Information Bulletin
BPA and Proposition 65

About BPA

Bisphenol A (BPA] is an essential ingredient used to make polycarbonate plastic and epoxy resins.
Because of its clarity and shatter-resistance, polycarbonate is critical in many products, including
medical devices, eyeglass lenses, safety helmets and reusable food containers. Durable epoxy resins
are widely used as protective coatings in many consumer and industrial applications. In canned foods
and beverages, these coatings are important to food safety, helping to prevent spoilage and food-
borne illness.

On May 7, 2015, the Developmental and Reproductive Toxicant Identification Committee (DART-IC)
voted to add BPA to California’s Proposition 65 list as a female reproductive toxicant. As a follow-up,
the California Office of Environmental Health Hazard Assessment (OEHHA) published a notice to list
BPA as of May 11, 2015. One year later, by May 11, 2016, products containing BPA must comply with
Proposition 65’s requirements.

Q: What exactly is California Proposition 65?

A: Proposition 65 (Prop 65] is the shorthand name for California’s Safe Drinking Water and Toxic
Enforcement Act of 1986. This law was enacted directly by California’s voters when it appeared as an
initiative on an election ballot. The law is administered by OEHHA, which is a part of the California
Environmental Protection Agency.

Under Prop 65, the Governor of California must issue an annual list of substances “known to the
State” to cause cancer, birth defects or reproductive harm. Currently, there are almost 900
substances on this list, including additives or ingredients in food and many common household
products, naturally occurring substances, ethyl alcohol in alcoholic beverages, aspirin and many
prescription drugs.

Q: What does Prop 65 require of manufacturers and sellers of products?
A: Prop 65 requires anyone doing business in California to provide “clear and reasonable warning”

before “knowingly and intentionally” exposing any individual to a listed chemical. This warning
requirement applies to consumer products sold in California that contain a listed chemical.

Q: Will BPA be banned by the Prop 65 listing?

A: No. As stated by OEHHA, Prop 65 “does not ban or restrict the use of any given chemical.”
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Q: Are there any exemptions from the Prop 65 warning requirement?

A: Yes. The Prop 65 regulations provide an exemption from warning if an exposure “will have no
observable effect” at a level that conforms to regulatory requirements. Although not required to do so,
OEHHA may establish a “safe harbor” level. For chemicals listed as developmental or reproductive
toxicants, this level is known as a Maximum Allowable Dose Level (MADL). In the absence of an
established MADL, the regulations provide guidance for calculation of an exposure threshold that can
be used to evaluate the need for warning.

Q: Will products containing BPA need to be labeled in California?

A: Due to the low potential for exposure to BPA from polycarbonate plastic, Prop 65 warning labels
should not be required for most, if not all, products made from polycarbonate. It is the responsibility
of individual manufacturers or sellers of products containing BPA to determine the applicability of the
Prop 65 warning requirements to any specific product. A guidance document, available upon request,
has been prepared by the Polycarbonate/BPA Global Group to provide product manufacturers and
sellers with information to evaluate whether a Prop 65 warning is required.

Q: Is there consensus that BPA is a reproductive toxicant?

A: No. In advance of the May 2015 DART-IC meeting, the U.S. Food and Drug Administration (FDA)
sent a letter to OEHHA noting that the results of FDA's own research “do not support BPA as a
reproductive toxicant.” This is noteworthy since FDA is designated as an “authoritative body” for
purposes of Prop 65.

The National Toxicology Program’s Center for the Evaluation of Risks to Human Reproduction (NTP-
CERHR] is also designated as an “authoritative body” for purposes of Prop 65. A comprehensive
NTP-CERHR report in 2008 did not identify BPA as a female reproductive toxicant. Based on the NTP-
CERHR review, scientific evidence and comments from the public, a different DART-IC unanimously
voted in 2009 that BPA does not meet the Prop 65 requirements for listing.

Q: Does the Prop 65 listing mean that BPA is unsafe?

A: No. A Prop 65 listing is not a safety determination. According to OEHHA the purpose of Prop 65 is to
notify consumers that they may be exposed to a listed chemical, but a Prop 65 warning does not mean
that a product is in “violation of any product-safety standards” or that it poses any risk.
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Q: What have regulatory agencies said about BPA?

A: Many government bodies have evaluated the safety of BPA, in particular in materials that contact
food, and concluded that BPA is safe for use.

Based on a comprehensive and well documented scientific review, FDA recently answered the
question “Is BPA Safe?” with one unambiguous word: “Yes.” FDA further explains on its website that
“[bJased on FDA's ongoing safety review of scientific evidence, the available information continues to
support the safety of BPA for the currently approved uses in food containers and packaging.”

Similarly, in its letter to OEHHA, FDA noted that it recently released “an extensive, rigorous, and
systematic four-year assessment of more than 300 scientific studies on BPA.” The findings of that
assessment “reaffirm FDA's determination that BPA is safe provided it is used in accordance with our
regulations.”

Other government bodies have reached similar conclusions, including the European Food Safety
Authority, Health Canada, Food Standards Australia New Zealand and the Japanese National Institute
of Advanced Industrial Science and Technology.

Q: What happens next?

A: As noted above, warning labels may not be required on products where exposure has “no
observable effect” according to regulatory requirements. Manufacturers and sellers can determine
the need for warning labels on specific products by comparison of exposure levels with a level one
thousand times (1,000) below the no-observable-effect-level for BPA. A guidance document, available
upon request, has been prepared by the Polycarbonate/BPA Global Group to provide product
manufacturers and sellers with information for evaluation of warning requirements.

Regarding the process undertaken to list BPA in this most recent action, we are further assessing the
situation and considering possible next steps. Regarding the ongoing litigation of OEHHA's previous
attempt to list in 2013 under the authoritative body mechanism, that effort continues.

For more information, please contact:

Steven G. Hentges, Ph.D.
Polycarbonate/BPA Global Group
steve hentges(damericanchemistry.com
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Steven G. Hentges, Ph.D.

Polycarbonate/BPA Global Group
steve_hentges@americanchemistry.com
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