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More Testing for Drugs in Water Sought

By MARTHA MENDOZA –  17 March 2008

Associated Press

 http://ap.google.com/article/ALeqM5h7s6c6vCM07zaF8wQ4mLn6I2F6ewD8VENFK00
Test it, study it, figure out how to clean it — but still drink it. That's the range of reactions raining down from community leaders, utilities, environmental groups and policy makers in reaction to an Associated Press investigation that documented the presence of pharmaceuticals in major portions of the nation's drinking water supplies.

"There is no wisdom in avoidance. There is wisdom in addressing this problem. I'm not suggesting that people be hysterical and overreact. There's a responsible way to deal with this — and collectively we can do it," said Washington-based environmental lawyer George Mannina.

A five-month-long inquiry by the AP National Investigative Team found that many communities do not test for the presence of drugs in drinking water, and those that do often fail to tell customers that they have found trace amounts of medications, including antibiotics, anti-convulsants, mood stabilizers and sex hormones. The stories also detailed the growing concerns among scientists that such pollution is adversely affecting wildlife and may be threatening human health.

As a result, Senate hearings have been scheduled, and there have been calls for federal solutions. But officials in many cities say they aren't going to wait for guidance from Washington to begin testing.

Pharmaceutical industry officials said they would launch a new initiative Monday with the U.S. Fish and Wildlife Service focused on telling Americans how to safely dispose of unused medicines.

The subject of pharmaceuticals in drinking water also will be discussed this week when 7,000 scientists and regulators from 45 countries gather in Seattle for the annual meeting of the Society of Toxicology. "The public has a right to know the answers to these questions," said Dr. George Corcoran, the organization's president.

"The AP story has really put the spotlight on it, and it is going to lead to a pickup in the pace," he said. "People are going to start putting money into studying this now, instead of a few years from now, and we'll get the answers sooner than we would have otherwise."

Environmental leaders said some answers are easy.

"It's basic. We need to test, tell and protect health," said Richard Wiles, executive director of the Washington-based Environmental Working Group.

Wiles said the Environmental Protection Agency needs to widely expand the list of contaminants that utilities are required to test for. That list currently contains no pharmaceuticals. He also said government agencies and water providers that don't disclose test results "are taking away people's right to know, hiding the fact that there are contaminants in the water. We don't think they have that right. It's hubris, it's arrogance and it's self-serving," said Wiles.

As part of its effort, the AP surveyed 62 metropolitan areas and 52 smaller cities, reporting on positive test results in 24 major cities, serving 41 million Americans. Since release of the AP investigation, other communities and researchers have been disclosing previously unreleased local results, positive or negative.

In Yuma, Ariz., for example, city spokesman Dave Nash said four pharmaceuticals — an antibiotic, an anti-convulsant, an anti-bacterial and caffeine — have been detected in that city's drinking water. In Denver, where the AP had reported undisclosed antibiotics had been detected, a Colorado State University professor involved in water screening there e-mailed the names of 12 specific drugs that had been detected.

Officials at many utilities said that without federal regulations, they didn't see a need to screen their water for trace amounts of pharmaceuticals. But others have now decided to test, including Scottsdale and Phoenix in Arizona, Palm Beach County in Florida, Chicago and Springfield, Ill., Bozeman, Mont., Fargo, N.D.; Danville, Va.; and a group of four sewer partners in the Olympia, Wash., region.

"We read the AP story and made a determination that we should test our water and be transparent, just let the people know what we find. I'm confident we have safe and clean drinking water," said Phoenix Mayor Phil Gordon.

Officials in Freeport, Ill., one of the smaller cities surveyed, said they plan to work with the state EPA to test the area's drinking water for pharmaceuticals. Mayor George Gaulrapp said he is looking to the state agency for standards, regulations and testing procedures for that city's water, which comes from a deep well.

In some places, residents learned that the rivers and lakes that feed their drinking water treatment plants have already been tested, or that tests are under way.

