
 

 

If you are subject to: (1) an existing Salmonella performance standard (e.g., raw ground beef 
or poultry carcasses), (2) a standard that is being modified (e.g., comminuted poultry) or (3) a 
proposed new standard (e.g., chicken parts), you should pay attention to how the Food Safe-
ty and Inspection Service (FSIS) is planning to change performance standards. 
 
On January 26, 2015, FSIS published a Notice in the Federal Register regarding Salmonella per-
formance standards.  There will be changes in how FSIS: 
 

 Adopts a performance standard, 
 Determines compliance (moving window and new Category definitions), and 
 Responds when an establishment is not “controlling” Salmonella. 

 
Adoption of a Performance Standard – Previously, when FSIS set a standard, it conducted a 
baseline to determine the average incidence rate and adopted that average as the standard.  
With a perfect distribution, this meant that 50% of the establishments would meet the stand-
ard and 50% would fail.  With its new approach, FSIS will set the standards based on how 
much of a reduction in Salmonella incidence in products will result in a reduction of illnesses 
so as to meet Healthy People 2020 goals.  In other words, FSIS will not look to where indus-
try is in terms of performance, rather FSIS will focus on where the agency believes industry 
should be to meet public health goals. 
 
This change in focus will result in a change in the number of establishments initially able to 
meet the standard.  Since FSIS wants a reduction in current incidence, the agency will set the 
standard below the average.  By so doing, more establishments initially will fail.  For example, 
with the proposed performance standard for chicken parts, FSIS estimates 63% of establish-
ments would initially fail that standard.  One would expect similar failure rates for new per-
formance standards with other raw products, including raw ground beef. 
 
Sampling Window and Determination of Category – FSIS will no longer use a discrete sample set 
to determine compliance.  To better estimate prevalence and to eliminate certain biases in a 
sample set approach, FSIS will adopt a moving window with testing throughout the year.  
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For large establishments, FSIS will sample weekly.  For other establishments, the agency will de-
crease the number of samples taken based on production volume, so that lower volume establish-
ments will be tested less frequently.  The very low volume establishments may only be tested 3-4 
times per year.  For certain high risk products, the agency may draw samples as frequently as six 
times per month. 
 
FSIS will adjust the Category definitions for a moving window approach.  As modified the Catego-
ries are: 

 For Category 1, the establishment has to be at or below 50% of the standard in all 
completed moving windows. 

 For Category 2, the establishment is over 50% of the standard in any window, but has 
not exceeded the standard in any window. 

 For Category 3, the establishment exceeded the standard during any window. 
 
Compliance will be determined by an establishment’s performance in each and every completed 
moving window.  If an establishment is tested weekly, the moving window will be the last 52 sam-
ples.  In other words, once a moving window set of 52 has been completed, the 53rd sample re-
places the first so that 52 samples remain in the window.  So, if any moving window containing 52 
results is at or over 50% of the standard, the establishment falls into Category 2.  If any 52 week 
moving window is over the standard, the establishment is Category 3.  Since this does not take 
into account seasonality or the potential for unexpected process variations, a large number of es-
tablishments may find themselves in Category 2 or 3 simply because they had a “bad month.”   
 
Web Posting – Currently, FSIS only posts establishments in Categories 2 and 3.  FSIS will change 
that and will post the category of all chicken and turkey carcasses, even establishments designated 
as Category 1.  It is unclear what the implications of posting Category 1 establishments will be, 
(e.g., international trade partners where several countries have a zero tolerance for Salmonella in 
raw products).  
 
Moreover, given the tighter standard and the use of a moving window approach, one can expect a 
significant increase in the number of establishments posted in Categories 2 and 3 on the agency’s 
web page. 
 
FSIS will also post quarterly aggregate results showing Category 1/2/3 for all product categories 
subject to the Salmonella and Campylobacter testing. 
  
Compliance – If an establishment fails to meet the standard, FSIS will immediately conduct follow-up 
sampling (either 16 or 8 samples – depending on plant size).  The follow-up samples will be evaluat-
ed separately to determine if the establishment is making changes to re-gain process control.   In 
addition, if an establishment does find itself in Category 3, FSIS will initiate a “for cause” Food Safe-
ty Assessment.  At the end of the FSA, the establishment may find itself responding to a Notice of 
Intended Enforcement.  With the standard being set at a level under industry average and with the 
moving window eliminating any allowance for seasonality or process variation, an establishment 
may be hard pressed to provide FSIS with actions to ensure the establishment will comply with the 
new standard each and every week. 
 
