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INTRODUCTION

On June 10, 2010, the Committee on Health, chaired by Council Member Maria del Carmen Arroyo, will hold a hearing on Int. No. 175, a local law concerning the sale of toys and child care products that contain bisphenol A or phthalates. Expected to testify are the Department of Health and Mental Hygiene, medical professionals, environmental health advocates and industry representatives.

BISPHENOL A

Bisphenol A (BPA) is a chemical used to manufacture polycarbonate plastics and epoxy resins.
 BPA was first approved by the United States Food and Drug Administration (FDA) in the early 1960s.
 BPA is commonly used to make certain beverage containers including baby bottles and cups, plastic dinnerware, toys and dental sealants.
 BPA epoxy resins are used as protective liners in metal food cans and as lacquers to coat metal products such as food cans, bottle tops and water supply pipes, among other products.
 In 2004, the estimated production of BPA in the United States was approximately 2.3 billion pounds, most of which was used in polycarbonate plastics and resins.


Health Effects of BPA
Individuals can be exposed to BPA in low levels from eating or drinking from containers that have BPA.
 It can also enter the human body by leaching into food from the lining of canned food and from consumer products including baby bottles, food storage containers and water bottles.
 Children can be further exposed to BPA through hand-to-mouth and direct oral contact with materials that contain BPA.
 

Studies on laboratory animals show a variety of health problems caused by BPA at high and low doses. Studies have shown that high doses of BPA have negative effects on the development of rats and mice.
 For example, offspring of female rodents given high doses of BPA experience lower survival, reduced growth and the delayed onset of puberty.
 Exposure to low doses of BPA around birth or puberty has been shown to have a negative impact on, among other things, the brain and behavior of rats and mice.
 

Despite the findings in rodents, experts disagree on whether BPA’s health effects on humans. In 2007, a panel of 38 experts released a consensus statement that addressed the potential impact of BPA on human health.
 This statement asserted that the health effects present in animals that were exposed to low doses of BPA is cause for concern to humans because of the potential risk of similar adverse effects.
 The authors also correlated recent increases in human diseases such as prostate and breast cancers, reproductive disruptions, diabetes, obesity and neurobehavioral problems with the adverse effects observed in the lab animals that were exposed to low levels of BPA.
 One study of adults revealed that a higher urinary concentration of BPA was connected to a higher prevalence of cardiovascular disease, diabetes and liver-enzyme abnormalities.
 The authors concluded that higher BPA exposure might be associated with avoidable morbidity.
 
If BPA does have health effects on humans, there is cause for concern, given the significant exposure to BPA found in the U.S. population. The federal Centers for Disease Control and Prevention (CDC), in the Fourth National Report on Human Exposure to Environmental Chemicals, reported widespread exposure to BPA in the population based on urine testing.
 However, the CDC notes that finding a discernable level of BPA in a person’s urine does not mean that the individual will necessarily experience adverse health impacts.
 
Others dispute the conclusions reached by scientists in the studies described above. The methodology and reliability of the studies that assert that BPA causes health effects has been questioned and the limitations of those studies highlighted.
 Common concerns include the lack of studies on humans and the fact that much of the evidence used to demonstrate BPA’s negative health impacts have used laboratory rats that may have ingested the BPA high doses or have received it by other means.
 Government studies have reinforced the notion that humans who ingest BPA receive significantly less than acceptable levels.
 Moreover, some, including the National Center for the Evaluation of Risks to Human Reproduction of the National Toxicology Program, have pointed out various difficulties in translating findings about BPA in rodents to primates and humans.
 