In Marin County, California, officials said repeated tests in their watershed for pharmaceuticals have come back clean. In Massachusetts, the state Department of Environmental Protection announced a program to screen rivers, streams and reservoirs for pharmaceuticals.

Dozens of newspaper editorials called for testing in communities where water is not being screened and the release of any test results.

"The first, and least expensive, step is to let the sunshine in: Water utilities that currently test for pharmaceuticals should make that information freely available to their customers, along with more information on the potential impacts of drugs in the water supply," read an editorial in the Daytona Beach News-Journal.

The Fort Worth Star-Telegram has filed an open records request for a copy of a study conducted on the city's water after the mayor refused to give the AP and the newspaper the name of a pharmaceutical detected in the drinking water. City officials say publishing that information could jeopardize public safety, citing post-Sept. 11 security concerns. A Texas attorney general's opinion is being sought on possible release of the information.

The Milwaukee Journal Sentinel urged readers to take responsibility as well.

"It's a problem in which the average person has both a stake and a role in the solution," read a Journal Sentinel editorial. "He or she can do something as simple as not flushing unused medications down the toilet or into the drain."

And the Pittsburgh Post-Gazette observed that "given the national scope of the problem, a strong leadership role for the federal government suggests itself in areas such as testing and upgrading water treatment plants. So it is discouraging to note that the Bush administration in its 2009 budget proposal cut $10 million from the water monitoring and research program."

While the local responses are encouraging, Lisa Rainwater, policy director of Riverkeeper, a New York-based environmental group, said the EPA should step aside and let the National Academy of Sciences or the General Accounting Office study the impacts on humans and wildlife.

"Frankly, the EPA has failed the American public for doing far too little for far too long," she said.

At least one local water official is putting part of his faith in another quarter. Wayne Livingston of the Oxford Water Works in Alabama said he has confidence in the existing treatment system. But he said his agency probably will test for pharmaceuticals now, although he doubts anything will turn up because the water is pumped from underground.

"The good Lord filters it," he said. "But this is something we should keep an eye on."

Male fertility 'set in the womb'

Monday, 17 March 2008, 00:37 GMT

http://news.bbc.co.uk/2/hi/health/7293982.stm
Low sperm count may be linked to development in the womb

Male fertility problems are determined in the womb, research from the University of Edinburgh suggests. 

Common genital disorders, low sperm count and testicular cancer could all be linked to hormone levels early in pregnancy, studies in rats suggest.

It was found that levels of male hormones, such as testosterone, in a critical "window" at 8-12 weeks determine future reproductive health.

The results are published online in the Journal of Clinical Investigation.

Problems with reproductive development such as the testes not descending properly into the scrotum (cryptorchidism) or the urinary tract opening in the wrong place on the penis (hypospadias) are fairly common in young boys.

Other disorders, such as low sperm counts and testicular cancer, are thought to be part of the same pathway.

Using the mouse model, researchers at the Medical Research Council Human Reproductive Sciences Unit found the disorders resulted from low levels of male hormones - or androgens - at the equivalent to 8-12 weeks human gestation.

They also found that the level of androgen hormone at this time was related to the distance between the base of the penis and the anus.

This measurement could be an early warning system of future reproductive problems in baby boys, they said.

It could also give insights into links between hormones in the womb and fertility problems in later life.

Timeline 

Study leader, Dr Michelle Welsh, said: "We know from other studies that androgens work during foetal development to programme the reproductive tract.

"But our assumption was that it would be much later in pregnancy."

She added the anogenital measurement would be a useful tool.

"Say a clinician were to examine a 30-year-old man with testicular cancer - previously there would have been no way of knowing what hormones he was exposed to in the womb.

"We would suggest that this measurement, even at this later stage in life, could offer an indication of hormone exposure."

"For example, the shorter the distance, the less confident we can be that hormones have acted correctly and at the right time."

Co-author, Professor Richard Sharpe, said around 7% of boys had cryptorchidism and low sperm counts affect as many as one in five young men.

