Exposure and Health Effects Study

Michigan Departments of Community Health and Environmental Quality Proposal

Midland, Michigan and Tittabawassee River Floodplain

Comprehensive Dioxin Exposure and Health Effects Study

Background

Two draft Public Health Consultations (PHCs) – Dioxin Contamination in Soil, Dow Chemical

Company, Michigan Division Midland Location, Midland, Midland County, Michigan, EPA Facility

ID: MID000724724 and Dioxin Contamination in the Tittabawassee River Floodplain, South of

Midland, Michigan, Tittabawassee River, Midland, Midland County, Michigan, EPA Facility ID:

MID980994354 – were issued March 4, 2002, by the U.S. Department of Health and Human

Services’ Agency for Toxic Substances and Disease Registry (ATSDR) after a review of public

health issues and community concerns over potential dioxin contamination in these areas. In

the draft PHCs, the ATSDR states that, even with previous soil sampling and community health

studies, insufficient data exist to determine whether the soils in Midland and Tittabawassee

River Floodplain south of Midland pose a public health threat, and that additional site-specific

information will be necessary to evaluate the two sites.

Study Questions & Basic Proposal

The Michigan Departments of Community Health (MDCH) and Environmental Quality (MDEQ)--

with technical assistance from the ATSDR and in consultation with the Midland County Health

Department and the Saginaw County Department of Public Health—propose a comprehensive

dioxin exposure and health effects study in order to fully answer the following questions:

1.
Are the levels of dioxins in serum samples obtained from Midland and Tittabawassee 
River Floodplain residents statistically significantly elevated compared to levels found in 
samples taken from residents of a comparison area?

2.
Is there a correlation between dioxin levels in serum samples and levels of dioxin in 
residential soils?

3.
Is there any evidence that Midland residents or Tittabawassee River Floodplain 
residents have experienced elevated rates of diseases that have been scientifically 
linked to dioxins exposure?

A university or combination of universities with recognized scientific expertise and objectivity

would be selected to efficiently conduct this comprehensive study as briefly outlined hereafter.

Study Financing

The Dow Chemical Company has expressed support for and willingness to fund the study

through a yet to be determined mechanism that would ensure scientific independence for the

researchers and credibility of the study product.

General Study Parameters

Pending concurrence and/or modification by the Scientific Advisory Committee (See next 
section), the study would include the following:

1.
Comprehensive dioxin exposure pathway assessments, focusing particularly on food 
and soil sources, for residents in Midland, in the Tittabawassee River Floodplain 
south of Midland, and in a suitable comparison community;

2.
Dioxin measurements in foods and soils to which these same residents have been 
and/or are being exposed; and

3.
Blood serum sampling for dioxin testing of the same residents.

Data from the exposure pathway assessments, the food and soil sampling, and the blood tests

would be carefully cross tabulated and analyzed to answer the afore stated study questions.

For any individual, regardless of his/her place of residence, found to have an elevated body

burden of dioxin, a careful health status assessment would be conducted and recommendations

made for on-going monitoring.

Oversight of the Study

Two advisory committees would be formed to oversee the study, a Scientific Advisory

Committee and a Stakeholder Advisory Committee. Both advisory committees will be staffed

and supported by an Independent Contactor selected by the MDCH and the MDEQ.

The Scientific Advisory Committee would ensure that:

1.
The study is well designed, adequate to answer the study question, and approved by the

applicable Institutional Review Boards;

2.
The researchers adhere to the study protocol;

3.
The interpretation of the data and the resulting conclusions are scientifically defensible

from a epidemiological, statistical, and toxicological perspective; and

4.
The study reports are complete and clearly written.

The Scientific Advisory Committee also would be responsible for preparing and issuing a

request for proposals to three or more universities, and for selecting the most scientifically

qualified university (or combination of universities) to perform the study.