Further reviews have questioned claims that BPA contributes to adverse health outcomes in humans.
 In Weight-of-Evidence Evaluation of Reproductive and Developmental Effects of Low Doses of Bisphenol A, the authors reviewed multiple studies on BPA, including analyses involving mice, rats and humans.
 The authors stated that most of the studies which involved low-dose exposure to animals represent a significantly greater amount of BPA exposure than what would be present in the general population of humans, even the most exposed.
 Further, the authors criticized some of the other studies and the conclusions drawn from them because many of the studies have not been replicated, are countered by contrary findings, do not exhibit coherence and plausibility, are inconsistent across species, doses, and time, and were from studies that used different modes of BPA exposure.
 Considering the weight of the prior studies, the authors expressed doubt that low doses of BPA are associated with reproductive or developmental effect in humans.
 Experts on all sides of the debate have called for additional study of the effects of BPA on humans.

Federal, State and Local Action on BPA

BPA has received recent attention from the federal government. In 2008, the FDA conducted a review of toxicology research and information on BPA and determined that BPA remains safe in food contact materials.
 Subsequent to that determination, the FDA noted that more recent studies indicated subtle effects of low doses of BPA in laboratory animals.
 This led the FDA to voice “some concern” about the safety of BPA.
 As a result, the federal government will be conducting more study of BPA to understand potential health implications, particularly to young children.
 Federal health agencies are investing more than $30 million in new health studies of BPA and its effects in both animals and humans.
 

Most recently, on January 15, 2010, the FDA issued an interim update on BPA which included reasonable steps to limit human exposure to BPA in the food supply.
 These steps include supporting the industry’s efforts to halt production of BPA-containing baby bottles and infant feeding cups for the United States market, facilitating the development of alternatives to BPA for the linings of infant formula cans and supporting efforts to replace or reduce BPA levels in food can linings.
 The FDA also stated its support for a more robust regulatory framework for BPA oversight and is seeking further public and scientific information.
 The FDA expressed support for the Department of Health and Human Services recommendations on reducing exposure to BPA in infant feeding and food preparation products.
 



In addition to federal agencies, several members of Congress have introduced legislation aimed at removing BPA from certain products. United States Senators Charles Schumer and Dianne Feinstein introduced the BPA Free Kids Act of 2009.
 The BPA Free Kids Act of 2009 would classify BPA as a banned hazardous substance under the federal Hazardous Substances Act.
 The bill would also require plastics and container manufacturers to test and certify that their products are BPA free, including the resins.
 In addition, the legislation would empower the Consumer Product Safety Commission (CPSC) to audit the test results and randomly test children’s food and beverage containers to ensure they are BPA free.
 To assist consumers in determining whether a product is BPA free, there would be consumer-friendly labeling.
 Lastly, the bill would fund research to understand further the health effects of exposure to BPA.
 In addition to this legislation, Senator Feinstein offered an amendment to the Food Safety Modernization Act that would prohibit food containers from containing BPA.


Several states and localities have also taken action against BPA. Connecticut,
 Maryland,
 Minnesota,
 Washington,
 Wisconsin
 and Vermont
  have passed laws restricting the usage of BPA in certain products and municipalities such as the City of Chicago,
 Albany County,
 Schenectady County
 and Suffolk County
 have also restricted the usage of BPA. Numerous other states and municipalities are considering similar restrictions on BPA. The New York State Legislature is currently considering the Bisphenol A-free Children and Babies Act, a law that would prohibit the manufacture, distribution and sale of beverage and food containers that contain BPA.
 In addition to the efforts to restrict BPA nationally, Canada has also restricted the use of BPA.

PHTHALATES
Phthalates are a group of industrial compounds used in the manufacture of plastics to add flexibility and durability.
 Phthalates are found in many consumer products, including vinyl flooring, automotive plastics, plastic bags, plastic clothing, intravenous medical tubing, garden hoses, personal care products such as nail polish and children’s toys.
 Approximately one billion pounds of phthalates are produced worldwide each year.
 