Dr Allan Pacey, senior lecturer in andrology at the University of Sheffield, said scientists had been worried for many years about the increasing incidence of problems resulting from disrupted development of the male reproductive system during pregnancy.

"Understandably, this is almost impossible to study in humans directly and so animal models are needed to unravel the precise details.

"To use the adult anogenital distance as a proxy marker of foetal exposure in utero is a good suggestion and I would encourage studies to investigate how well this correlates with problems of the male reproductive system."

Air Pollution

EPA Sets Stricter Ozone Standard

Chemical and Engineering News

March 17, 2008

http://pubs.acs.org/cen/news/86/i11/8611notw9.html
Chemical manufacturers say change is unnecessary and too costly

Glenn Hess
THE ENVIRONMENTAL Protection Agency is tightening the national air quality standard for ground-level ozone from 0.08 parts per million to 0.075 ppm. This concentration is still less stringent than what many experts contend is required to protect public health and prevent premature deaths.

New ozone standard may help reduce smog that plagues cities like Los Angeles.

"America's air is cleaner today than it was a generation ago," EPA Administrator Stephen L. Johnson noted when announcing the new standard on March 12. "By meeting the requirement of the Clean Air Act and strengthening the national standard for ozone, EPA is keeping our clean air progress moving forward."

Johnson said the agency based its decision on the most recent scientific evidence about the effects of ozone, the primary component of smog. The change means that the air in 345 U.S. counties will violate federal standards, four times the current number of violators.

The American Chemistry Council, which represents 134 major chemical manufacturers, believes the 0.08-ppm limit sufficiently protects public health and is based on sound scientific information.

"The available science is largely unchanged since the 1997 standard was issued and demonstrates that there is no clear and substantial basis for making the standard stricter at this time," ACC said in a statement. Lowering the ozone standard "unnecessarily will impose significant new burdens on states and others even as they continue to try and comply with the 1997 standard."

In contrast, the American Lung Association has called for a much stricter standard, as have more than a dozen other public health and medical societies. In 2006, EPA's Clean Air Scientific Advisory Committee said a standard of between 0.060 and 0.070 ppm is needed to provide an adequate margin of protection for millions of people susceptible to respiratory illnesses.

Business groups waged an intense lobbying campaign to preserve the old standard. In meetings with EPA and White House officials, they argued that the estimated $8.5 billion annual cost of meeting a lower limit could hurt the economy.

Only 4 chemicals have NAFTA label

By Blake Nicholson, The Forum

Published Sunday, March 16, 2008

http://pubs.acs.org/cen/news/86/i11/8611notw9.html
BISMARCK – In announcing a joint label for farm pesticides and herbicides last year, regulators in the United States and Canada called it a milestone in the reduction of trade barriers. A year later, only four chemicals have a NAFTA label.

Only one of those chemicals is expected to be widely used in the field, and only one is on a list of 33 “priority” products compiled by 18 farm groups in the two countries. It remains to be seen whether the new labels will save farmers money.

“It would be a stretch to say I’m happy with the progress,” said North Dakota Agriculture Commissioner Roger Johnson, who is president of the National Association of State Departments of Agriculture. “The progress has been slow.”

Jay Vroom, president and chief executive of CropLife America, a pesticide trade association based in Washington, D.C., said the industry is committed to the NAFTA label process and it is gaining momentum.

“The fact that we’ve seen progress indicates it’s not just talk,” Vroom said.

Some officials say U.S. farmers might not see true cost savings until import duties and other fees are reduced or eliminated.

Farmers have long pushed for chemical “harmonization,” saying prices for the same product often differ in Canada and the United States. A 2005 North Dakota State University study determined that American farmers could save $178 million each year through access to pesticides north of the border that are similar in composition to those on the U.S. side.

So-called harmonization bills failed in Congress, but last March, state and federal officials announced that farm chemical manufacturers could jointly label their products in the U.S. and Canada rather than acquire separate registrations in the two countries.

