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As we discuss the Food Safety Modernization Act, why do we focus on importer 
vulnerability? The answer is that, in terms of supply chain liability, the importer 
normally occupies the same position as the domestic manufacturer. In the most 
common case, the importer-of-record, who directly sells human or animal food 
onward into the retail grocery and food service sectors must, in order to obtain its 
vendor number, agree to indemnification of the downstream customer and must 
provide proof of product liability insurance (through the Acord Certificate) usually 
in the minimum amount of $2 million per incident. If you are the importer, your 
insurance, both product liability under the standard CGL policy, and contamination 
and recall coverage, as well as your firm’s capital beyond the insurance pool, are 
“on the table”. In a serious food safety incident – your capital, career and 
reputation are “at risk”. As we discuss below, the time to prepare and protect your 
business from potentially serious damage from a food safety incident is now. “Big-
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Food” welcomes the new food safety environment since it already has qualified 
legal and food science staff in place. It is the medium-sized food producer or 
distributor who must act now to plan, prepare and make sure that qualified experts 
are available in the coming year.  
 
The author, Woodhouse, must express his thanks and appreciation to his Michigan 
State University graduate students in the LLM Food Law and MS Food Safety 
programs. Each year, among many assignments, the students in the author’s 
course, U.S. Food Import Regulation, refine and sharpen the many documents, 
such as the checklist we discuss below, required to protect food manufacturers in 
serious food safety incidents. 
 
Additionally, the author, Woodhouse, wants to express his appreciation for the 
many ideas expressed by and exchanged among the members of the American Bar 
Association’s Food, Cosmetics and Nutraceuticals Committee. Readers should 
note that a more detailed version of this article, with citations, will appear in a 
forthcoming issue of Food, Cosmetics & Nutraceuticals. 
 
At the time of this writing we, of course, await the issuance of final FSMA Rules. 
The final rule on risk-based preventative controls is expected in July and the 
foreign supplier verification program is scheduled for September. The most 
important of these “Big Seven” rules, the RBPC final rule, if issued on schedule by 
July 31, will enter into effect by late 2016 for most affected businesses. 
 
As an importer and as a supplier to Big-Food you are faced with serious primary 
and third-party insurance and indemnification issues. In the American Bar 
Association’s Food Cosmetics & Nutraceuticals, we have published articles on this 
subject by attorney Rebecca Cross and insurance executive Vince Keane, both 
writing on the risks of supply-chain indemnification clauses contained in vendor 
documentation, and by attorney Bill Marler on primary liability in food safety 
incidents. The profile on Marler, a food liability plaintiffs’ attorney, in the Feb. 2, 
2015 New Yorker, will be of interest to readers of Marler’s food liability article in 
Food Cosmetics & Nutraceuticals. One must be prepared for the cascade of events 
that follow a serious food safety incident (Class I or II Recall) and which often 
ends with the bankruptcy of all but the largest and best-prepared businesses. 
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Remember that, in the “Genomics” era, the etiology of serious food safety 
incidents is established with precision and rapidity. The details of food science 
epidemiology are beyond the scope of this article. But the “bottom-line”, as was 
the case in the 2011 cantaloupe incident, is that both responsibility and civil 
liability are quickly established, highlighting the importance of conducting a food 
safety vulnerability assessment and managing compliance issues at the outset with 
some level of control. Additionally, in extreme cases such as the cantaloupe 
incident involving 30 deaths, and the 2009 Peanut Corporation of America incident 
involving nine deaths, criminal prosecution of executives may follow. There have 
been a number of excellent academic studies of the cascade of events that follow a 
serious incident including the NYU Study of the 2008 “Tomato/Jalapeno” incident 
in the United States and the European Commission study of the 2011 
“cucumber/sprouts” incident in the European Union which respectively cost the 
American and European produce industries an estimated $500 million and Euros 1 
billion.  
 
Assessment and Review 
Now we will move on to one of the key documents in the food safety cycle - the 
importer’s preliminary food safety vulnerability assessment covering the following 
areas. 
 