Health Effects of Phthalates

Phthalates do not chemically attach to plastic, so they can leach out of plastic products during use.
 There is considerable disagreement within the scientific community about the whether phthalates pose a health risk to humans. Several studies have found that phthalates cause harm to animals.
 For example, researchers at the federal Environmental Protection Agency observed that, when pregnant female rats were fed di-(2-ethylhexyl) phthalate (DEHP), diisononyl phthalate (DINP) and benzylbutyl phthalate (BBP), the male rats they gave birth to weighed less and had problems such as reduced testes weight, urethras that opened on the under surface of the penis, the failure of at least one testicle to descend into the scrotum or cleft phallus.
 

Some argue that any negative impact phthalates may have on rats cannot be translated to humans. The CDC, for example, states that effects seen in studies on animals have either not been repeated in studies on humans or the human studies have not yet been done.
 Furthermore, some believe that humans process and discard phthalates from the body better than rats thereby lessening their impact.
 There also is some evidence that human exposure to phthalates is about 1,000 times lower than the level at which rats show negative health effects.
 

Others believe the impact of phthalates on humans will have at least some similarities to that found in animal studies.
 One human study examined reproductive hormone levels in three-month-old boys.
 The results indicated a correlation between the concentration of certain phthalates in their mothers’ breast milk and incomplete development of male secondary sexual characteristics and function of the testicular cells that release testosterone.
 Another study of mothers and sons with an average age of 13 months found a connection between phthalates in the urine of the women during pregnancy and changes in the babies’ genitalia.
 Specifically, the mothers who had the highest levels of phthalates in their urine late in their pregnancies had babies with shorter anogenital distances
 and smaller penises.
 Critics of this study argue that, since there is no established normal range for the anogenital distance, it is impossible to say if the shorter distances observed in the study are abnormal.
 Additionally, it is important to note that these two studies focus on phthalate exposure of children in the womb. There has not been significant study of the impact on children outside the womb. 
Although some studies appear to have demonstrated the negative impact of phthalates on children’s health, the CPSC has certified at least one type of phthalate as safe for use in children’s products. In response to a petition from a number of environmental and other groups, CPSC considered whether to ban all polyvinyl chloride (PVC) from toys for children five years of age and younger, primarily because of the presence of DINP phthalate in these PVC products.
 In contemplating this ban, CPSC considered recommendations from a Chronic Hazard Advisory Panel (CHAP) and from the CPSC staff.
 CHAP concluded that, “for the majority of children, the exposure to DINP from DINP-containing toys would be expected to pose a minimal to non-existent risk of injury.”
 The CHAP did note that there may be a greater risk for young children who regularly mouth DINP-containing toys for 75 minutes per day or more.
 However, after reviewing current literature and conducting their own study, CPSC staff concluded that it is very unlikely that children will mouth soft plastic toys for more than 75 minutes per day.”
 Like the CHAP, CPSC staff determined that, “there is no demonstrated health risk posed by PVC toys or other products intended for children five years of age and under and thus, no justification for either banning PVC use in toys and other products intended for children five years of age and under or for issuing a national advisory on the health risks associated with soft plastic toys.”

Further studies involving phthalates and adverse effects in human have postulated that there is correlation between phthalates and obesity and insulin resistance.
 Yet the authors indicated that additional study was needed to affirm this finding, as there is already a correlation between obesity and insulin resistance.
 Other studies have drawn links between phthalate exposure and low birth weights
 and even attention-deficit hyperactivity disorder.
 Once again, further study is needed to determine whether these effects can be replicated and verified.

Restrictions on Products Containing Phthalates in Other Jurisdictions 


Both internationally and nationally, jurisdictions have restricted or banned the use of particular phthalates in child care products and children’s toys. Internationally, in July 2005, the European Parliament made permanent a temporary ban on DEHP, BBP and dibutyl phthalate (DBP) from all toys and child care products and diisononyl phthalate (DINP), di-isodecyl phthalate (DIDP) and di‑n‑octyl phthalate (DNOP) from toys and child care products that children could put in their mouths, regardless of whether this was the intended purpose.
 In January 2010, Australia banned DEHP in products intended for children.


