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FDA has finalized seven major rules to implement FSMA, recognizing that ensuring the safety of the food supply is a
shared responsibility among many different points in the global supply chain for.

Enacted in and now set to be implemented through seven major substantive rulesâ€”all issued within a
9-month period ending in May â€”FSMA introduces a new era in food safety by focusing on preventing food
safety risks rather than on responding to crises after they happen. As we enter the enforcement stage for the
new rules, we consider the practical challenges of each rule and identify areas where enforcement may provide
clarity, including in relation to one of the most difficult aspects of the final rules: Each of the seven
foundational rules plays a distinct role in the new integrated national food safety system, and together, they
reflect the U. Under this new framework, FDA requires preventive controls for food facilities and mandatory
produce safety standards for a broad range of farming activities. Importers must verify that food produced on
foreign farms and facilities is produced under standards at least as rigorous as those that apply to domestic
food, and an accreditation program will regulate certain audits of foreign foods and foreign facilities.
Regulations to minimize food safety risks during transport will apply to persons involved in the transportation
of food by motor or rail carrier, including shippers, carriers, receivers, loaders and even brokers. And larger
facilities will be required to protect against intentional adulteration intended to cause wide-scale public harm.
To allow FDA to accomplish this sweeping mandate, FSMA provides the agency with expanded enforcement
authority to compel compliance with the new rules and to respond to and contain problems when they occur.
Under FSMA, FDA now has mandatory recall authority, more flexible authority to administratively detain or
to deny entry to food that poses potential safety risks, the ability to suspend facility registrations and the
authority to require expanded record-keeping. The enforcement penalties for noncompliance are severe.
Failure to comply with the rules may result in significant civil and strict-liability criminal penalties, which
means that responsible persons can be guilty of a crime without negligence or knowledge of a violation. In
some of the most challenging provisions of the new rules, FDA imposes obligations on covered parties to
verify and to provide or receive documentation regarding food safety risks to other parties in their food supply
and distribution chains. In some instances, these requirements even require covered entities, such as importers,
to obtain verifications from entities multiple steps back in the supply chain. Given the complexity of many
modern supply chains, complying with these provisions will prove challenging in practice, and the industry
will be watching to determine how FDA enforces these particular regulations. As these deadlines approach, it
is important to examine particular challenges with each of the rules and understand key considerations
regarding likely implementation challenges and potential enforcement risks. The written food safety plan must
also include procedures for monitoring, corrective actions and verification of each preventive control. Raw
materials or ingredients must be sourced only from approved suppliers, and manufacturers and processors
must verify that their suppliers are controlling for hazards earlier in the supply chain. Conversely, even
facilities with no CCPs might need preventive controls. Finally, make sure you have procedures for receiving
raw materials and other ingredients, including a documented mechanism for ensuring food is received only
from approved suppliers. But if your food safety plan consists of records in multiple places at a facility
although the plan must be located on-site , make sure you are not confirming its contents or its whereabouts
after FDA requests a review. With the supply chain program requirements fast approachingâ€”as soon as
March for some facilitiesâ€”now is the time to reconfirm that your food safety plan is in full compliance with
the Preventive Controls rule. The Produce Safety Rule When one considers the types of foodborne illness
outbreaks that FSMA is designed to address, no other sector of the food supply more immediately comes to
mind than fresh produce. The rule focuses on six areas of farm-related produce safety risksâ€”worker training
and hygiene; agricultural water practices; biological soil amendments e. Covered farming operations also
include more complex associations. Unlike the Preventive Controls rule, which requires facilities to consider
biological, chemical including radiological or physical hazards,[ 15 ] the Produce Safety rule focuses entirely
