.

DESCRIPTION OF RISKS AND/OR DISCOMFORTS

1. Some of the questions asked by Douglas Fischer or photos taken by Nick Lammers may make you uncomfortable or upset. You are free to decline to answer any questions you do not wish to answer, request that a particular photo not be taken, or to terminate the interview at any time. 

2. Participation in research will involve a loss of privacy. However, your records will be handled as confidentially as possible. The results from this study will not be placed in your medical records and are for research purposes only.  No individual information will be provided to any health care providers, insurance companies, or other medical care entities. 

3. If you donate blood, you may feel some discomfort.  You are free to stop and leave at any time.  

4. You may have concerns about the quantity of blood required. Guidelines used by the American Association of Blood Banks, among others, advise that healthy adults weighing more than 110 pounds donate no more than one unit (450-500 ml) of blood every eight weeks. The amount required for this survey represents, at most, 35 percent of one unit. 

For your children, protocols suggest withdrawing no more than 2 ml per kilogram (2.2 pounds) of body weight represents "less than minimal" risk, and ANG Newspapers will stay within that protocol. 

There are, however, risks associated with drawing blood. Those include fainting, bruising, bleeding, and/or nerve or blood vessel damage. In many cases these unusual events resolve on their own accord, leaving no permanent or lasting damage. Sometimes they do not, and ANG Newspapers will mitigate the chances of such a mishap, particularly for your children, by using only a qualified pediatric phlebotomist chosen by you or your physician. 

5. You may be concerned about the results. The overwhelming body of evidence, particularly research done by the Centers for Disease Control and Prevention, suggests this study will find some amounts of all these chemicals in your bodies. What we lack, however, is a suitable reference range to determine whether levels measured are high, low or average, though data from CDC and other studies will allow us to make some guesses. Furthermore, your doctor and those at UCSF clinics will not be able to explain why you have these chemicals in your body, where they came from, or what you can do to reduce exposure. There is, for instance, almost nothing you can do about a high PCB level., There is a reason doctors are reluctant to order these tests, and these results might raise many questions scientists and doctors are unable to answer. You should be prepared for some uncertainty, and ANG Newspapers strongly recommends you meet with Dr. Solomon at least once to discuss your results. Dr. Solomon is also available to talk with you prior to testing to discuss the risks, benefits and hazards of testing, and the newspaper invites you to do so.

DESCRIPTION OF BENEFITS:  There is no direct benefit to you from participating in this project. However, the information that you provide will help to illustrate for all of us our “body burden” of environmental chemicals and where these chemicals are coming from. It will, hopefully, spur efforts to prevent exposures in the future or at least answer some of the many unanswered questions. You will also know, for better or worse, you family's body burdens for a limited but ubiquitous suite of chemicals -- knowledge unavailable to the general public and impossible to gain without expensive, sophisticated tests.

ALTERNATIVE PROCEDURES: For most of these compounds, blood provides the most accurate, least invasive and, in some cases, the only way to detect body levels. For phthalates, science is split on whether urine or blood analysis represents the most accurate measurement. AXYS, based on CDC's protocol and recommendation, will use urine. Fat biopsy is sometimes used to assess chemicals like PBDEs and PCBs, though such a method, for this report's purposes, is deemed too invasive. 

Blood is usually the first choice for measuring metals such as lead and cadmium. A 24-hour urine sample represents the "gold standard" for mercury analysis. But the survey's limited ability to obtain sufficient blood and urine samples from the children, combined with Frontier Geosciences' reputation for trace analysis and the non-invasive nature of a hair sample, makes hair the preferred choice.