Since the first NAFTA label was announced, for a herbicide marketed as Far-GO in the U.S. and as Avadex in Canada, only three more have received labels, said Jim Gray, the lead farm chemical regulator in North Dakota.

Gray said Far-GO is the only one of the four NAFTA label chemicals on the priority list the grower groups compiled last year. The groups, ranging from the National Association of Wheat Growers to the Canadian Horticulture Council, said last June that they wanted labels for at least 10 of the 33 priority products to be in some stage of development by the end of 2007.

Byron Richard, president of the North Dakota Grain Growers Association, still sees progress.

The latest chemical to be jointly labeled – Simplicity – “is the first true broadleaf and grass herbicide that will be labeled on wheat and durum,” he said. “It will have wide use.”

Unlike the first three chemicals with NAFTA labels, Simplicity is considered “new chemistry” that had not been registered in either the U.S. or Canada.

“The consensus of the industry was that it would probably be better to go with new chemistries under this NAFTA label rather than bring old labels forward,” Richard said.

Vroom said it is easier to get a NAFTA label for a new chemical than for an old one, especially one that has many uses.

“The highest percentage of success will be on new products,” he predicted.

Gray said farmers and government officials still would like to see some of the chemicals on the priority list have NAFTA labels.

“If we just use NAFTA labels to look at new chemistry, we don’t take care of the price disparities that are currently in place for products that are already out there,” Gray said.

Vroom said obtaining a NAFTA label for an existing product is not as simple as it might seem, because chemical companies must deal with a variety of things outside science, such as patent issues. And labels for new products might take longer to obtain under the NAFTA label process, costing a company money, he said.

Import duties on chemicals coming into the United States from Canada infringe on cost savings for farmers, Gray and Vroom said. Officials say the Internet might turn out to be a big help to the NAFTA label process, allowing farmers to get information more quickly.

E-labeling would involve having a “base” label on the product with such information as ingredients and emergency contact information, along with a Web site with more detailed information such as specific requirements for use in certain farming areas.

“Not only does that save money for the chemical manufacturers, it also gives us great potential to have more user-friendly labeling,” Gray said.

Gray is a member of a U.S. Environmental Protection Agency group working on e-labeling. The group is studying how best to set up a site, who should host it and how to deal with farmers who do not have Internet access. Gray said the EPA hopes to do a pilot project sometime in the next year.

During the unveiling of the first NAFTA label a year ago, Rep. Earl Pomeroy, D-N.D., said that if chemical companies dragged their heels in jointly registering products, lawmakers might try to intervene. He said last week that he believes NAFTA labels should remain voluntary, but that the process has been too slow. Johnson said he expects legislation next year if it does not speed up.

The threat of legislation is “another factor that will keep us all motivated,” Vroom said.

Toxin Found in 'Natural,' 'Organic' Items

By Annys Shin
Washington Post Staff Writer 

Saturday, March 15, 2008

http://www.washingtonpost.com/wp-dyn/content/article/2008/03/14/AR2008031403789.html
 Some major brands of shampoo, shower gel and dish soap marketed as "natural" or "organic" contain small amounts of a potentially dangerous chemical, according to a report released yesterday by the Organic Consumers Association.

 The OCA, which represents consumers and manufacturers in the natural and organic foods industry, said an independent lab's tests of more than 100 personal-care products sold in natural-food stores found trace amounts of 1,4-dioxane in 46 products. The petroleum-based solvent, which causes cancer in animals, is not added to the items but appears as a byproduct of manufacturing.

Some of the products tested had the U.S. Department of Agriculture organic seal, and none of those contained 1,4-dioxane.

The report is the latest salvo in a five-year battle over marketing claims that has divided the booming natural-products industry. The group said the presence of 1,4-dioxane poses a health risk and undermines natural and organic claims by some manufacturers.

But government regulators disagree on whether trace amounts of 1,4-dioxane in personal-care and household products are dangerous. The Food and Drug Administration, which regulates personal-care products, said the amounts typically found in cosmetics "do not present a hazard to consumers."