The Stakeholder Advisory Committee would ensure that:

1.
The study design and execution are both understood and accepted by the residents of 
the study communities;

2.
Regular communications from the Scientific Advisory Committee are reviewed and 
presented to the residents of the study communities; and

3.
The residents of the study communities have on-going opportunities for input.

Composition, Selection and Operation of the Scientific Advisory Committee

There would be five members on the Scientific Advisory Committee. The petitioners, MDCH,

MDEQ, and Dow would each provide three names of internationally recognized scientists with

expertise in environmental epidemiology, toxicology, exposure assessment, or risk assessment

who have demonstrated scientific expertise in application to dioxin or dioxin-like compounds that

would be acceptable to the stakeholder. The ATSDR will review and provide comments to the

MDCH and MDEQ selected Independent Contractor on the scientific credentials of each

nominee. The Independent Contractor will review each nominee for potential conflict of interest

and advise the stakeholder if any nominee may appear to have conflicts of interest based on

their employment, contractual affiliation or other financial interests. The Independent Contractor

will make the determination of potential conflict of interest based upon yet to be adopted 
standards.

The Independent Contractor would then contact each of the nominees with verified scientific

credentials and who were found to be free of obvious conflict of interest to determine interest

and availability. If none of the three scientists recommended by a stakeholder were interested

or available, then the stakeholder would be contacted by the Independent Contractor to select

alternate nominations. If more than one of the three scientists is available and interested, then

the stakeholder would select the representative scientist for the Scientific Advisory Committee

from the available and interested scientists. The fifth scientist on the Scientific Advisory

Committee will be selected by the ATSDR in consultation with other members of the Scientific

Advisory Committee. The chair of the Scientific Advisory Committee would be selected by the

membership in the Scientific Advisory Committee. If the Scientific Advisory Committee is 
unable to agree upon a chair, the MDCH and MDEQ will select a chair.  
Actions and recommendations by the Scientific Advisory Committee would be by consensus.

Meetings of the Scientific Advisory Committee would be held pursuant to Michigan’s Open

Meeting Act (1976 PA 267, as amended), and regular progress reports prepared by the Chair,

and reviewed by the Scientific Advisory Committee, would be provided to the Stakeholder

Advisory Committee.

Composition, Selection and Operation of the Stakeholder Advisory Committee

There would be seven members on the Stakeholder Advisory Committee: a representative of

the petitioners, an elected official representing Midland residents, an elected official

representing Tittabawassee River Floodplain residents, the local health officer from Midland

County, the local health officer from Saginaw County, a local health official from the county of

the comparison community, and Dow. The health officers from Midland and Saginaw Counties

would co-chair the Committee. The Stakeholder Advisory Committee members would be

expected to review and provide comments on the regular reports of the Scientific Advisory

Committee, and to report back to the constituencies that they represent. The actions and

recommendations by the Stakeholder Advisory Committee would be by vote of the majority.

Meetings of the Stakeholder Advisory Committee would be conducted pursuant to Michigan’s

Open Meetings Act (1976 PA 267, as amended).

Roles of Various Stakeholders and Agencies

Petitioners. The petitioners would have a representative on the Stakeholder Advisory

Committee and would nominate three scientists (from which one will be selected) to serve on

the Scientific Advisory Committee.

MDCH. The MDCH would nominate three scientists (from which one will be selected) to serve

on the Scientific Advisory Committee, and, in consultation with the MDEQ, secure the services

of an Independent Contractor to administer the study.

MDEQ. The MDEQ would nominate three scientists (from which one will be selected) to serve

on the Scientific Advisory Committee, and, in consultation with the MDCH, secure the services

of an Independent Contractor to administer the study.

Local County Health Departments. The local health officers for Midland County and Saginaw

County will co-chair the Stakeholder Advisory Committee. The county of the comparison 
community will have a health official on the Stakeholder Advisory Committee.

Independent Contractor. The Independent Contractor will (1) administer the study, (2) obtain

and verify conflict of interest statements from the Scientific Advisory Committee nominees, (3)

facilitate the selection of the Scientific Committee membership, (4) secure all appropriate

institutional review board approvals, (5) convene and staff meetings of both the Scientific and

Stakeholder Advisory Committees, and (6) facilitate communications of all parties involved in

the study.

Elected Officials. Elected officials (one representing Midland, and one representing

Tittabawassee River Floodplain residents would be on the Stakeholder Advisory Committee.

Dow. The Dow Chemical Company would provide funding for the study through some

mechanism that would ensure scientific independence and credibility. It also would have a

representative on the Stakeholder Advisory Committee and would nominate three scientists

(from which one will be selected) to serve on the Scientific Advisory Committee.

ATSDR. The ATSDR would provide technical assistance to the Scientific and Stakeholders

Advisory Committees throughout the study. The ATSDR also would select the fifth member of

the Scientific Advisory Committee.