(1) The adequacy of HACCP (later RBPC) plans, separately prepared for every 
product supplied by each supplier, currently dated within one year. This 
preliminary review simply documents the existence of these documents without 
substantive content review at this stage. Substantive review, at a later date, calls for 
a qualified food scientist because of the requirement for review of technical 
process control parameters, management systems, plant design, microbiology and 
toxicology. 
 
(2) The lot and day code guide for every supplier (or documentation of adherence 
to the importer’s coding plan required from suppliers). 
 
(3)  The product file for each product from each supplier: specification sheet, 
labels, nutrition analysis (100g). 
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(4) The traceability system specifications memos and memos documenting the 
annual tests of the system. 
 
(5) The recall plan and associated supplier agreement acknowledgements with 
continuing guarantees (usually combined). These documents must be prepared 
with a view toward privilege issues in the litigation that inevitably follows a major 
incident, and, of course, must address cross-recall issues. 
 
(6) The contamination and recall insurance policy (C& R) and the essential third-
party liability rider.  
 
(7) The individual supplier safety file documenting the safety of all ingredients, 
additives, processing aids and food contact materials with MSDSs and copies of 
ingredient and additive labels. 
 
(9) The trip report for each supplier on all visits of company employees or 
representatives to manufacturing locations of each supplier which documents your 
diligence in visiting suppliers at least annually. 
 
(9) The incident report file covering all incidents reported by downstream 
customers or directly from federal or state agencies, all cross-recall events and the 
disposition history thereof. 
 
(10) A review of the indemnification terms of all supply chain agreements with 
both upstream suppliers and downstream customers.  
 
(11) Documentation of all third-party certifications of suppliers – both the normal 
third-party food safety and process certifications as well as Kosher (Kashrut), 
Hallal and organic certifications. 
 
(12) Memorandum on the national food safety regulation system of each supplier’s 
country from which products are sourced.  
 
TWO EXTRA POINTS FOR PRODUCE INDUSTRY 
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Our MSU graduate students have, of course, provided dozens of industry-specific 
topics for our checklists. An example would be these two additional questions for a 
produce importer. 
 
(13) Memorandum on responsibility and procedures for APHIS permits.  
 
(14)  Storage and transport memorandum of instruction to each supplier.  
 
Numerous other checklist points have been developed for other specific industries. 
Importers will need to work with qualified food scientists with specific industry 
background to develop these additional points for each industry, again because of 
the requirement for review of technical process control parameters, microbiology, 
toxicology and other issues such as highlighted above. 
 
Conclusions 
The preventive controls final rule is expected to be issued in July. If you are a food 
importer, you need to act now. Our nation’s many universities with food science 
graduate programs have been busy producing qualified food scientists and food 
lawyers for a decade. Unfortunately, our graduates tend to be immediately 
employed in Big-Food or in regulatory agencies as opposed to finding employment 
in the huge number of medium-sized food enterprises in America. This leaves the 
medium-sized food business in a “regulatory skills deficit” when it comes to 
creating a “food safety culture” to use the term coined by Wal-Mart’s Frank  
Yiannas who teaches in our food law programs at Michigan State.  
 
Further, we remind readers that, in addition to a RBPC separately prepared for 
each product from each overseas supplier, a product-specific RBPC Plan is 
required for the importer’s domestic U.S. operations for each product category. 
The legislative impact of the RBPC Rule alone is estimated by FDA to affect some 
97,000 U.S. businesses and more than 100,000 non-U.S. businesses that export 
human and animal food to the United States. Furthermore, be aware that both the 
European Union and Canada are making major changes in Food Safety Regulation 
in parallel with FSMA (these changes, the EU Food Information to Consumers 
Regulation and the Safe Food for Canadians Act, are covered in recent articles in 
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Food Cosmetics & Nutraceuticals).  
 
In closing, we repeat the admonition that the time to begin your food safety 
preparations by putting your food safety team together is now, before the short 
supply of qualified personnel not already employed by Big Food are all engaged 
for 2016 and beyond.  
 
  *************************** 
 
The authors of this article can be reached at: Shelly Garg at 305-894-1043 or 
sgarg@strtade.com;  Charley Woodhouse at 352-278-1110 or cfw@regulatory-
food-science.com’ Gerald B. Horn at 212-549-0135 or ghorn@strtrade.com. 