The Consumer Product Safety Commission, which regulates household cleaners, has no limit for 1,4-dioxane and evaluates the safety of products on a case-by-case basis, spokesman Scott Wolfson said.

California requires that products that contain more than 30 parts per million of 1,4-dioxane carry a warning saying that the contents may cause cancer. The amounts the OCA found were as high as 97.1 parts per million, in a dish liquid.

Products that the OCA said had 1,4-dioxane include Jason Fragrance Free Satin Soap, Citrus Magic 100 Percent Natural Dish Liquid, Alba Botanical Passion Fruit Body Wash and Whole Foods Market 365 Everyday Value Shower Gel. Products that tested negative included Burt's Bees Body Wash, Dr. Bronner's and Sundog's Magic Orange Lavender Organic Lotion, Clorox Green Works Natural All-Purpose Cleaner, and Dr. Hauschka Body Wash Fresh.

The OCA receives 90 percent of its funding from individuals and the rest from grants, some of which are from companies. Two of the group's funders make personal-care products, and the OCA tested the products of one, Dr. Bronner's Magic Soaps, which did not contain 1,4-dioxane. It did not test products from the other funder, Intelligent Nutrients, because they are not widely available.

The results surprised some of the companies named in the report. "It's the first we've even heard of that," said John Howell, technical director of Beaumont Products of Kennesaw, Ga., which produces Citrus Magic 100 Percent Natural Dish Liquid. "We'll look into both our raw materials and anything we can think of."

Whole Foods makes "natural" but no "organic" claims for its 365 Everyday Value products. Spokeswoman Cathy Cochran-Lewis said the company plans to investigate the report's findings.

Lisa Lehndorff, a spokeswoman for Hain Celestial, which owns Jason and Alba, said that the Jason tagline of "pure, natural, and organic" refers only to ingredients and that Alba makes no organic claims. The "natural" claim means "we strive to use ingredients originating from natural sources," she said.

Personal-care products with the USDA organic seal must contain at least 95 percent organically produced ingredients. That policy was the result of a settlement between the USDA and the OCA, which sued the agency three years ago, saying it failed to police organic claims. Misuse of the USDA organic seal carries penalties of $11,000 per violation and a ban on using the seal for several years, spokeswoman Joan Shaffer said.

Artificial butter chemical may harm lungs

Published: March 14, 2008 at 12:58 PM

http://www.upi.com/NewsTrack/Health/2008/03/14/artificial_butter_chemical_may_harm_lungs/1386/
BETHESDA, Md., March 14 (UPI) -- Exposure to a chemical called diacetyl, used in artificial butter flavoring, can be harmful to the nose and airways of mice, a U.S. study found. 

Scientists at the National Institute of Environmental Health Sciences conducted the study because diacetyl has been implicated in causing obliterative bronchiolitis in humans. Obliterative bronchiolitis is a debilitating but rare lung disease, which has been detected recently in workers who inhale significant concentrations of the flavoring in microwave popcorn packaging plants.

When laboratory mice inhaled diacetyl vapors for three months, they developed lymphocytic bronchiolitis -- a potential precursor of obliterative bronchiolitis. However, none of the mice were diagnosed with obliterative bronchiolitis.

Mice exposed to high concentrations of diacetyl using a method that bypasses the nose resulted in lesions partially obstructing the small airways. More studies are under way to determine if these lesions progress to obliterative bronchiolitis in mice.

"This is one of the first studies to evaluate the respiratory toxicity of diacetyl at levels relevant to human health," study co-author Daniel L. Morgan said in a statement. "

The study was published in the journal Toxicological Sciences.

Do Nanoparticles in Food Pose a Health Risk?

