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There are approximately 3,000 industrial chemicals produced in the U.S. every year in amounts of one million pounds or more. These so-called "high production volume" (or HPV) chemicals are used in a wide variety of industrial processes and consumer products. Environmental Defense, in its 1997 report Toxic Ignorance, found that even the most basic information needed to assess the health and environmental risks posed by the vast majority of these chemicals was not publicly available. This finding, subsequently confirmed in studies done by the U.S. Environmental Protection Agency and the chemical industry, led to the creation of the U.S. HPV Challenge Program in 1998, under which more than 400 chemical companies have volunteered to develop and provide the needed hazard data on the HPV chemicals they produce, so that they can be made public by 2005.  

The new Environmental Defense report, Facing the Challenge: A Status Report on the U.S. HPV Challenge Program, is a mid-term report card for this landmark assessment program.  Scientist Dr. Richard Denison, co-author of the new report, talked about the program's progress to date, and which companies are doing their part - and which are not. (See tables for the best and worst performers.) 
Q: Briefly give me the history of how the HPV Challenge Program began.
Richard Denison: This story actually begins back in the mid-1980s when the National Academy of Sciences first drew attention to the fact that for the vast majority of HPV chemicals, even the most basic data necessary to understand their environmental and health impacts was lacking in the public sphere. In other words, the public had no way of knowing whether these chemicals were safe or not. 

In the late 1990s, Environmental Defense re-examined that question and found that very little had changed in the intervening 12 years. When our report on the matter, Toxic Ignorance, came out in 1997, it renewed calls for addressing this issue -- basically for developing the information base on these widely used chemicals and making it available to the public.

Q: Explain how the HPV Challenge Program is filling the gaps in hazard data for HPV chemicals and is making those data public.
[image: image3.jpg]Y



RD: When a company agrees to sponsor a chemical, the first step is to gather what data exist either in the public domain or in the hands of companies and bring that information to light. (One welcome surprise from this aspect of the program is that there are more data in the form of previously unpublished studies than anyone thought, which the program is succeeding in making public.) The next step is for the sponsor to propose a plan for filling the remaining data gaps.  The plan then gets reviewed by the Environmental Protection Agency and interested members of the public; after being revised, the plan is then carried out to complete the basic data set that is to be made public for each HPV chemical by no later than 2005. It is important to note that developing a full data set is roughly a two-year process, so chemicals that were started in the pipeline in the first full year of the program are just now completing the process. 
 
Q: So at the end of the program will we have all the information we need to understand the risks posed by these chemicals?
RD: It's important to understand that even after its completion this program itself is only the first step in fully understanding which chemicals pose real hazards and need further control. That is because this program develops only part of the information needed to fully predict chemical risk.  Nonetheless, the basic set of "screening level" information being developed under this program will allow us to screen large numbers of chemicals and identify those that are likely to be the most problematic, as a way to prioritize future efforts. 

Q: This is a voluntary program under which companies have agreed to develop data on HPV chemicals.  How do they decide which chemicals?
RD: The way the program works is that various companies or consortia of companies that produce (or import) a given chemical volunteer to "sponsor" that chemical and develop the basic data set for that chemical.  So it is the producers of a given chemical who are responsible for providing the needed data.  This program is voluntary, but it has the regulatory backing of the Toxic Substances Control Act (TSCA), which regulates industrial chemicals and gives EPA the authority to require producers to provide data needed to characterize the hazards those chemicals might pose.  If they do not volunteer to do this for the chemicals they produce, EPA has the authority to mandate that they do it through regulation.
 
Q: Why are consortia of companies sometimes the sponsor under the program?
RD: A given HPV chemical may be produced by only a single company or by multiple companies.  A company can individually sponsor a chemical it produces or several companies can get together to sponsor a chemical and share the costs of doing so. So we have about 450 companies that have volunteered to sponsor chemicals and about 100 consortia of companies doing so. That's really unprecedented for this number of companies in the chemical industry to participate in a voluntary program to make available data that do not yet exist in the public domain.

Q: Please explain what an orphan chemical is.
RD: About 2,200 HPV chemicals have been sponsored -- companies have volunteered to develop the data for those. There are about 520 more, however, that have not been sponsored. These "orphan" chemicals are the ones where we are asking that their producers step up to the plate and sponsor them, and - if they don't -- that the EPA step in and issue regulations requiring the producers to develop the needed data for them.