Nationally, San Francisco is the only locality in the U.S. to ban the sale of products containing phthalates. Originally passed in June 2005 and amended in April 2007, San Francisco’s Healthy Products, Healthy Children Ordinance prohibits the sale of toys and child care and child feeding products containing the phthalates DBP, BBP, DINP, DIDP and DNOP.
 This provision was the subject of a federal lawsuit brought by the Toy Industry Association, Ambassador Toys, the California Chamber of Commerce and the American Chemistry Council.
 The plaintiffs argued that the federal Hazardous Substances Act and decisions by the CPSC precluded San Francisco from banning products containing phthalates.
 On November 13, 2008, the plaintiffs submitted a stipulation of voluntary dismissal, without prejudice.
 This action terminated the current suit but allows the plaintiff to bring it against the defendants at a later date.


Several states have taken action against phthalates. In 2007, the State of California enacted a law which restricts phthalates from children’s toys and child care products.
 Washington State passed a law which prohibits manufacturers, wholesalers, or retailers from selling, manufacturing or distributing children’s products that contain phthalates and other hazardous chemicals.
 Similarly, the Vermont legislature passed a law which restricts the usage of certain phthalates in children’s toys and child care products.
 


In 2008, Congress passed and President George W. Bush signed the Consumer Product Safety Improvement Act into law.
 This law makes it unlawful for any person to manufacture, offer, distribute or import any children’s toy or child care article that contains more than 0.1 percent of three types of phthalates- DEHP, BBP and dibutyl phthalate.
 The law also makes it unlawful for any person to manufacture, offer, distribute or import any children’s toy that can be placed in a child’s mouth or a child care product that contains more than 0.1 percent of three other types of phthalates- DINP, diisodecyl phthalate or di-n-octylphthalate.
 

INT. NO. 175

Section 1 of Int. No. 175 would amend Chapter 4 of Title 20 of the Administrative Code by adding a new Subchapter 3.2 with the following headings:

Subchapter 3.2 - Products containing phthalates or bisphenol A.

§ 20-630 Definitions.

§ 20-631 Products containing bisphenol A.

§ 20-632 Products containing phthalates.

§ 20-633 Penalties.
New Section 20-630 would add the following definitions:
a. “Bisphenol A” would mean bis(4-hydroxyphenyl) dimethylmethane; bis(4-hydroxyphenyl)propane; 4,4'-bisphenol a; DIAN; p,p'-dihydroxydiphenyldimethylmethane; 4,4'-dihydroxydiphenylpropane; 4,4'-dihydroxy-2,2-diphenylpropane; dimethylmethylene-p,p'-diphenol; beta, beta-di-(p-hydroxyphenyl)propane; dimethyl bis(p-hydroxyphenyl)methane; 2,2-di(4-phenylol)propane; p,p'-isopropylidenebisphenol; 4,4'-dimethylmethylenediphenol; Phenol, 4,4'-(1-methylethylidene)bis-; 2,2-Bis(4-Hydroxyphenyl)propane; 2,2-Bis(4'-hydroxyphenyl)propane; 4,4[-Isopropylidenediphenol; 4,4'-ISOPROPYLIDENEDIPHENOL (BISPHENOL A); or Bisphenol A.

b. “Child care product” would mean a consumer product designed or intended by the manufacturer to facilitate sleep of children age 3 and younger, or to help such children with sucking or teething.

c. “Child feeding product” would mean a consumer product designed or intended to facilitate feeding or nourishing a child. Such term shall not include medicinal devices.

d. “Children’s toy” would mean a consumer product designed or intended by the manufacturer for a child 12 years of age or younger for use by the child when the child plays. 