13 March 2008; Scientific American

http://www.sciam.com/article.cfm?id=do-nanoparticles-in-food-pose-health-risk
A new study reveals that nanoparticles are being used in everything from beer to baby drinks despite a lack of safety information

By David Biello

 

Plastic imbued with clay nanoparticles helps make Miller Brewing Co. beer bottles less likely to break as well as improves how long the brew lasts in storage. Simply H's Toddler Health nutritional drink mix includes 300-nanometer (300 billionths of a meter) iron particles. And a wide range of cooking and cleaning items now employ nanosize silver particles to kill microbes.

 Yet, the Washington, D.C.–based environmental group Friends of the Earth (FoE) reports that none of the more than 100 food or food-related products it identified that contain nanoparticles—puny particles between 100 and one nanometers—bears a warning label or has undergone safety testing by government agencies.

 "Products created using nanotechnology have entered the food chain," says report author Ian Illuminato, FoE's health and environment lobbyist. "Preliminary studies indicate there is a serious risk…. We should know that it's safe before we put it in our food."

 The report builds on several studies in recent years that have shown that some nanoparticles may cause harm. A 2005 study in Environmental Science & Technology showed that zinc oxide nanoparticles were toxic to human lung cells in lab tests even at low concentrations. Other studies have shown that tiny silver particles (15 nanometers) killed liver and brain cells from rats. "They are more chemically reactive and more bioactive," Illuminato says, because of their size, which allows them to easily penetrate organs and cells. "Products should be at least labeled so consumers can choose whether they want to be part of this experiment."

 FoE says it is probably underestimating the number of foods and food products containing the miniscule particles, because they depended on self-reporting by companies and a list of 600 nanotechnology products compiled by the Woodrow Wilson International Center for Scholars (a think thank created by Congress in 1968 to foster links between scholars and politicians) as part of its project to study the implications of nanotechnology.

 The environmental group charged that the federal government has failed to protect consumers from the potential dangers of nanoparticles and called for a ban on their use in food and food-related products until they have been thoroughly tested to rule out health risks. 

 The U.S. Food and Drug Administration (FDA) currently does not specifically require nanoparticles to be proved safe but does require manufacturers to provide tests showing that the food goods employing them—be it beer or baby products—are not harmful. "Industry would bear the burden of demonstrating the safety of the material under its intended conditions of use," says FDA spokesperson Christopher Kelly. "Nanoparticle versions of [FDA-approved] materials may well be new materials" that would trigger new investigations, "and this is considered on a case-by-case basis."

 To date, there are few published industry, government or scientific studies on the health and environmental impacts of nanoparticles. Further complicating the matter is the fact that nanoparticles have been in the food supply for years. "Nanoparticles have been in food products for decades, we just never realized they were there," says physicist Andrew Maynard, chief science advisor to the Wilson Center project. "We need to better understand how nano can be benign in foods, but [also] where the dangers are."

 For example, it remains unclear whether nanoparticles used in food packaging might migrate or leach into food or beverages. And it is completely unknown what impact a wide variety of these nanoparticles might have on human health.

 A wide variety of government agencies, including the FDA and the U.S. Environmental Protection Agency (EPA), have taken an interest in nanotechnology. The federal government spent more than $1.4 billion on nanotechnology research last year as part of the National Nanotechnology Initiative, a joint effort of 25 federal agencies investigating the promise and potential perils of the emerging technology. Of that, roughly $40 million was devoted to health and safety research (an amount set to nearly double to $76 million in the fiscal year 2009 proposed budget).

 The FDA could not provide figures on how much it spends on assessing the safety of nanoparticles.

 The EPA received $8.6 million of that $40 million, some $3 million of which went directly to labs to research potential health and environmental risks, according to Jim Willis, director of the EPA's Chemical Control Division.

 The EPA and its counterparts in Canada, Europe, Asia and Australia also began in February a three-year study into the effects of 14 nanomaterials—including silver, iron and other elemental nanoparticles as well as carbon nanotubes and nanoballs. "Once we get the results of phase one, we'll look at moving into more in-depth testing on some of those or maybe some other nanomaterials," Willis says, adding that any new chemical submitted for approval that contains 10 percent or more nanosize elements receives special attention from EPA reviewers. "We've seen about 30 or so in the past three years," he says.