Q: Why haven't these chemicals been sponsored?
RD: The list of HPV chemicals targeted under the program dates back to 1990, and the most recent publicly available information on how much of them is produced dates back to 1998. Given changes in the chemical industry, there is reason to believe that some of the orphan chemicals are no longer being produced at levels that meet the definition of high production volume, and in some cases may no longer be being produced at all. But our best estimate is that at least half of the orphans are still being produced at high volumes and yet their producers have not stepped forward to sponsor them. We don't really know why, nor we don't speculate on that in our report, but we do draw attention to the fact that these chemicals are produced and used widely in our economy and yet we are not getting the data we need to understand the hazards they might pose.

Q: What exactly was the role of Environmental Defense in creating this program?
RD: Environmental Defense had a key role in developing this program:  First, by publicizing the fact that information on these chemicals was lacking or was not publicly available; second, by working jointly with the chemical industry and the EPA to develop the program's framework; and third, by monitoring the program's progress, as reflected in the status report we have just released.  So we were instrumental in both drawing attention to the problem and in coming up with a solution -- this very novel and unprecedented program to develop data and make it publicly available. 

This is a right-to-know program. That is a core element of the program. It's not enough to have the information developed; we want it in public hands.

Q: This is roughly the midpoint of the program and we're rating companies on the timeliness of their initial testing plans and on the quality of their submissions. Overall how well do you think the program is doing the job that's it's supposed to be doing?
RD: This program was very ambitious in its scope from the outset, and what we are finding is that, although much progress has been made and many companies have stepped forward to voluntarily sponsor chemicals, there are also some disturbing trends that in our view threaten the timely completion of the program. 

Many companies have developed plans for developing data for their chemicals on time, and are well along in the process of getting that information developed and made public. But there are other companies that are lagging behind, that either submitted their plans late or have not submitted them at all, despite the fact that the due date has come and gone. So our report quantifies how many reports are on time, how many were late, and how many have still not come in. We have also rated the quality of the plans that have come in and that we have reviewed, assigning a letter grade to each and calculating a GPA for each sponsor. Again, there are companies doing well in this respect, and others who get failing grades. In the report, we name the companies that in our view are doing a really good job, and those that are doing a poor job.

Q: The Centers for Disease Control and Prevention recently released its second biomonitoring report on exposure to toxic substances. Can you explain for the general public how this report differs from or meshes with (or does not mesh with) the HPV Challenge Program?
RD: In some ways, the CDC's biomonitoring program and the HPV Challenge are two sides of the same coin. They both represent efforts to develop the information necessary to understand the risk that chemicals may pose to human health and the environment. But they are looking at different aspects of that risk. 

What you need to know in order to determine whether a chemical poses a risk is, first, whether people or organisms in the environment are exposed to that chemical; and second, if that chemical has toxic properties. The biomonitoring work by the CDC is looking at human blood and urine for whether those chemicals are present in the human body. That's really looking at the question of whether humans are being exposed to certain chemicals. The HPV Challenge is trying to fill in the other half of the equation - are certain chemicals in fact toxic? Do these chemicals have effects on the mammalian reproductive system or developmental effects, for example? Do they affect other organisms in the environment - are they toxic to fish or other aquatic organisms? Once we develop data on both of those aspects -- toxicity and hazard -- then we can put them together and begin to understand the actual risk posed by a given chemical. 

There is one other key difference between these programs as well. The biomonitoring program is really targeting chemicals that we already know enough about to know that they pose hazards. In fact, many of these chemicals are no longer produced because their hazards were recognized a long time ago and their production has been banned, but they are very persistent in the environment and so the program is looking at how much of those chemicals are still getting into people.  The HPV Challenge Program is specifically not looking at known "bad actors." It is trying to develop the data needed to identify additional bad actors that may be out there. 

Q:  What is the main message you want to get out with this report?
RD: This program holds tremendous promise to increase the public's knowledge of chemicals that are used in the largest amounts in our system of commerce, but the report also identifies a number of disturbing trends that need to be addressed immediately if the program is going to succeed. Specifically what needs to be addressed are the facts that several hundred chemicals have not been sponsored at all, that many of the test plans are coming in more slowly than they need to be if we are to meet the 2005 deadline, and that not all the submissions are up to the quality necessary to deliver the data they are supposed to deliver.  We are calling on industry to redouble its efforts, essentially to recommit to the program, so that it can deliver on its promises to the public - which, after all, has a right to know.

By Leslie Valentine
FIND OUT MORE

- Read the report Facing the Challenge.
- Visit our Toxic Chemicals section. 
- Read the 1998 Environmental Defense press releases "Joint Announcement of Cooperative Program for High Production Volume U. S. Industrial Chemicals"  and "Industry to Test 2,800 Major Chemcials for Health, Environmental Effects"
- Visit Scorecard and find out about toxic chemcial releases in your community

- EPA Web site for the HPV Challenge Program
- Centers for Disease Control and Prevention: National Report on Human Exposure to Environmental Chemcials
	


