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S The Federal Deposit Insurance Corporation, in conjunction with the Office of the Comptroller of the
Currency and the Federal Reserve System, jointly published a supervisory guidance document
implementing the company-run stress tests for banking organizations with total consolidated assets of
more than $10 billion but less than $50 billion pursuant to the Dodd-Frank Act. This guidance
addresses Dodd-Frank stress test rules, which FDIC emphasizes are important to complete to properly
= manage risk in forward-looking assessments of risk. These principles are applicable to “all bank and
_~ savings-and-loan holding companies, national banks, state-member banks, state non-member banks,
Federal savings associations, and state chartered savings associations with more than $10 billion but
less than $50 billion in total consolidated assets.” In October 2012, FDIC had promulgated a final rule
implementing stress test requirements for companies over $10 billion in total assets while indicating to
publish future separate guidance for companies between $10 billion and $50 billion in assets.
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Bloomberg
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food, Washington Post
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Rulemaking

Food and Drug Administration

FDA Finalizes Rule Defining “Gluten-Free” Labeling Requirements
The Food and Drug Administration published a final rule to define the term “gluten-free” for food labeling. A
“gluten-free” food is defined as a food that “does not contain an ingredient that is a gluten-containing grain, an
ingredient that is derived from a gluten-containing grain that has not been processed to remove gluten, or an
ingredient that is derived from a gluten-containing grain that has been processed to remove gluten” if there remains
20 parts per million (ppm) of gluten in the food. Foods that do not inherently contain any gluten can be labeled as
“gluten-free.” A study that found that 5% of the currently labeled “gluten-free” products would not fit this
definition of “gluten-free,” causing 19,000 individuals diagnosed with celiac disease to consume a harmful 50 mg
or more of gluten daily. FDA has estimated that this more stringent term of “gluten-free” would be worth $110
million in benefits per years from increased health. The combined costs of relabeling foods and testing foods would
be approximately $6.8 million, leading to a net benefit of $103 million.

National Credit Union Administration

NCUA Proposes Rule Requiring Federally-Insured Credit Unions to File Financial Reports Electronically
The National Credit Union Administration published a proposed rule that would require all federally-insured credit
unions (FICUs) to file financial reports and credit union profiles electronically. Previously, FICUs were only
required to submit this information if they had “the capacity to do so.” The National Credit Union Administration
(NCUA) is seeking to reduce operating costs and promote environmentally responsible practices by switching from
the option to manually file this information to requiring electronic transmission. In addition, the electronic filing
would enhance efficiency and security by providing real-time warnings throughout the input process to ensure data
integrity. As of March 31, 2013, only 59 FICUs out of 6753 had filed manually, so the NCUA believes the
associated cost is minimal from the relatively few FICUs affected. Comments are due September 3.
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Occupational Safety and Health Administration

OSHA Finalizes Rule Requiring Agencies to Submit Occupational Injury & lliness Records to BLS Annually
The Occupational Safety and Health Administration issued a final rule requiring federal agencies to submit their
occupational injury and illness recordkeeping information to the Bureau of Labor Statistics (BLS) and OSHA on an
annual basis. This data will help the BLS to aggregate injury and illness information for the federal government
and OSHA to determine effectiveness in safety and health training for federal employees. Federal agencies are
already required to maintain this data; therefore, this rule only adds an information submittal requirement. This rule
is different from the private sector collection effort as it requires the submission of all injury and illness data,
compared to the statistical sample collected on the private sector. In addition, private sector information is not
submitted to OSHA as it is conducted “solely for statistical purposes.”

Department of Energy

DOE Proposes Updates to Existing Regulations on Assistance to Foreign Atomic Energy Activities
The Department of Energy issued a supplemental notice of proposed rulemaking (NOPR) concerning updates to
regulations on the Assistance to Foreign Atomic Energy Activities. This set of regulations has not been
comprehensively updated since 1986. Since then, the global civil nuclear market has expanded in areas of the
world such as China and the Middle East. DOE previously issued an NOPR on the subject to call for comments on
efforts to update regulations to be “consistent with current global civil nuclear trade practices and nonproliferation
norms, and to update the activities and technologies subject to the Secretary of Energy's specific authorization and
DOE reporting requirements.” In this supplemental NOPR, DOE responds to the many concerns regarding
updating regulations and gives the public a second chance to voice an opinion on the subject matter. Comments are
due by October 31%,

Department of Agriculture

APHIS Receives Petition to Limit Contact Between Humans and Licensed Big Cats, Bears, and Primates
The Animal and Plant Health Inspection Service published notice of a petition that would amend the Animal
Welfare Act regulations to prohibit licensees from allowing other persons from coming into direct physical contact
with any big cats, bears, and nonhuman primates of any age and ban the separation of these animals from their
dams before the “the species-typical age of weaning absent medical necessity.” The petitioners contend that the
current regulations place these animals at risk of harm, threaten public safety, undermine conservation efforts, and
encourage irresponsible breeding.” APHIS is seeking submission of scientific data, studies, or research that either
supports the current standards or the proposed amendments to current regulations. Comments are due October 4™

Environmental Protection Agency

EPA Finalizes National Ambient Air Quality Standards for SO,
The Environmental Protection Agency finalized a rule establishing air quality designations for certain areas in the
United States for the 2010 National Ambient Air Quality Standard (NAAQS) for SO,. This rule designates
locations where monitoring data from 2009 — 2011 indicate violations of the 1-hour SO, standard as nonattainment.
These areas are given certain planning and pollution control activities by EPA so that they can meet requirements
of the NAAQS in a timely manner. EPA has promulgated SO, standards as these particles can “penetrate deeply
into sensitive parts of the lungs and can cause or worsen respiratory disease, such as emphysema and bronchitis,
and can aggravate existing heart disease, leading to increased hospital admissions and premature death.”

Agencies

Food and Drug Administration

FDA Announces Retrospective Review of Pre-2010 Guidance Documents
The Food and Drug Administration announced the launch of a retrospective review initiative in the Center for Drug
Evaluation and Research (CDER). This retrospective review process will involve examining draft guidance
documents issued before 2010 to decide whether they should be withdrawn, revised, or finalized with only minor
changes. As of the publication of this notice, CDER has identified 23 guidance documents for withdrawal, stating
that they are out of date and of little use to the pharmaceutical industry. Topics covered by the withdrawal include
development of antimicrobial drugs, approval of abbreviated new drug applications, and others. In addition to the
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withdrawal of certain guidance documents, CDER has identified ones to be revised or finalized in areas including
biopharmaceutics and OTC products. FDA is seeking comments on this announcement.

Environmental Protection Agency

EPA Seeks Comment on Disposal of Coal Combustion Residuals from Electric Utilities
The Environmental Protection Agency is seeking comments and additional data related to the Agency’s 2010
proposed rule, Hazardous and Solid Waste Management System: Identification and Listing of Special Wastes;
Disposal of Coal Combustion Residuals From Electric Utilities. “This information is categorized as: additional
data to supplement the Regulatory Impact Analysis and risk assessment, information on large scale fill, and data on
the surface impoundment structural integrity assessments. EPA is also seeking comment on two issues associated
with the requirements for coal combustion residual management units. The Agency is not reopening any other
aspect of the proposal or underlying support documents, and will consider comments on any issues other than those
ragsed in the NODA to be late comments and not part of the rulemaking record.” Comments are due on September
3",

Did you find this information helpful? Consider giving a gift to the George Washington University Regulatory Studies
Center so we can continue to provide you with cutting edge information regarding federal regulations.
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