 In 2006 the EPA began to regulate nanosilver as a pesticide under the Federal Insecticide, Fungicide and Rodenticide Act. As a result, companies employing such nanosilver particles (as an antimicrobial in a wide array of merchandise from computers to cooking pans) are required to register them as pesticides. Last week, the agency fined computer equipment maker IOGEAR of Irvine, Calif., $200,000 for failing to register the antimicrobial nanosilver in some of its wireless computer keyboards and mouses.

 In January the agency also asked companies that use nanoparticles to begin voluntarily providing the results of any health and safety studies they had conducted. Willis says that the EPA will review company response to determine whether voluntary compliance is enough this summer.

 Friends of the Earth insists that such reporting should be mandatory, given the potential risks. The lobby also says the definition of what constitutes a nanosize particle should include anything 300 nanometers or smaller. But the Wilson Center's Maynard notes it is the effect rather than the size that is significant.

 "It all comes down to the need for more research. We can't fly blind here. We need to know what's going on," Maynard says. "There is no hard evidence that nanomaterials in products on the market will harm humans or the environment, but there is enough evidence to say that we need to reexamine.''

FDA Panel Wants Limits on Anemia Drugs

By MATTHEW PERRONE |  AP Business Writer 

March 13, 2008; Newsday.com

http://www.newsday.com/news/health/wire/sns-ap-anemia-drugs-fda,0,385555.story
WASHINGTON - Federal advisers said anemia drugs sold by Amgen Inc. and Johnson & Johnson should be sharply restricted to a segment of cancer patients -- a recommendation that could cost the companies millions.

The limits, proposed Thursday by a Food and Drug Administration panel, were the latest blow to three blockbuster medications already plagued by concerns over increased risks of death and tumor growth.

The cancer experts overwhelmingly voted to keep the drugs on the market for chemotherapy patients, but said use should be limited to those with uncurable forms of cancer. The experts also voted nine-to-five to withdraw the drug's use in patients with breast or head-and-neck cancers, such as those affecting the sinuses, throat and lymph nodes.

FDA often follows its panelists' advice, though it is not required to do so. Agency staffers said they would begin considering the recommendations immediately, but set no timetable for action.

FDA's director for new drugs said the votes reflect the unresolved safety questions.

"It was clear from the discussion that they are concerned about the risks of these drugs, but the scope of those risks is not clear," John Jenkins said. "We don't have perfect data at this point."

The recommendation was not as restrictive as some on Wall Street had feared, and shares of Amgen climbed by nearly 5 percent in afternoon trading. Many analysts said the panel could have recommended halting the drugs' use in all chemotherapy patients, endangering as much as $1 billion in Amgen sales.

FDA already bolstered warning labels on the treatments -- Aranesp, Epogen and Procrit -- three times in the past year. But the action recommended Thursday would go much further, effectively wiping out a large slice of the market for anemia drugs.

Amgen manufactures all three; New Brunswick, N.J.-based J&J sells Procrit.

Bear Stearns analyst Mark Schoenbaum estimated the restrictions could eliminate about 40 percent of the market for Amgen's best-seller Aranesp. Epogen is better insulated because it's used almost exclusively by kidney dialysis patients.

The two combined accounted for $6.2 billion, or more than 40 percent, of the Thousand Oaks, Calif.-based company's revenue last year. Procrit had sales of $2.9 billion, or less than 5 percent of J&J's total sales.

Earlier on Thursday, FDA staff told panelists there is no definitive evidence that the blockbuster anemia drugs are safe when used as recommended.

Amgen and J&J representatives argued Thursday that the problems cited by FDA have been inconsistently reported across dozens of studies. And they pointed out that only studies involving higher-than-recommended dosing levels showed significant safety risks.

The companies outlined a large-scale study Thursday to try and answer whether anemia drugs hasten death and tumor growth when used according to the current label, but results won't be available for at least five years.