on biological hazards. At a minimum, this requires inspection of all covered produce to be harvested. Finally,
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although produce that will be subjected to commercial processing is exempt from the rule, this applies only if
the supplier discloses that the produce has not been processed and if the customer provides an annual written
assurance that it is adequately processing the produce. Even well-advanced farming operations should review
the rule carefully to make sure they are complying with the new requirements, including with respect to
training and record-keeping. In addition, downstream entities, including manufacturers and processors who
must verify produce suppliers as part of their preventive controls supply chain program, should consider
whether farms sourcing their produce are covered by and in compliance with the Produce Safety rule. If such a
facility complies with the Preventive Controls rule, it will be in compliance with the FSVP rule except for a
requirement that the FSVP importer be identified at the time of entry of the food. Customs and Border
Protection. Here is how it works: FDA will start by recognizing certain accreditation bodies that will certify
third-party auditors to conduct foreign food safety audits. There are two threshold takeaways: The program is
voluntary, and it applies only to foreign entities. This of course begs the question why an entity might ever
want an audit under the Foreign Audits rule. There are two primary reasons. The second reason that an audit
under the Foreign Audits rule might be needed is that FDA has the authority, in limited circumstances, to
require certification from an accredited third-party auditor as a condition of admissibility. Additionally,
instead of requesting certification under the Foreign Audits rule, FDA may request certification of an agency
or representative of the government of the country from which the foreign food originated. In addition to these
two statutory-based reasons for seeking an audit under the Foreign Audits rule, a foreign entity might
voluntarily seek an audit under the rule for reasons relating to the supply chain aspects of FSMA more
generally. This relationship probably contributes to some of the confusion about the rule. Under the Preventive
Controls rule and the FSVP rule, a receiving facility or importer, respectively, might determine that an audit of
a supplier is required as a supplier verification activity under those rules. An accredited third-party auditor is
required to perform unannounced facility audits and to notify FDA upon discovery of a condition that could
cause a serious risk to public health. As the rule is implemented, the industry will be watching in particular for
how significantly FDA incentivizes participation in the voluntary accreditation program by expedited entry
through the VQIP. FDA has indicated that the programs under the Foreign Audits rule will be implemented
once it finalizes guidance regarding model standards that will be used to accredit third-party auditors[ 42 ] and
after it finalizes a rule that will establish the user fees that will reimburse FDA for its costs in establishing and
administering the program. Industry should take note of some important changes in the final rule. The final
rule clarifies that its focus is on threats to food safety, not spoilage or quality-related defects that do not
necessarily render food adulterated. This deference to the contracting process and the placement of the
primary obligation on shippers to communicate safety requirements is a win for carriers, and probably for the
industry in general. Brokers and loaders, however, probably will not be pleased with the final rule. The final
rule allows any covered party to reassign its responsibilities to any other covered party,[ 49 ] so brokers,
loaders and manufacturers should review their contracts to make sure that responsibilities are clearly allocated.
Even when this is done successfully, however, manufacturers should also review their shipping papers to
ensure that sufficient safety information is provided directly to carriers. A bill of lading might be the only
contract that a manufacturer has with a carrier if carriage for the shipment was arranged through a broker and
the broker goes under or fails to pass on safety information or liability to a carrier. Few bills of lading
currently convey such information adequately. Regulation , Transportation Most Read.
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FSIS Notices are time-sensitive materials issued to provide instruction in support of workplace policies, procedures and
food safety regulations. Petitions A listing of petitions for rulemaking and policy change submitted to FSIS that have
generated public interest.