e. “Consumer product” shall have the meaning as such term is defined in title 15 section 2052(a)(5) of the United States Code. 
New Section 20-631 would make it unlawful for any person to manufacture for sale, offer for sale or distribute in commerce any child care product, child feeding product or children's toy that contains bisphenol A.
Subdivison a of new Section 20-632 would, beginning on July 1, 2010 and until a final rule regulating the phthalates listed in this subchapter is promulgated by the federal Consumer Product Safety Commission, make it unlawful for any person to manufacture for sale, offer for sale or distribute in commerce any child care product or children's toy that contains concentrations of more than 0.1 percent of di-(2-ethylhexyl) phthalate (DEHP), dibutyl phthalate (DBP), or benzyl butyl phthalate (BBP). Subdivsion b of new Section 20-632 would, beginning on July 1, 2010 and until a final rule regulating the phthalates listed in this subchapter is promulgated by the United States Consumer Product Safety Commission, make it unlawful for any person to manufacture for sale, offer for sale or distribute in commerce any children's toy that can be placed in a child's mouth or child care product that contains concentrations of more than 0.1 percent of diisononyl phthalate (DINP), diisodecyl phthalate (DIDP), or di-n-octyl phthalate (DnOP). Subdivison c of new Section 20-632 would state that any rule promulgated by the United States Consumer Product Safety Commission regulating di-(2-ethylhexyl) phthalate (DEHP), dibutyl phthalate (DBP), benzyl butyl phthalate (BBP), diisononyl phthalate (DINP), diisodecyl phthalate (DIDP) or di-n-octyl phthalate (DnOP) in child care products or children’s toys would supersede any provisions of section 20-632 with respect to the phthalate regulated.
Subdivison d of new Section 20-632 would make it unlawful for any person to manufacture for sale, offer for sale or distribute in commerce any child feeding product that contains more than 0.1 percent of diisononyl phthalate (DINP), diisodecyl phthalate (DIDP), or di-n-octyl phthalate (DnOP). Finally, Subdivison e of new Section 20-632 would make it unlawful for any person to manufacture for sale, offer for sale or distribute in commerce any child feeding product that contains di-(2-ethylhexyl) phthalate (DEHP), dibutyl phthalate (DBP), benzyl butyl phthalate (BBP), diisononyl phthalate (DINP), diisodecyl phthalate (DIDP) or di-n-octyl phthalate (DnOP).

New Section 20-633 would make a person who violates new Subchapter 3.2 or any rules promulgated pursuant thereto liable for a civil penalty of not less than $250 nor more than $500 for the first violation and not less than $500 nor more than $750 for each succeeding violation.

Section 2 of Int. No. 175 would contain a severability clause.
Section 3 of Int. No. 175 would make the local effective 180 days after its enactment, provided that the Commissioner of Consumer Affairs may promulgate any rules necessary for implementing and carrying out the local law prior to its effective date.

Int. No. 175

By Council Members Vallone, Gennaro, Gentile, Fidler, James, Koppell, Rose, Sanders Jr., Van Bramer, Vann, Foster and Halloran 

..Title

A Local Law to amend the administrative code of the city of New York, in relation to the sale of toys and child care products that contain bisphenol A or phthalates.

..Body

Be it enacted by the Council as follows:

Section 1. Chapter 4 of title 20 of the administrative code of the city of New York is hereby amended by adding a new subchapter 3.2 to read as follows:

Subchapter 3.2 - Products containing phthalates or bisphenol A.

§ 20-630 Definitions.

§ 20-631 Products containing bisphenol A.

§ 20-632 Products containing phthalates.

§ 20-633 Penalties.

§ 20-630 Definitions. For the purposes of this subchapter, the following terms shall have the following meanings:

a. “Bisphenol A” shall mean bis(4-hydroxyphenyl) dimethylmethane; bis(4-hydroxyphenyl)propane; 4,4'-bisphenol a; DIAN; p,p'-dihydroxydiphenyldimethylmethane; 4,4'-dihydroxydiphenylpropane; 4,4'-dihydroxy-2,2-diphenylpropane; dimethylmethylene-p,p'-diphenol; beta, beta-di-(p-hydroxyphenyl)propane; dimethyl bis(p-hydroxyphenyl)methane; 2,2-di(4-phenylol)propane; p,p'-isopropylidenebisphenol; 4,4'-dimethylmethylenediphenol; Phenol, 4,4'-(1-methylethylidene)bis-; 2,2-Bis(4-Hydroxyphenyl)propane; 2,2-Bis(4'-hydroxyphenyl)propane; 4,4[-Isopropylidenediphenol; 4,4'-ISOPROPYLIDENEDIPHENOL (BISPHENOL A); or Bisphenol A.

