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Comments on USFDA Traceability Requirements 

 
 
So, let’s start this month’s discussion with some comments made by President Obama in his 
Saturday April 21 Weekly Address. Ensuring the safety of the food and drug supply is 
something “only a government can do,” Obama said, focusing on government’s role in fixing 
the problems that have led the recent foodborne illness outbreaks such as the current peanut 
salmonella contamination incident, last year’s tomato (jalapeno) scare, the “downer cow” 
beef scandal, the 2007 fresh spinach e-coli contamination, and, of course the ongoing 
melamine problem.  
 
Obama’s comments included the following, “These incidents reflect a troubling trend that has 
seen the average number of outbreaks from contaminated produce and other foods grow to 
nearly 350 a year – up from 100 a year in the early 1990s. Part of the reason is that many of 
the laws and regulations governing food safety in America have not been updated since they 
were written in the time of Teddy Roosevelt. It’s also because our system of inspection and 
enforcement is spread out so widely among so many people that it’s difficult for different 
parts of our government to share information, work together, and solve problems. And it’s 
also because the FDA has been underfunded and understaffed in recent years, leaving the 
agency with the resources to inspect just 7,000 of our 150,000 food processing plants and 
warehouses each year. That means roughly 95% of them go uninspected.”  
 
Obama also used the weekly address to announce Margaret Hamburg as his nominee for 
Food and Drug Administration (“FDA”) Commissioner and to announce the formation of an 
inter-departmental Food Safety Working Group comprised of senior administration officials. 
Obama is asking these advisers to submit to him recommendations on reform. Meanwhile 
legislation is moving through the House (Safe Food Enforcement, Assessment, Standards, 
and Targeting Act – “Safe FEAST” – H.R. 1332) and the Senate (FDA Food Safety 
Modernization Act – S.510).  
 
The “Bottom-line” is this – the USA (the destination for over 50% of the world’s high value 
shrimp supply) – is going to have tough new requirements including Traceability, Mandatory 
Recall Authority for FDA, criminal sanctions against importers, User Fees, and a host of new 
reporting and record keeping requirements. Over the next few columns, we will discuss these 
issues and what exporters to the US and importers in the US will need to plan for in terms of 
compliance in 2010 and beyond. 
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 Although, in light of the food safety scandals listed above, it would appear hard for there to 
be more new food safety concerns to be raised in the media, on March 26 the US Department 
of Health and Human Services (“HHS”) Inspector General released its investigative report 
titled Traceability in the Food Supply Chain. 
 
The Report concludes that FDA’s system for tracing foods has been so badly implemented 
that it could prevent investigators from finding the source of disease outbreaks or 
bioterrorism attacks. Nearly one-third of companies investigated were not even aware that the 
US has mandated Traceability since 2005, and in only 12.5% of actual product tracebacks 
tested were investigators able to obtain complete Traceability records through the supply 
chain. 

In the tests, government investigators bought 40 food products at retail and then attempted to 
trace the items back from the retailer to the source. They were only able to fully trace 5 of the 
items through the supply chain. For 31 of the 40, investigators said they were only partially 
able to identify the facilities that handled the products. And in the case of four items — 10 
percent of the total — investigators were unable to identify any of the facilities through 
which the products passed before being offered at retail. 

Problems with Traceability of food products drew public attention in 2008 when investigators 
from the FDA and the Centers for Disease Control struggled for weeks to identify the source 
of a salmonella outbreak initially blamed on fresh tomatoes. No contaminated tomatoes were 
ever found, but the salmonella strain was eventually discovered in jalapeno peppers from 
Mexico. 

The HHS Inspector General's report said most facilities surveyed did not keep records with 
specific lot numbers that would enable effective tracing of foods. As an example, for one 
product — a bag of flour — the storage facility did not know which farms that contributed to 
the product and, therefore, had to provide information about every farm that provided wheat 
during the previous harvest season. This of course made Traceability to a specific farm 
impossible. 

The report said 70 out 118 food facilities in the traceback tests did not maintain adequate 
record keeping for suppliers, transporters, and customers. In many cases, managers had to 
look through paper based records for contact information. 

Basically, the US food industry including importers and their suppliers seem to be largely 
ignorant of the Regulations issued pursuant to the Bioterrorism Preparedness and Response 
Act of 2002. Under the current Final Rule (69 FR 71561, Dec. 9, 2004) each US participant 
in the supply chain (from Manufacturer or US Importer of Record and through the 
Distribution Chain) is required to maintain records on:  

 the nontransporter immediate previous source (supplier) whether domestic or 
foreign 

 the nontransporter immediate subsequent recipient (customer) 
 the transporters inbound and outbound 
 dates received and dispatched 
 adequate description of product, brand name, variety, lot codes and day codes, 

quantities, and detains of packaging 
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 (for manufacturers foreign and domestic) the specific source of each 
ingredient used to make every lot of finished product 

So, if you are a producer or an importer of aquaculture products you must use 2009 to 
become aware of developing food safety traceability requirements. For 2010 and beyond you 
will be subject to a new system which will be expensive (user fees), demanding (record 
keeping), and which will treat violators harshly with fines and criminal penalties for non-
compliance applied to both business entities and individual executives. Furthermore, 
Mandatory Recall Authority will be given to FDA, thus taking recall decision power away 
from manufacturers and distributors. 

Stay tuned to this column in the months ahead as we discuss these important developments 
which are expected to be enacted into law in the US by late 2009. Also, do not imagine that 
the Food Safety regime in the European Union will be any less strict in the years to come. As 
we will discuss in future columns, the European Parliament and the European Commission 
will be giving EFSA and DG-SANCO greatly enhanced powers to enforce Food Safety 
Regulations. 

 

     ******************************** 

Charles F. Woodhouse is a principal in the law firm Woodhouse Shanahan P.A. and is 
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