Hungary[ edit ] In Hungary , the National Food Chain Safety Office controls the food business operators
including agricultural producers, food processors, retailers, caterers, input material suppliers and private
laboratories. NZFSA is also the controlling authority for imports and exports of food and food-related
products. Pakistan[ edit ] The Pure Food Ordinance consolidates and amends the law in relation to the
preparation and the sale of foods. Its aim is to ensure purity of food being supplied to people in the market
and, therefore, provides for preventing adulteration. Pakistan Hotels and Restaurant Act, applies to all hotels
and restaurants in Pakistan and seeks to control and regulate the standard of service s by hotels and restaurants.
In addition to other provisions, under section 22 2 , the sale of food or beverages that are contaminated, not
prepared hygienically or served in utensils that are not hygienic or clean is an offense. It is part of the
Government of South Korea. According to Food Import Report, [26] it is supposed to report or register what
you import. Competent authority is as follows: The National Institute of Food and Drug Safety Evaluation is a
national organization for toxicological tests and research. The Institute strives primarily to understand
important biological triggering mechanisms and improve assessment methods of human exposure,
sensitivities, and risk by 1 conducting basic, applied, and policy research that closely examines biologically
triggering harmful effects on the regulated products such as foods, food additives, and drugs, and operating the
national toxicology program for the toxicological test development and inspection of hazardous chemical
substances assessments. The Institute ensures safety by investigation and research on safety by its own
researchers, contract research by external academicians and research centers. Taiwan[ edit ] In Taiwan , the
Ministry of Health and Welfare in charge of Food and Drug Safety, also evaluate the catering industry to
maintenance the food product quality. In food hygiene legislation changed and new requirements came into
force. Since tremendous progress has been made in producing safer foods as can be seen in the section below.
Still, it has been criticized as lacking in "organization, regulatory tools, and not addressing food borne illness.
Regulatory agencies at all levels of government in the United States use the FDA Food Code to develop or
update food safety rules in their jurisdictions that are consistent with national food regulatory policy. The
Food Safety and Inspection Service has approximately 7, inspection program personnel working in nearly 6,
federally inspected meat, poultry and processed egg establishments. FSIS inspection program personnel
inspect every animal before slaughter, and each carcass after slaughter to ensure public health requirements
are met. In fiscal year FY , this included about 50 billion pounds of livestock carcasses, about 59 billion
pounds of poultry carcasses, and about 4. At US borders, they also inspected 3. It was a fictional account of
the lives of immigrants in the industrial cities in the US around this time. Sinclair spent nine months
undercover as an employee in a Chicago meat plant doing research. The book inadvertently raised public
concern about food safety and sanatization of the Chicago meat packing industry. Food preservatives such as
formaldehyde and borax used to disguise unsanitary production processes were also addressed. Between and ,
acts were created that monitored food coloration additives, and other chemical additives such as preservatives ,
as well as food labeling and food marketing. During the winter of â€”, the worst food-borne illness to date in
the US occurred because of improper handling of oysters. Unfortunately, it was not until that the FDA began
sanitization programs specifically for shellfish and milk , and began its focus and implementation on the food
service industry as a whole. This was the beginning of effective record keeping that could be used to control
and prevent similar outbreaks in the future. The first major food recall in the US was caused by canned
mushrooms in This system collected the data on all confirmed cases of botulism in the US This led to
processing regulations for low-acid foods to ensure proper heat treating of canned foods. The Jack in the Box
E. This initiative produced regulations on seafood, meat, poultry, and shell-eggs. This initiative produced a
program for DNA fingerprinting to help track outbreaks and to determine their source. The significant
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difference between this and previous acts was that it shifted to focus from response and containment of
food-borne disease outbreaks to their prevention. This act is still in the early implementation phase but gives
the FDA authority to regulate the way foods are grown, processed, and harvested. Industry pressure[ edit ]
There have been concerns over the efficacy of safety practices and food industry pressure on US regulators. A
study reported by Reuters found that "the food industry is jeopardizing US public health by withholding
information from food safety investigators or pressuring regulators to withdraw or alter policy designed to
protect consumers". Scientists have observed that management undercuts field inspectors who stand up for
food safety against industry pressure. Dean Wyatt, a USDA veterinarian who oversees federal slaughterhouse
inspectors, "Upper level management does not adequately support field inspectors and the actions they take to
protect the food supply. For example, state health departments have a role in investigating outbreaks of
food-borne disease bacteria, as in the case of the outbreak of Escherichia coli O H7 a pathogenic strain of the
ordinarily harmless bacteria, E. Typically these regulations require official inspections of specific design
features, best food-handling practices, and certification of food handlers. For example California maintains the
California Retail Food Code CalCode , which is part of the Health and Safety Code and is based on most
current and safe food handling practices in the retail industry. Food safety remains a high priority in Vietnam
with the growth of export markets and increasing food imports raising the need to rapidly build capacity of the
Food Administration in order to reduce threats of foodborne disease. The Food Administration has
demonstrated commitment to the food safety challenges it faces, and has embarked on an innovative capacity
building activity with technical assistance from the World Health Organization.
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Food Safety Regulations play an important role in ensuring the safety of our food. Here are just a few of the food safety
regulations that are designed to hold the food safety chain accountable from farm to fork.