Where to from here?  On March 10, 2015, FSIS responded to requests and extended the comment 
period for the proposed changes until May 26, 2015.  However, in the Federal Register document 
granting the extension, FSIS made clear that it was moving forward in conducting exploratory sam-
pling and in adopting the moving window for determining compliance. 
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Frustrated with the continued increase in recalls due to undeclared allergens, FSIS recently issued 
a Directive instructing inspection program personnel (IPP) to step up monitoring to verify that 
establishments are effectively controlling and labeling Big 8 allergens (i.e., wheat, crustacean shell-
fish, eggs, fish, peanuts, milk, tree nuts, and soybeans).  The Directive applies to meat and poultry 
establishments that process products in all HACCP categories except slaughter, as well as egg 
product plants. 
 
Beginning April 12, 2015, inspectors at eligible establishments will conduct a “Big 8 Formula-
tion Verification” task at least once a month to verify that labels match product formulations and 
all allergens and other ingredient of public health concern are accurately declared.  IPP will select 
one product per shift for the task, with an attempt to select a different product each shift and for 
each consecutive task.  Specific products will be selected based on the following priorities: 
 

 Priority 1 – A product that has had a change in supplier of ingredients, a 
change in ingredients, or a change in formulation within the past 6 months (If 
multiple products had a change, IPP are to select the product produced in the larg-
est volume.); 

 
 Priority 2 – A product that incorporates a multi-ingredient component (e.g., 

sauces, seasoning, etc.) produced outside the establishment (If there are 
multiple products that meet this category, IPP are to select the product produced in 
the largest quantity.); or, 

 
 If no products fall into the above categories, inspection personnel are to choose the 

product that is produced in the largest volume. 
 
After selecting the appropriate product, inspectors are to obtain the product formulation for the 
actual product selected and the date of production selected (inspectors should not use a general 
formula).  Inspectors are then to conduct the verification task using a record review and observa-
tion component, verifying that: (1) all ingredients used are in the product formulation record, (2) 
all ingredients are declared on the label by common or usual name in descending order of pre-
dominance, and (3) the applied label is consistent with the establishment’s label approval on file.  If 
it is determined that an allergen or other ingredient of public health concern was not declared on 
a label, a non-compliance record (NR) would be issued.  A recall would also likely be requested if 
implicated product was released in commerce.  
 
Given that FSIS will be monitoring labeling and allergen control more frequently, it would be pru-
dent for establishments to reassess their current allergen control programs and other procedures 
to ensure that meat and poultry products are properly labeled with all ingredients listed.  This 
reassessment should be conducted in light of the FSIS “Compliance Guidelines for Allergens and 
Ingredients of Public Health Concern: Identification, Prevention and Control and Declaration 
Through Labeling.”  Establishments can also consider the recommendations provided by our firm 
in a series of blogs entitled “Steps to Prevent Allergen Recalls – Practice Tips.” 
 
Establishments should also anticipate that, during these increased verification tasks, inspection 
personnel will raise concerns regarding other labeling issues that do not rise to a public health 
concern.  In these situations, inspection personnel may retain product until the alleged labeling 
deficiency is rectified.  We suggest that establishments maintain emergency contact information 
for officials in the FSIS Labeling and Program Delivery Staff (LPDS) in case it is necessary to obtain 
LPDS’ assistance in convincing inspection personnel that a label is not deficient or there is a need 
for an emergency temporary label approval.  

FSIS Increases Monitoring for Undeclared Allergens 

Page 3 Volume I, Issue XII 

“...it would be 
prudent for  

establishments to 
reassess their  

current allergen 
control programs 

and other  
procedures to  

ensure that meat 
and poultry  
products are 

properly labeled 
with all  

ingredients listed.” 

Brett T. Schwemer 
Principal 

http://www.fsis.usda.gov/wps/wcm/connect/dacf9504-f816-44fc-bd2e-9bbd1a0e2380/7230.1.pdf?MOD=AJPERES�
http://www.fsis.usda.gov/wps/wcm/connect/f9cbb0e9-6b4d-4132-ae27-53e0b52e840e/Allergens-Ingredients.pdf?MOD=AJPERES�
http://www.fsis.usda.gov/wps/wcm/connect/f9cbb0e9-6b4d-4132-ae27-53e0b52e840e/Allergens-Ingredients.pdf?MOD=AJPERES�
http://www.fsis.usda.gov/wps/wcm/connect/f9cbb0e9-6b4d-4132-ae27-53e0b52e840e/Allergens-Ingredients.pdf?MOD=AJPERES�
http://www.fsis.usda.gov/wps/wcm/connect/f9cbb0e9-6b4d-4132-ae27-53e0b52e840e/Allergens-Ingredients.pdf?MOD=AJPERES�
http://www.fsis.usda.gov/wps/wcm/connect/f9cbb0e9-6b4d-4132-ae27-53e0b52e840e/Allergens-Ingredients.pdf?MOD=AJPERES�
http://www.fsis.usda.gov/wps/wcm/connect/f9cbb0e9-6b4d-4132-ae27-53e0b52e840e/Allergens-Ingredients.pdf?MOD=AJPERES�
http://www.fsis.usda.gov/wps/wcm/connect/f9cbb0e9-6b4d-4132-ae27-53e0b52e840e/Allergens-Ingredients.pdf?MOD=AJPERES�
http://www.fsis.usda.gov/wps/wcm/connect/f9cbb0e9-6b4d-4132-ae27-53e0b52e840e/Allergens-Ingredients.pdf?MOD=AJPERES�
http://www.fsis.usda.gov/wps/wcm/connect/f9cbb0e9-6b4d-4132-ae27-53e0b52e840e/Allergens-Ingredients.pdf?MOD=AJPERES�
http://agfdablog.com/2014/04/17/steps-to-prevent-allergen-recalls-part-two-another-practice-tip-from-ms-gloom/�


