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FDA News:  Regulatory Updates

The compliance deadlines for most FDA-registered 
food facilities to implement written Food Safety 
Plans have passed.  Under the FDA Prevent

Monitor Your FDA Registration With The FDA                 

Compliance Monitor ®

P: +1-757-224-0177 F: +1-757-224-0179 E: info@registrarcorp.comW: www.registrarcorp.com

x
Old format New format

FDA’s Intentional Adulteration rule requires businesses 
that average over $10 million in annual sales to write 
Food Defense Plans for their facilities.  Covered busi-
nesses with more than 500 full-time equivalent 

The U.S. Food and Drug Administration (FDA) is actively 
enforcing Food Safety Modernization Act (FSMA) regulations 
during routine inspections. In 2018, FDA issued 396 citations 
relating to Preventive Controls rules, such as having an             
inadequate Hazard Analysis and Risk-based Preventive 
Controls (HARPC) plan, and 278 citations to importers for 
failing to develop Foreign Supplier Verification Programs 
(FSVP). In 2019, FDA has continued this trend, sending    
numerous warning letters to companies for violating both of 
these rules. 

FDA’s Intentional Adulteration rule requires businesses that average over $10 million in annual sales to write Food Defense 
Plans for their facilities.  The deadline for businesses with more than 500 full-time equivalent employees passed on July 26, 
2019 while businesses with fewer than 500 full-time equivalent employees have until July 27, 2020.

A Food Defense Plan must include a vulnerability assessment that identifies aspects of a facility’s processes where an 
attacker may intentionally adulterate food as well as the severity and scale of potential impact on public health in the event 
of adulteration. The plan must also establish specific mitigation strategies to minimize or prevent the impact of identified 
vulnerabilities. Registrar Corp’s Food Safety Specialists can develop a Food Defense Plan for your facility or review your 
current plan for compliance.

FDA expects facilities to have a HARPC Food Safety Plan that 
identifies all reasonably foreseen hazards and establishes 
controls for those hazards. Importers are expected to verify 
and approve their suppliers under FSVP. Registrar Corp’s Food 
Safety Specialists can help you comply with FSMA regulations. 

FDA finalized significant changes to food, beverage, and 
supplement labeling, including updates to daily values, 
serving sizes, the Nutrition Facts chart, and more. Updates to 
daily values may affect what nutrient content claims, such as 
"high in  fiber," a label may bear.  FDA’s compliance deadline for 
these rules is January 1, 2020 (or January 1, 2021 for             
manufacturers with less than 10 million in annual sales). 

Many Food Businesses Have Less Than 4 
Months to Comply with New Label Rules

We urge industry to comply now.  FDA extended the previous 
compliance date due to industry concern for meeting the 
original deadline.  Registrar Corp can update your labeling to 
be compliant with FDA's new regulations. Start now for a 
smooth and efficient transition.
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A Food Defense Plan must include a vulnerability 
assessment that identifies aspects of a facility’s 
processes where an attacker may intentionally adul-
terate food as well as the severity and scale of poten-
tial impact on public health should adulteration occur. 
The plan must also establish specific mitigation strate-
gies to minimize or prevent the impact of identified 
vulnerabilities.

Registrar Corp’s Qualified Individuals can assist by developing your FSVPs or reviewing your current programs for 
compliance.  Additionally, Registrar 
Corp’s FDA Compliance Monitor simplifies supplier monitoring by continuously tracking your suppliers’ FDA com-
pliance and issuing monthly reports that support FSVP documentation requirements.   Visit 
www.registrarcorp.com/monitor to learn more. 

monitoring by continuously tracking your suppliers’ 
FDA compliance.  Learn more at 
www.registrarcorp.com/monitor. 

Approaching Deadline for Intentional Adulteration Rule FSMA Enforcement in Full Effect 

First Intentional Adulteration Compliance Deadline Has Passed

Food facilities can now continuously track the FDA 
registration status of their own facilities, their         
suppliers, and competitors through Registrar 
Corp’s FDA Compliance Monitor ®.

Additionally, the Monitor aggregates and                 
supplements data from five FDA databases to 
provide comprehensive compliance reports on 
FDA-regulated companies.