CDC estimates that 1 in 6 Americans get sick from contaminated foods or beverages each year, and 3, die.
CDC provides the vital link between illness in people and the food safety systems of government agencies and
food producers. State and local health departments, the food industry, and consumers also play essential roles
in all aspects of food safety. CDC helps make food safer by: Building state and local capacity to improve
surveillance and investigation of foodborne illnesses through PulseNet , the Integrated Food Safety Centers of
Excellence , and other programs. Working with local, state, and federal partners to investigate outbreaks, and
to implement systems to better detect, stop, and prevent them. Using data to evaluate and revise foodborne
disease prevention strategies and policies. Working with other countries and international agencies to improve
surveillance, investigation, and prevention of foodborne infections in the United States and around the world.
Whole genome sequencing helped confirm that raw flour was the source of an E. CDC scientists and partners
in local, state, and federal agencies use whole genome sequencing to show which bacterial strains are most
alike genetically. Strains that are very alike may have the same source. This laboratory method can provide
important clues during outbreak investigations to help link specific sources of food to illness and death.
Genome sequencing provides scientists with more detailed genetic information about the bacteria that is
causing an illness than the traditional DNA fingerprinting method, pulsed-field gel electrophoresis. This
next-generation technology allows scientists to more efficiently find, investigate, and identify sources of
foodborne outbreaks. Flour had long been suspected as an outbreak source, but this investigation showed it
conclusively. More than 45 million pounds of flour were recalled. CDC scientists are continuing to find and
solve more multistate outbreaks. Efforts that focus on foods responsible for many illnesses are needed to
protect people and reduce foodborne illnesses in America. Challenges to food safety will continue to arise in
unpredictable ways, largely due to: Changes in our food production and supply, including more central
processing and widespread distribution, and many imported foods. New and emerging bacteria, toxins, and
antibiotic resistance Unexpected sources of foodborne illness, such as flour and meal replacement shake
mixes. The Threat of Antibiotic Resistance Antibiotic resistance in foodborne bacteria is a growing food
safety challenge that is made worse by overuse of antibiotics in people and food animals. CDC estimates that
every year, more than , people in the United States are sickened with resistant Salmonella or Campylobacter.
Preventing foodborne infections from resistant bacteria is not easy. To address this important issue, CDC
works closely with partners including federal agencies, state and local health departments, the food industry,
healthcare providers, and academia. Key parts of the strategy include: Increasing state laboratory capacity to
detect foodborne drug-resistant bacteria using whole genome sequencing, investigating cases using enhanced
patient interviews, and preventing illnesses by rapidly responding to outbreaks. Using surveillance data to
detect the emergence and spread of specific resistance genes and patterns. Working with partners to ensure
veterinarians have the tools, information, and training to prevent drug resistance by using antibiotics
appropriately. Working within the One Health framework, across the human, animal, and environment sectors
to improve food safety and the health of people and animals.

