
© Charles F. Woodhouse, Esq.    Preparing for FSMA   29 June 2013 
 
 

Page 1 of 4 
 

Preparing for the Food Safety Modernization Act (FSMA) 

© 2013, Charles F. Woodhouse, Esq. 

In this brief essay we will discuss the role of the practicing “food lawyer” in preparing her or his 
clients for the sweeping changes in the regulation of the US food supply which will be 
introduced over the next several years. This author, then an MS-candidate graduate student at 
Michigan State University, spent 2010 watching the FSMA move through Congress and 
wondering if his chosen thesis topic – the implementation process for the Act – would become 
irrelevant if FSMA died in Congress. That did not happen.  President Obama signed the FSMA, 
and this grad student finished his MS Food Safety thesis in 2011. (Sections of the thesis are 
available on the author’s Food Law Blog.)  

Our firm’s clients are primarily in the Aquatic Food Products (Seafood and Aquaculture) 
industries and in the Produce Industry (primarily importers as well as some domestic producers). 
Given that nearly 50% of serious Food Safety regulatory problems, in both Europe and the USA, 
are in these two sectors, specialization in these two industries made sense to us, particularly in 
view of the author’s executive experience in both sectors. 

At the time of this writing, late June 2013, as our readers know, we are in the comment periods 
for the Proposed Rule on Risk-Based Preventative Controls (RBPCs) and the Proposed Rule on 
Produce Food Safety. (See posts of relevant documents on our Food Law Blog pages dated 
January 5, 2013) 

In the Food Import sector, we now await FDA’s release of the Proposed Rules on the Foreign 
Supplier Verification Program (FSVP) and on the Voluntary Qualified Importer Program 
(VQIP).  It is certain that these rules, expected by the end of summer, will make substantial 
changes to food import regulation and procedure and being up to date will present major 
challenges for food lawyers. This author, who is preparing a course on Food Import Procedure 
for the Fall 2013 Semester offerings in MSU’s Certificate, MS Food Safety, and LLM Food Law 
programs, will focus the course upon the important role of food lawyers in preparing clients for 
FSVP and VQIP.  

We note that major retail grocery and food service buyers are suddenly worried about FSMA 
compliance issues and are beginning to require extensive documentation from their suppliers. In 
recent months, Food Importers have started coming to us with questions, now that their retail 
grocery and food service customers are demanding detailed Food Safety Packages including 
guarantees with very broad indemnification language. This is particularly evident in the Produce 
sector (because of recent major Food Safety incidents), but, increasingly, buyers are setting 
extensive documentation requirements in other food categories as well.  

Based upon what we are seeing from our clients, here are a few comments on what you should 
be doing now to prepare your clients for FSMA compliance: 

1. Your clients will need to retain counsel competent in drafting required FSMA documents 
over the next several years. This is the time for you, the attorney, to go back to the books and 
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study. We cannot recommend any specific program, but I can confirm that at least three US 
research universities offer Certificate Programs in Food Regulation. This author received his 
Food Law & Regulation Certificate from Michigan State and was so pleased with the content of 
the program that he continued on for the MS Food Safety also at MSU. 
 
2. You need to think carefully about privilege issues and counsel your clients to be careful 
to compartmentalize the role of consultants, since your client’s communications with consultants 
are not privileged. Serious Food Safety incidents can quickly develop into civil litigation, and 
even into criminal prosecution. Our firm has recently seen several otherwise sophisticated clients 
propose “Recall Plans” that unnecessarily involve too many clerical level employees and 
outsiders in their “Crisis Management” group. These companies believe that “sharing” 
information with lots of people is “good”.  To the contrary, a properly designed Recall Plan must 
include strict compartmentalization of information and active protection of attorney-client 
privilege.  

 
3. If your client is a food importer, this third point is very important. While we wait for the 
FSVP and VQIP Proposed Rules, you should have already drafted for your client its Recall Plan 
documents, its Supplier Questionnaire,  and its required Guarantee Document Package. The 
Supplier Questionnaire is essential for the timely gathering of the technical information that will 
be required in the RBPC Plan document that your client will soon be required to prepare.   

 
4. Since we already have, from the text of FSMA, a nearly complete understanding of what 
will be required for RBPC documentation, your clients already should have been in contact with 
their domestic suppliers on RBPC preparation. Remember, we are talking about not only the 
basic food products themselves, but also all minor food ingredients,  food additives, food 
allergens, processing aids, and food-contact materials.  