 

 

Root Cause Analysis and Preventing Reoccurrence 
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Many times establishments wonder why they have repeated occurrences of the “same problem,” 
why the Food Safety and Inspection Service (FSIS) employees indicate that the establishment has 
“done nothing to prevent a problem” or why FSIS employees repeatedly document the same find-
ings. 
 
Too often an establishment rushes to the conclusion that a finding is “an isolated event.”  For every 
establishment finding, as well as FSIS noncompliance or observation, a root cause analysis should be 
conducted to ensure the appropriate corrective action is taken and the cause is eliminated (as best 
as practical).  Otherwise, chances are there will be a repeat occurrence of the situation.  Even if the 
exact cause is not identified, it is important that the entire analysis be documented and maintained.  
It does not matter if the issue involves sanitation, a zero tolerance defect, E. coli O157:H7 positive, 
High Event Period (HEP), Listeria positives in a ready-to-eat plant… a root cause analysis and docu-
mentation of the analysis is important.   
 
Failing to complete a root cause analysis is similar to gardening when we pluck the weeds out of the 
soil but leave the roots — the weeds will be right back….  
 

What does this really mean in our facilities? 
 
An easy example provides the thought process to be followed: 
 
An establishment finds employees are not washing their hands when they re-enter the processing 
floor as described in the establishment’s sanitation operating procedures (SOPs).  The establish-
ment is tempted to document this as an “isolated event.”  Next, the establishment may try and de-
termine “who” failed to comply – rather than ‘why” there was a failure.  Finally the establishment 
picks the “default” option of documenting this as a “training issue” and “reminding the employees to 
wash their hands.”   
 
But, if the establishment decides to ask why the situation occurred, it can better identify the cause 
and better understand how to prevent it from happening again.    
 
What are the potential causes?  To understand this, the establishment needs to conduct an 
“investigation.” The investigation will include unbiased observations, interviews of personnel in the 
area, records review around the time of the event, etc. Questions the establishment will ask in-
clude:  
 
Training 
 Were the employees that failed to wash their hands newer employees? Were they temporary 

employees?  
 Were they trained? 
 Was the training adequate? 
 Was the training presented in a language the employees understood? 

 
Supervision 
 Were the employees that failed to wash their hands long-term employees? 
 Was it a “lead” employee that was first observed not washing his/her hands that may have con-

tributed to others considering the behavior “acceptable?” 
 
 

- continued on page 5 
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Root Cause Analysis and Preventing Reoccurrence (cont.) 

Time factor 
 
 Were the employees late going back to the processing floor? 

 If yes, why were they late going back to the processing floor? 
 Was there a meeting or other establishment process detaining the employ-

ees? 
 Were there too many employees for the number of hand washing stations 

available? 
 Was there any indication that the employees received a new message on “getting work done” 

more quickly that would cause them to “rush?”  
 
Equipment Issues 
 

 Was the water functioning? 
 Was there warm water available? 
 Was there soap available? 

 Was the soap different then soap that has previously been available? 
 Any indication that employees are sensitive to the soap? 

 Were there paper towels? 
 Was equipment or product blocking the sink at the time the employees entered the floor? 
 What else has changed or is different in this area? 

 
Once the establishment has some information on the “why,” this may generate several other questions.  
 
In this example, the establishment learns through the investigation that the water was not functioning at 
that time.  This generates a series of “why” questions on why the water wasn’t functioning.   
 
To put proper corrective and preventive measures in place, the establishment will need to understand the 
total picture and eliminate the true cause to the problem.   
 
