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Congressional Committees

Food Safety: FDA’s Efforts to Evaluate and Respond to Business Concerns Regarding
the Produce Rule

Although the United States has one of the safest food supplies in the world, foodborne iliness is
a common public health problem. Some of this illness can be linked to produce. In 2006, for
example, an E. coli outbreak associated with baby spinach sickened 205 people and killed 3; in
2011, 147 people fell ill and 33 died as a result of eating melons contaminated with Listeria.
Other produce-related outbreaks in recent years have involved cucumbers, alfalfa sprouts, bean
sprouts, and packaged salads. The Food and Drug Administration (FDA), an agency within the
Department of Health and Human Services (HHS), has responsibility for ensuring the safety of
produce, along with many other foods. Overall, FDA is responsible for ensuring the safety of
more than 80 percent of the U.S. food supply.

Because produce is often consumed raw without processing to reduce or eliminate
contaminants, preventing contamination is key to ensuring safe consumption. In January 2011,
the FDA Food Safety Modernization Act (FSMA) was signed into law, representing the largest
expansion and overhaul of U.S. food safety law since the 1930s." FSMA, according to FDA,
marked a historic turning point by focusing on preventing rather than reacting to foodborne
illnesses. FSMA did so, in part, by requiring FDA to promulgate new rules that together provide
a framework for industry to implement preventive measures and for FDA to oversee
implementation. In response to FSMA, FDA developed seven foundational rules; among them
was the rule entitled Standards for the Growing, Harvesting, Packing, and Holding of Produce
for Human Consumption—widely referred to as the produce safety rule.? This rule, which FDA
promulgated in November 2015, established the first enforceable national standards for on-farm
growing, harvesting, packing, and holding of domestic and imported produce.® Among other
things, the rule established standards related to agricultural water quality; the use of soil
amendments, such as raw manure; the presence of domesticated and wild animals; worker
training, health, and hygiene; and sanitation of equipment, tools, and buildings. The rule
includes staggered compliance dates depending on average annual produce sales of a
business and other factors. For example, compliance for some of the largest businesses comes
due beginning in 2017 and 2018, while compliance for certain smaller businesses is not due

Pub. L. No. 111-353, 124 Stat. 3885 (2011).

280 Fed. Reg. 74354 (codified at 21 C.F.R. pt. 112). Other rules required by FSMA that have been promulgated

include rules about preventive measures to ensure the safety of human food, animal food, and imported foods; the
sanitary transportation of food; and protection against acts of intentional contamination.

380 Fed. Reg. 74354, 74354. In the rule, FDA defines “produce,” in part, as any fruit or vegetable, including
mushrooms, sprouts, peanuts, tree nuts, and herbs. 80 Fed. Reg. 74354, 74551 (codified at 21 C.F.R § 112.3).
Produce that is rarely consumed raw—such as asparagus, potatoes, pumpkins, and sweet corn—is not covered by
the rule. 80 Fed. Reg. 74354, 74549 (codified at 21 C.F.R § 112.2(a)(1)). Businesses covered by the rule are those
with average annual produce sales during the previous 3 years of more than $25,000, with certain exceptions. 80
Fed. Reg. 74354, 74552 (codified at 21 C.F.R §§ 112.4, 112.5).
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until 2020. FDA has been developing guidance and training for those affected by the new
standards under the produce rule; the agency has also set aside funding for states to help them
support implementation of the rule. In addition, the agency is hiring experts with backgrounds in
science and policy to work in different regions of the country assisting state officials with
implementation of the rule, according to FDA officials.

Some in the produce industry have expressed concerns about the new produce rule standards,
including concerns about the scientific basis for standards in such areas as water quality. Some
have also expressed concerns about the costs associated with meeting the new standards,
particularly for smaller businesses. The Agricultural Act of 2014, also referred to as the 2014
Farm Bill, required that FDA ensure the final produce rule include “a plan to
systematically...develop an ongoing process to evaluate and respond to business concerns.”

The act included a provision for GAO to report, 1 year after the promulgation of the final produce
rule and again the next year, on the ongoing evaluation and response process. This first report
examines (1) how FDA evaluates and responds to business concerns regarding the produce
rule and (2) how FDA plans to assess the effectiveness of its efforts to evaluate and respond to
business concerns regarding the rule.®

To examine how FDA evaluates and responds to business concerns regarding the produce rule,
we reviewed the final rule, including FDA'’s responses to public comments on the rule; reviewed
relevant information on FSMA and the produce rule on FDA’s website; interviewed FDA officials
involved in implementation of the rule; and interviewed representatives from two organizations
assisting FDA with implementation of the rule.® We also interviewed representatives from six
produce industry associations and one large retailer for their views on any FDA efforts to
respond to business concerns.” We selected industry associations with large memberships,
those representing both large and small businesses, and those representing differing types of
produce. These interviews provided a sampling of views and are not generalizable to all
produce industry associations, businesses, or others affected by the produce rule. To determine
how FDA plans to assess the effectiveness of its efforts to evaluate and respond to business
concerns, we interviewed FDA officials to learn about any ongoing or planned efforts.