 
5. As mentioned above, you must be particularly attentive to Guarantee and Warranty 
Agreements that your clients are asked to sign from downstream customers. Very few practicing 
lawyers are familiar enough with Food Law in general, and the FSMA in particular, to 
competently produce such document without making fundamental errors. We have seen many 
such documents which contain language that violates Product Liability coverage terms and 
conditions and that clearly demonstrate inadequate knowledge of basic insurance law and 
procedure (including completely inappropriate choice of counsel provisions). Also, we have seen 
that many such Guarantees and Warrantees are routinely signed by sales executives who are not 
competent to review such complex documents. All Food Safety Guarantee and Warranty 
Agreements must be reviewed by competent counsel. Your clients should be warned not to 
permit sales executives to sign Guarantee and Warranty Agreements that may bind the company 
to impossible promises.   

 
6. Finally, three more points on Recalls. First, it seems that few lawyers think to include 
language that obligates the upstream supplier to timely notify your client when a Recall event 
involving that supplier’s product initiates from another customer of that supplier. Secondly, we 
have seen very few documents (including Recall Insurance riders) that adequately define and 
present the alternatives to Recalls – Market Withdrawals and Stock Recoveries. Third, remember 
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that many products entering US distribution channels will end up in at retail in Canada. Be aware 
that there are many differences between US and Canadian Food Regulation – the differing lists 
of Major Allergens is but one small example.    

 
7. If your clients are importers, they already should have been in touch with each of their 
suppliers to plan for FSVP and VQIP compliance. This is an area where the “You snooze, You 
Lose” rule applies. If your client is an importer who is behind the FSMA implementation curve, 
she may well find herself playing second-fiddle to one of her competitors who “gets it” and is 
using FSMA compliance as a tool to expand his or her business.   

 
8. We are concerned by the “whistleblower” provisions of Section 402 of the FSMA. We 
think that clients need to be carefully counseled on Section 402 and on its relation to the 
Reportable Food Registry. We view this as an area of significant danger to clients. 

 
9. The Product Liability provisions in your client’s CGL Policies must be carefully 
reviewed. If your client does consider Recall Coverage, you must review covered events and 
exclusions. In a recent lecture, this author handed students a redacted Recall Insurance rider. The 
students had a great deal of trouble understanding what benefit this coverage would actually 
bring given the items on the exclusions list. 

 
10. Looking at the Overseas Supplier’s Perspective - Food Exporters from around the world 
will be under great pressure to meet FSMA goals and requirements in the next several years. 
They will be forming stronger links with US importers who can help them. I am counseling my 
clients that, in the new era of Food Safety, importers who sit passively and let the world change 
around them may wake up and find that they have been left behind. 
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Charles F. WOODHOUSE is an Attorney and Partner, in the law firm of Woodhouse 
Shanahan PA.  Charles is admitted to the Bars of Pennsylvania, Florida, and the District of 
Columbia and to the US Court of International Trade in New York City and the US Court of 
Appeals for the Federal Circuit in Washington, DC. Charles earned his BA at Dartmouth, 
MBA at Wharton (University of Pennsylvania), JD at Rutgers, and his Graduate Certificate 
in International Food Law & Regulation and MS Food Safety at Michigan State.  
 
He is active in the American Bar Association and currently serves as Co-Editor of the ABA’s 
publication, Food, Cosmetics, and Nutraceuticals News (Food, Cosmetics and Nutraceuticals 
Committee, ABA Science and Technology Law Section). 
 
He has served as Guest Instructor in the US Food Law and Regulation course at MSU and is 
currently preparing a curriculum for a course titled Regulation of US Food Imports for the 
2013 Fall Semester. His business career includes being a founding shareholder of Marine 
Harvest International (salmon, shrimp, and other fin-fish aquaculture) and service as its 
president during its years as a publicly traded company on the American Stock Exchange. 
Since 1999, Charles has devoted his full time to his law practice which specializes in 
regulatory matters affecting the seafood and produce industries which together account for 
nearly 50% of all Food Safety incidents in the USA and the EU. His Food Law Blog 
(www.food-label-compliance.com) receives over 25,000 visits each month from Regulatory 
Food Science professionals. His law firm’s website is: www.seafood-and-produce-law.com 
and he can be contacted at e-mail address:  cfw@regulatory-food-science.com 
 
Charles divides his year between his homes in Scanno (Aquila) Italy, Atlanta, GA and on 
Cedar Key, FL. His law practice includes European Union Food Industry Regulatory 
Compliance with a particular focus on EU Food Labeling Regulation. His spouse, Emory 
University Law School, QLC Lamar Chair and Professor of Law, Barbara Bennett 
Woodhouse, lectures and conducts research in Europe during portions of each academic year.  
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