Page 5

FOOD SAFETY REGULATION pdf
4: Food Safety UDOH-EPI
Regulation , Retail Food Establishments (pdf) View additional information for the food service industry (pdf) Regulation ,
Soft Drink and Water Bottling Plants (pdf).

With 48 million Americans becoming ill and 3, dying from foodborne pathogens, food safety regulations are
paramount for public health. For all in the food industry, managing food safety risks and adhering to food
safety regulations should be regarded as more than economic and legal imperatives. Regulatory agencies in the
U. In January , the heads of the USDA and FDA announced a formal agreement aimed at making the oversight
of food safety more efficient and effective by bolstering coordination between the two agencies. Download
Our Free Guide to Breaking into Regulatory Affairs A guide to what you need to know to navigate the
discipline and launch your regulatory career. State and local regulatory agencies may adopt or modify the
federal standards. If they adopt the minimum federal standards with changes, however, these changes must be
more stringent than the federal minimum standards. Both the FDA and USDA have provisions written into the
acts that regulate their segment of the food supply individually, yet they also have cooperative inspection
programs that work together. Why Food Safety Regulations Are Created Regulations are created by
documented need through scientific-based studies and data. The history of modern food safety regulations can
be traced back to the Pure Food and Drug Act and Meat Inspection Act, both passed in by Theodore Roosevelt
into law. The earliest days of U. Rooseveltâ€”alarmed to the point of considering vegetarianismâ€”signed the
acts signifying the first modern regulations for food safety. Legal losses due to interpretations of the Pure
Foods Act identified weaknesses in the laws that allowed unsafe practices to occur without penalty. Worse, the
outbreak left four children dead and another young victims with permanent injuries, including kidney and
brain damage. Within a year, the USDA initiated research into new inspection policies and proposed
establishing a Pathogen Reduction Program in federally inspected meat-processing facilities. These specific
policy changes would require a radical change in how the USDA viewed pathogens. Knowing time was
required to make these changes, former USDA Secretary Mike Espy proclaimed that â€” in the absence of a
way to detect or prevent the presence of E. Because the USDA only regulates food safety of meat and poultry,
changes in FDA policies would come later, after there were outbreaks of foodborne pathogens tied to produce
and ready-to-eat foods. In , the California vegetable industry experienced a multi-state food poisoning
incident, which resulted in people becoming ill and three dying after consuming bagged spinach tainted with
E. Department of Justice to handle large-scale outbreaks, including: The Jensen Farms of Listeria outbreak of
involving cantaloupe, which resulted in infected persons from 28 states and at least 33 deaths. This incident
involved a massive recall of more than 3, different types of products from companies. Though the scale and
economic losses of the outbreak were notable, more so were the outcomes of the trial. The judge sentenced the
CEO to 28 years in federal prison, his brother to 20, and three other quality assurance and plant managers to
three to six years. In the subsequent federal trial, the owners were sentenced to three months in prison. While
these failures might show that not everyone follows food safety regulations, there is a faster-growing number
of food policy experts, regulatory authorities, and policymakers who are dedicated to making a positive
change. Food safety regulations help ensure this. An expert in food regulatory affairs, food policy, and food
governance, Detwiler brings more than 20 years of experience in food policy. He previously served as a
regulatory policy advisor for the U.
5: Food Safety and Standards Regulations
Food Safety Display Board. There is a mandatory requirement of displaying FSSAI License Number at food premises.
The FSDB will replace the current requirement in the Food Safety and Standards regulations which necessitate food
businesses to display FSSAI Registration / license.

6: EU exit will be 'challenging' for food safety regulation
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Generally "food law" is used to apply to legislation which regulates the production, trade and handling of food and hence
covers the regulation of food control, food safety and relevant aspects of food trade.

7: Food Safety | Healthy People
The Master of Science in Food Safety Regulation is designed to provide students with an understanding of the legal and
regulatory complexities of food production, labeling, and distribution.

8: Food safety - Wikipedia
Food safety is a growing concern in Chinese www.enganchecubano.com Chinese government oversees agricultural
production as well as the manufacture of food packaging, containers, chemical additives, drug production, and business
regulation.

9: Food Safety Rules and Regulations :: Washington State Department of Health
The General Food Law Regulation is the foundation of food and feed law. It sets outs an overarching and coherent
framework for the development of food and feed legislation both at Union and national levels.
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