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July 6, 2015    

 

Division of Dockets Management (HFA–305) 
U.S. Food and Drug Administration 
5630 Fishers Lane, rm. 1061 
Rockville, MD 20852 
 

Docket No. FDA-2015-D-0138 
 
Re:  Draft Guidance on Mandatory Food Recalls Under FSMA 
 
Dear Sir or Madam: 
 
The International Warehouse Logistics Association (IWLA) appreciates this 
opportunity to submit the following comments in response to the U.S. Food and 
Drug Administration’s draft guidance on mandatory recalls under the Food Safety 
Modernization Act (FSMA). 
 
IWLA represents warehouse-based third party logistics (3PL) providers.  A large 
number of IWLA members operate food-grade warehouse facilities for the 
storage, handling, and distribution of food products for manufacturers, 
processors, distributors and retailers. 

3PL warehouses operate pursuant to Article 7 of the Uniform Commercial Code 
(UCC), which has been adopted in all 50 states.  Article 7 governs the 
contractual relationship between warehouses and product owners.  In short, a 
3PL warehouse does not own or take title to the products held in its possession; 
the 3PL warehouse is simply a service provider who enters into contracts to store 
goods with the owner or consignee of products (hereinafter referred to as “the 
product owner”).  At all times, the 3PL warehouse does not have authority under 
the UCC to direct the sale or disposition of the product because it is acting only 
as a service provider or “bailee” to the product owner. 

Food products in these warehouses may be finished products packaged for the 
consumer or packaged ingredients intended for delivery to another food 
production facility. Food products are generally stored in sealed packages, such 
as cartons, drums, or totes  -- often in pallet-sized increments.   

Section 206(a) of FSMA amends the Federal Food, Drug, and Cosmetic Act 
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(FD&C Act) to add section 423 (21 U.S.C. § 350l) giving FDA for the first time, 
mandatory recall authority over responsible parties with respect to all FDA-
regulated foods other than infant formula. 
 
3PL warehouses understand the importance of recalls.  A 3PL warehouse works 
closely with the owner of the food product to plan for recalls. “Mock recalls” are 
regularly conducted in order to identify problems with a recall plan, enable the 
warehouse and product owner to correct the problems, and provide reasonable 
assurance that the recall plan would be effective in removing products from 
commerce.  In every instance, however, recall plans call for the manufacturing or 
processing facility from which the foods originated to initiate an actual recall.  

 
It is unclear, however, from the Guidance when and if a 3PL warehouse is 
subject to a mandatory recall.  This is causing confusion with customers and 
creating additional costs as warehouses consider the need for recall insurance.   

This question revolves around how the term “responsible party” is interpreted.    
We agree that the term “responsible party” with respect to an article of food 
under section 423 of the FD&C Act, is defined under section 417(a)(1) as a 
person who submits the registration under section 415(a) of the FD&C Act [21 
U.S.C. 350d(a)] for a food facility that is required to register under section 415(a), 
at which such article of food is manufactured, processed, packed, or held.  This 
includes 3PL warehouses that store food products. 

To resolve the confusion, we request that the FDA amend the response to 
Question 3 of the Guidance,  “What is a responsible party under section 423 of 
the FD&C Act.” Depending on how the term is interpreted, there are potentially 
multiple responsible parties in the distribution chain associated with an article as 
it moves from the manufacturer to the distributor, retailer and 3PL.  The guidance 
can be interpreted as holding each and every responsible party in the distribution 
chain liable for initiating a recall, which we do not believe is the intent of either 
FSMA or the FDA.  

We recommend the following revisions to Question 3:  
 

“The responsible party with respect to an article of food under section 423 
of the FD&C Act is defined under section 417 of the FD&C Act. Section 
417(a)(1) defines the term “responsible party” as a person who submits 
the registration under section 415(a) of the FD&C Act [21 U.S.C. 350d(a)] 
for a food facility that is required to register under section 415(a), at which 
such article of food is manufactured, processed, packed, or held. “Person” 
is defined in section 201(e) of the FD&C Act [21 U.S.C. 321(e)] as 
including individuals, partnerships, corporations and associations. As 
such, the owner, operator, or agent in charge of a facility who is 
responsible for submitting the registration is also responsible for 
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implementing and assuring the recall is performed, if so formally ordered 
under section 423 of the FD&C Act to cease distribution, to recall such 
an article, and to give notice to other persons in the distribution 
chain.”  
 
Explanation:  Clarifies that the responsible party for purposes of a 
mandatory recall is the specific party ordered by the FDA to cease 
distribution and to give notice to others in the distribution chain.  

We also recommend that the following be added to the Question 3 to reflect 
section 423(b)(2)(A) of the FSMA. 

“If an article of food covered by a recall order has been distributed to 
a warehouse-based third party logistics provider without providing 
such provider sufficient information to know or reasonably 
determine the precise identity of the article of food covered by a 
recall order that is in its possession, the notice provided by the 
responsible party subject to the order shall include such information 
as is necessary for the warehouse- based third party logistics 
provider to identify the article of food.” 

 
Explanation:  The proposed revision is consistent with section 
423(b)(2)(A). 

 
  

*** 

IWLA appreciates the opportunity to provide these comments and we welcome 
the opportunity to meet with FDA staff to discuss this issue in more detail.  We 
look forward to working with the agency on the successful implementation of the 
FSMA. 

Sincerely, 

 

Steve DeHaan 
President and CEO 
 