b. “Child care product” shall mean a consumer product designed or intended by the manufacturer to facilitate sleep of children age 3 and younger, or to help such children with sucking or teething.

c. “Child feeding product” shall mean a consumer product designed or intended to facilitate feeding or nourishing a child. Such term shall not include medicinal devices.

d. “Children’s toy” shall mean a consumer product designed or intended by the manufacturer for a child 12 years of age or younger for use by the child when the child plays. 

e. “Consumer product” shall have the meaning as such term is defined in title 15 section 2052(a)(5) of the United States code. 

§ 20-631 Products containing bisphenol A. a. It shall be unlawful for any person to manufacture for sale, offer for sale or distribute in commerce any child care product, child feeding product or children's toy that contains bisphenol A.

§ 20-632 Products containing phthalates. a. Beginning on July 1, 2010 and until a final rule regulating the phthalates listed in this subchapter is promulgated by the consumer product safety commission, it shall be unlawful for any person to manufacture for sale, offer for sale or distribute in commerce any child care product or children's toy that contains concentrations of more than 0.1 percent of di-(2-ethylhexyl) phthalate (DEHP), dibutyl phthalate (DBP), or benzyl butyl phthalate (BBP).

b. Beginning on July 1, 2010 and until a final rule regulating the phthalates listed in this subchapter is promulgated by the United States consumer product safety commission, it shall be unlawful for any person to manufacture for sale, offer for sale or distribute in commerce any children's toy that can be placed in a child's mouth or child care product that contains concentrations of more than 0.1 percent of diisononyl phthalate (DINP), diisodecyl phthalate (DIDP), or di-n-octyl phthalate (DnOP).

c. Any rule promulgated by the United States consumer product safety commission regulating di-(2-ethylhexyl) phthalate (DEHP), dibutyl phthalate (DBP), benzyl butyl phthalate (BBP), diisononyl phthalate (DINP), diisodecyl phthalate (DIDP) or di-n-octyl phthalate (DnOP) in child care products or children’s toys shall supersede any provisions of this section with respect to the phthalate regulated.

d. It shall be unlawful for any person to manufacture for sale, offer for sale or distribute in commerce any child feeding product that contains more than 0.1 percent of diisononyl phthalate (DINP), diisodecyl phthalate (DIDP), or di-n-octyl phthalate (DnOP).

e. It shall be unlawful for any person to manufacture for sale, offer for sale or distribute in commerce any child feeding product that contains di-(2-ethylhexyl) phthalate (DEHP), dibutyl phthalate (DBP), benzyl butyl phthalate (BBP), diisononyl phthalate (DINP), diisodecyl phthalate (DIDP) or di-n-octyl phthalate (DnOP).

§ 20-633 Penalties. Any person who shall violate the provisions of this subchapter or rules promulgated pursuant to this subchapter shall pay a civil penalty of not less than two hundred fifty dollars nor more than five hundred dollars for the first violation and for each succeeding violation a penalty of not less than five hundred dollars nor more than seven hundred fifty dollars.

§ 2. If any subsection, sentence, clause, phrase, or other portion of this local law is, for any reason, declared unconstitutional or invalid, in whole or in part, by any court of competent jurisdiction, such portion shall be deemed severable and such unconstitutionality or invalidity shall not affect the validity of the remaining portions of the local law that added this section, which remaining portions shall remain in full force and effect. 

§ 3. This local law shall take effect one hundred eighty days after its enactment into law, provided that the commissioner may promulgate any rules necessary for implementing and carrying out the provisions of this section prior to its effective date.
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