Until then, the companies proposed educational outreach to doctors.

The debate over whether the drugs are overused remains -- and riled some panelists who questioned Amgen's promotional tactics. Some cancer experts contend that the company's practice of discounting drugs for doctors who buy large quantities encourages overuse.

During the meeting, panelist Michael Perry pressed an Amgen executive to explain the rebates and discounts. the response from Vice President Joshua Ofman was long and complicated.

"You ought to be on 'Dancing with the Stars,'" said Perry, director of the Ellis Fischel Cancer Center. "You can't dance your way out of a yes or no question."

Ofman then confirmed that Amgen does offer rebates and discounts for doctors who purchase large amounts.

Shares of Amgen rose $2.19, or 4.9 percent, to close at $47.18. J&J's stock rose 26 cents to $62.81.

Drugs in water supply on agenda as toxicologists meet in Seattle 

03/16/2008 

By GENE JOHNSON   / Associated Press 

http://www.wcnc.com/sharedcontent/APStories/stories/D8VEMFO00.html
Pharmaceuticals in the water supply, melamine in the pet food, a warning against giving young children cough medicine.

As 7,000 scientists and regulators from 45 countries gather in Seattle this week, those are some of the top issues on the agenda, along with contamination in Puget Sound and an examination of whether early puberty in girls — possibly caused by certain chemicals — is linked to breast cancer later on.

"The public has a right to know the answers to these questions," Dr. George Corcoran, president of the Society of Toxicology, said this weekend. "Our vision is to create a safer and healthier world by advancing the science of toxicology. That's our reason for living."

The society, based in Reston, Va., is holding its annual meeting at the Washington State Convention Center, one week after The Associated Press published an investigation that found tiny amounts of drugs — mostly residue excreted by people and flushed down the toilet — in the drinking water supplies of at least 41 million Americans.

In addition to documenting the drugs found, the report discussed how little is known about whether there are long-term effects from having pharmaceuticals in the water supply. That's where toxicology comes in: the study of adverse effects of chemical, physical or biological agents on living organisms and the ecosystem.

Scientists have known for several years that pharmaceuticals were entering the water, Corcoran said, and the Society of Toxicology found the issue important enough to discuss it at its annual meeting in Charlotte, N.C., last year. But publicity surrounding the AP's report — the governor of Illinois ordered waterways in that state screened for drugs, newspapers called for more rigorous testing, and U.S. senators prepared to hold hearings — has created a buzz for this year's meeting.

"Last year, there was a consensus: Yes, we need to do more on this, and this is something we have to watch," Corcoran said. "The AP story has really put the spotlight on it, and it is going to lead to a pickup in the pace. People are going to start putting money into studying this now, instead of a few years from now, and we'll get the answers sooner than we would have otherwise."

The session on the topic is scheduled for Tuesday afternoon and will be led by Daniel Caldwell, of Johnson & Johnson in New Brunswick, N.J., and Hal Zenick from the U.S. Environmental Protection Agency in Research Triangle Park, N.C.

The annual meeting features about 200 sessions, as-yet-unpublished studies, and two Nobel laureates — Dr. Lee Hartwell, of the Fred Hutchinson Cancer Research Center in Seattle, and the English chemist Sir John Walker. Among the other topics being covered:

_Children's cough and cold medicines: The FDA has declared over-the-counter cough and cold medicines too risky for children under 2, and the agency's advisers voted that the drugs don't work in small children and shouldn't be given to anyone under age 6. That news raised questions about the use of incomplete data in making risk-benefit analyses.

_Findings from the investigation into last year's pet food scare, in which the toxic chemical melamine was found in pet food imported from China. Thousands of dogs and cats died, and two Chinese businesses and a U.S. company were later indicted.

_A look at potential link between chemicals used in plastics, such as phthalates, and puberty in girls as young as 9 years old — and whether that is also connected to breast cancer.

_How toxicological studies can be used to identify the greatest threats to Puget Sound.
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