We conducted this performance audit from August 2016 to November 2016 in accordance with
generally accepted government auditing standards. Those standards require that we plan and
perform the audit to obtain sufficient, appropriate evidence to provide a reasonable basis for our
findings and conclusions based on our audit objectives. We believe that the evidence obtained
provides a reasonable basis for our findings and conclusions based on our audit objectives.

4Pub. L. No. 113-79, §12311(a)(3), 128 Stat. 649, 992 (2014).

SWe define “business concerns” as any concerns related to the produce rule raised by businesses covered by the
rule.

5These organizations were the National Association of State Departments of Agriculture and the Produce Safety
Alliance.

"We interviewed representatives from the California Leafy Green Products Handler Marketing Agreement, the Fresh

Produce Association of the Americas, the Northwest Horticultural Council, the Produce Marketing Association, United
Fresh Produce Association, and Western Growers. We also interviewed representatives from Walmart.
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FDA Uses an Information Clearinghouse to Evaluate and Respond to Business Concerns
Regarding the Produce Rule

FDA has developed an information clearinghouse to evaluate and respond to concerns from
businesses and other stakeholders regarding any of the FSMA rules, including the produce rule.
Operational since September 2015, this clearinghouse, called the Technical Assistance Network
(TAN), serves as a central source of information to support understanding and implementation
of the FSMA rules. Businesses and other stakeholders—such as industry associations,
academia, and consumers—can submit questions online or by phone or traditional mail. Phase
1 of the TAN, which is currently operational, evaluates and responds to questions related to the
publication of FSMA rules. Phase 2, which FDA expects to begin in 2017, will evaluate and
respond to questions from FDA and state inspectors working to ensure industry compliance with
FSMA rules. FDA officials we interviewed told us the agency intends to maintain the TAN as a
mechanism to respond to stakeholder questions and concerns even after the produce rule and
other FSMA rules are fully implemented.®

We examined FDA data on TAN questions received by the agency from early September 2015
through early September 2016.° During that period, FDA received 2,626 TAN questions, most of
which had been submitted online.’® About 14 percent of questions (363) pertained to the
produce rule, and about 60 percent of questions (218) pertaining to the produce rule came from
those who identified as belonging to “industry/business.”'" According to FDA, the agency tracks
TAN questions to help inform FSMA policy, guidance, and training. For example, officials at
FDA told us that many of the questions it received related to the produce safety rule sought
clarification regarding uses of water that meet the definition of “agricultural water.” FDA also
received many questions seeking clarification on the requirements for collecting samples of
agricultural water. Because of the large number of questions on both of these topics, FDA
considers them high-priority areas to address in developing guidance. Specifically, FDA
identified these topics as those most important to include in the first phase of its general
compliance and implementation guidance for the produce rule, whereas other topics will be
addressed in the second phase of the guidance

8FDA also has processes not specifically developed for FSMA available to receive and respond to concerns raised
about FDA actions, including implementation or enforcement of the produce rule. According to FDA officials, if a
business or other stakeholder has concerns about an FDA action, it can direct its concerns to the relevant FDA
district office or other FDA contact. FDA also provides the option for stakeholders to talk to an ombudsman from
FDA'’s Office of Regulatory Affairs. This ombudsman informally addresses concerns, complaints, and other issues
that stakeholders may have and also engages in outreach and education to enhance communication and
transparency with stakeholders. FDA also has a formal appeals process for resolving stakeholder concerns through a
review of agency decisions, as set forth in 21 C.F.R. § 10.75.

SWe assessed the reliability of the TAN data by interviewing agency officials knowledgeable about the data. We
determined that the data were sufficiently reliable for the purposes of this report.

19 Questions submitted online represented about 92 percent of all questions submitted to the TAN; questions by

phone represented about 6 percent; the remainder consisted of questions forwarded to TAN staff after receipt by
other FDA staff (about 2 percent) and a single question submitted to the TAN by traditional mail.