As for the report itself, ANG Newspapers intends to publish your results with your full names and photographs of your family. If the results are too unsettling or you feel uncomfortable with such exposure, ANG Newspapers is willing to use pseudonyms and publish only non-identifying photos of your family or take other mutually agreeable steps to protect your identity. ANG Newspapers feels such .measures would considerably reduce the story's impact and therefore prefers to be forthright with your identities. You, of course, have the right to decline to participate at any point and ask that ANG Newspapers not publish any information about your family, including anonymous results. Before making any decision on whether to publish your names or results, the newspaper strongly recommends you consult privately with Dr. Solomon; your personal physician, Dr. ---; and/or Sharyle Patton, , co-director of the Collaborative on Health and Environment in Bolinas, Calif., who has undergone similar body burden testing for an Environmental Working Group study and today counsels others about the psychological and emotional response that usually follows receipt of test results.

COMPENSATION:  You will not be paid for participating in this project..  
INJURY:  Participation in this research study involves minimal risk.  No medical treatment will be available from resources in this study if injury occurs.  For further information about research rights as a research subject, or research-related injuries, you may call the office of the California Health and Human Services Agency Committee for the Protection of Human Subjects at (916) 653-0176 or fax at (916) 651-6222. Alternatively, you may contact the Institutional Review Consulting Inc.'s Institutional Review Board at (415) 485-0717.  You may call collect.

QUESTIONS:  If you have any questions about taking part in this study, you should first talk with the reporter, Douglas Fischer, at (510) 208-6425. You could also call ANG Newspapers' regional editor, Mike Oliver, at (510) 208-6467. You may call collect. 

You may also initially call Dr. Gina Solomon with any questions. And any medical questions can be directed to your personal physician, Dr.  ---.. Additionally, Sharyle Patton of Commonweal and the Collaborative on Health and the Environment is available should you have any questions. 

VOLUNTARY PARTICIPATION: Participation is voluntary.  You are free to join the study or not. If you decide to join, you may drop out at any time.

DATA/SAMPLE STORAGE:  When our research is complete, the information you give us may be stored indefinitely. Unused blood, hair and urine samples will be destroyed by the labs.

RESEARCH PARTICIPANT’S BILL OF RIGHTS:  As provided by California Health and Safety Code Section 24172, any person who is asked to participate as a human subject in a research study has certain basic rights. Although this is not a research study per se, you are being given a copy of the “California Research Participants Bill of Rights" and are asked to read and understand these rights before agreeing to participate in the project.

CONSENT:

PARTICIPATION IN PROJECT IS VOLUNTARY.  You are free to decline to be in this study or to withdraw from it at any point.  You will be given a copy of this consent form to keep.  If you agree to participate, please sign the form below. ______________________________________________________________________________

I have read this consent form and understand the nature of the project.  I understand the scope of the story, and agree to donate the necessary blood. 

________________

____________________________

Date    



Participant's Signature

________________

____________________________

Date    



Person Obtaining Consent

______________________________________________________________________________

CALIFORNIA RESEARCH PARTICIPANT'S

BILL OF RIGHTS

Any person who is asked to participate as a human subject in a research study, or who is asked to consent on behalf of another, has the following rights: 

(a) Be informed of the nature and purpose of the study.

(b) Be given an explanation of the procedures to be followed in the study, and any drug or device to be utilized.

(c) Be given a description of any attendant discomforts and risks reasonably to be expected from the study.

(d) Be given an explanation of any benefits to the subject reasonably to be expected from the study, if applicable.

(e) Be given a disclosure of any appropriate alternative procedures, drugs or devices that might be advantageous to the subject, and their relative risks and benefits.

(f) Be informed of the avenues of medical treatment, if any, available to the subject after the study if complications should arise.

(g) Be given an opportunity to ask any questions concerning the study or the procedures involved.

(h) Be instructed that consent to participate in the study may be withdrawn at any time and the subject may discontinue participation in the study without prejudice. 

(i) Be given a copy of the signed and dated written consent form.

(j) Be given the opportunity to decide to consent or not to consent to a study without the intervention of any element of force, fraud, deceit, duress, coercion, or undue influence on the subject's decision.

(Adapted from Health & Safety Code Chapter 1.3, Section 24172)
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