"Other inquiries received by the TAN included those pertaining to other FSMA rules, including rules on human food,

animal food, imported food, and the sanitary transportation of food. In addition to inquiries submitted by those who
identified as belonging to “industry/business,” TAN inquiries included questions submitted by consumers, academia,
state and federal officials, and members of the medical community.
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In addition to addressing business concerns through the TAN, FDA officials told us they will
continue to reach out to industry during produce rule implementation, just as they did while
developing the rule. For example, FDA officials plan to meet with industry as they develop
guidance documents, which provide direction on complying with produce rule standards.
According to these officials, the guidance development process will provide another opportunity
to hear and respond to business concerns. FDA may incorporate industry suggestions into the
final guidance, as appropriate. Representatives from industry associations we interviewed
generally praised FDA'’s level of collaboration during the rulemaking process, noting that FDA
had been willing to engage with them and address their concerns.'

FDA Is Developing a Survey and Other Metrics to Assess Its Information Clearinghouse

FDA officials we interviewed said the agency is developing a stakeholder survey to assess the
effectiveness of its information clearinghouse, the TAN. FDA will send a copy of the survey to
businesses and other stakeholders when providing responses to TAN questions submitted
online. Most TAN questions are submitted online. Officials told us surveys will be sent starting in
fiscal year 2017, after the required Office of Management and Budget (OMB) review is
complete.’ FDA plans to implement the survey in two parts, according to officials. The first part
will begin in early fiscal year 2017 and will solicit feedback from stakeholders about the web
page FDA provides for submitting questions online. In late fiscal year 2017, FDA will begin
soliciting feedback about the quality of information the agency provided in its responses to TAN
questions. In addition, officials said the agency is developing metrics to measure overall
success in implementing the produce rule and plans to begin using these metrics in January
2018, when compliance with most of the produce rule standards comes due for most large
businesses. These metrics will be used to examine how effective the TAN is in responding to
questions and will ultimately be used to assess whether additional training and outreach to
business are needed to help implement the produce rule.

We asked representatives from industry associations and other organizations we interviewed
about their experiences submitting questions to the TAN. These representatives generally told
us that wait times for answers from the TAN can be long, and some had not yet received
answers to their questions. For example, representatives from one industry association told us it
took 4 months to get an answer through the TAN.

FDA officials told us that, as of early October 2016, the agency had responded to about 72
percent of all TAN questions received. Officials said FDA is currently studying how long it takes,
on average, to respond to questions submitted to the TAN, and the agency is working to
decrease its response time. Also, according to FDA officials, response times to TAN questions
may be longer in some cases because agency guidance on the produce rule and other FSMA
rules is still under development, and the agency does not want to provide information through
the TAN that might conflict with the subsequent guidance. In addition, officials said that while

2y May 2016, we found that FDA took numerous steps to ensure meaningful and timely input from the public,
industry, and other stakeholders during development of the FSMA rules on produce, human food, and animal food
but did not fully meet its consultation responsibilities with Indian tribes. We recommended that FDA make certain that
its tribal consultation policy explicitly provides for early tribal consultation. FDA agreed with our recommendation. See
GAO, Food Safety: FDA Coordinating with Stakeholders on New Rules but Challenges Remain and Greater Tribal
Consultation Needed, GAO-16-425 (Washington, D.C.: May 19, 2016).

3Before requiring or requesting information from the public, the Paperwork Reduction Act requires federal agencies

to (1) seek public comment on proposed collections and (2) submit proposed collections for review and approval by
OMB, which reviews agency information collection requests for approval or disapproval.
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simpler questions can often be addressed immediately by FDA staff that monitor the TAN,
about 95 percent of the questions are more complex. These questions are forwarded to subject
matter experts within the agency and, consequently, require more time for a response.
According to FDA, median response time for questions forwarded to subject matter experts is
22 business days. FDA officials told us that if a question is still unaddressed after 30 days, FDA
will send an automated message saying the agency is working on a response; a second
automated message is sent after 60 days if the question is still unresolved.

Agency Comments
We provided a draft of this product to HHS. HHS provided us with technical comments, which
we incorporated as appropriate.

We are sending copies of this report to the appropriate congressional committees, the Secretary
of Health and Human Services, and other interested parties. In addition, the report is available
at no charge on the GAO website at http://www.gao.gov.

If you or your staff have any questions about this report, please contact me at (202) 512-3841 or
morriss@gao.gov. Contact points for our Offices of Congressional Relations and Public Affairs
may be found on the last page of this report. GAO staff who made key contributions to this
report include Anne Johnson (Assistant Director), Ramsey Asaly, Kevin Bray, Ellen Fried,
Rekha Vaitla, and Rajneesh Verma.

Cuie D, Mo

Steve D. Morris
Director
Natural Resources and Environment
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