In continuing the “investigation” the establishment learns that maintenance needed to turn the sink off for a 
short period of time to update the faucet.  Knowing that, the establishment instructed maintenance to do 
this work after hours.  In addition, the establishment updated the SOP on what employees should do if no 
water is available when returning to the processing floor, and then trained employees on the new SOP.  All 
of this is documented in the corrective actions on the establishment’s records.  
 
If the establishment had just considered this an isolated event, or defaulted to “it’s a training issue,” it  may 
not have identified that maintenance was updating faucets throughout the plant without a plan of action as 
to when maintenance could and could not turn off specific sinks, even for a short period of time.   
 
By getting to the roots - rather than just plucking the weeds, the establishment was able to implement ac-
tions to prevent future failures.  If there are future failures, it will be important for the establishment to 
document the trend and analyze why it may be occurring.  The failure may be because: previous preventive 
actions were not effective; the root cause was misidentified in the first analysis, or a new cause has ap-
peared which would not be addressed by the previous actions. 
 
This example helps to demonstrate that it is much easier to implement effective solutions when the cause 
is known.  Understanding how to do a detailed root cause analysis, and then doing one when there is a 
problem, is the way to avoid repetitive failures and the regulatory consequences those failures can bring.   
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Safety of Animal Feed On-Farm 

The FDA has issued a draft guidance entitled “Ensuring Safety of Animal Feed Maintained and Fed On-Farm.”  Com-
ments on the draft are due by June 3, 2015.   
 
This guidance is intended to help animal producers – those who feed animals – in developing and implementing on-
farm practices to ensure the animal feed is maintained and fed in a safe manner.  It provides good information for 
not only those feeding animals commercially, but for those who have one or two animals in the back yard they are 
raising for personnel use.   
 
In general, the guidance encourages that people feeding animals consider and apply the following principals: 

A. Know what feed contaminants may be present in your animals’ feed and the measures known to pre-
vent such contaminants from becoming unacceptable feed risks; 

B. Obtain feed from safe and reliable sources; 
C. Recognize unexpected changes in the feed at your farm (e.g., changes in color, smell, texture, or ap-

pearance); 
D. Know where in your production system unacceptable feed risks may occur; 
E. Monitor animal feed products for contaminants during receiving, holding, and handling; and 
F. Be aware that other actions, such as limiting access to the premises to authorized personnel, following 

feed labeling directions, proper personnel training, and sampling and testing of feed, can help ensure 
feed safety. 

 
The definition of “feed contaminants” are “any biological, chemical, physical, or radiological agent that if present in 
feed has the potential to cause illness or injury to animals or humans.”  Appendix A to the draft guidance lists ex-
amples to be considered.  When a contaminant rises to the level that is “reasonably likely to cause illness or injury 
in animals or humans,” this is considered an “unacceptable feed risk.”  Appendix A also lists examples of these.   
 
The guidance provides a number of sources for review that identify feed contaminants that can be associated with 
particular types of farms and feed activities.  These include:  

A. FDA’s Center for Veterinary Medicine (CVM) Animal Feed Safety System articles on feed contami-
nants including “Draft List of Potentially Hazardous Contaminants in Animal Feed and Feed Ingredi-
ents” (http://www.fda.gov/downloads/animalveterinary/safetyhealth/animalfeedsafetysystemafss/
ucm053715.pdf), and FDA’s Food Protection Plan articles on food safety;  and 

B. Land-grant university websites and publications. 
 
The guidance also has recommendations for safe feeding practices that farms should consider adopting that in-
clude: 

A. Know the requirements for animal feed in your state; 
B. Do not provide your animals feed products that contain feed contaminants (e.g., industrial chemicals, 

heavy metals, pesticides, pathogens, mycotoxins, foreign matter) at levels that would be an unaccepta-
ble feed risk; 

C. Obtain feed from safe and reliable sources; 
D. Store, transport, and offer the feed to animals in a manner that will prevent or significantly minimize 

feed contaminants such as infestation with pests, contact with pets (e.g., dogs and cats), and introduc-
tion of agents (e.g., pathogens, mold, pesticides) or conditions (e.g., elevated moisture levels) that can 
cause unacceptable feed risks; and 

E. Take steps to prevent or significantly minimize the occurrence of feed contaminants in feed (e.g., pest 
control measures, regular and adequate cleaning of animal feeding areas and equipment, good storage 
practices);  

-continued on page 7 
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If you pasture your animals, feed safety practices to consider include: 
 

A. Use safe pasture/fodder management practices, such as rotational grazing, 
and adequate time between dispersion of animal waste in pastures and 
grazing or forage harvesting; 

B. Locate pastures in environments not prone to exposure to feed contami-
nants from outside sources, such as industrial facilities, runoff, ground wa-
ter, floodwater, or airborne feed contaminants; 

C. Ensure materials purchased or grown to provide bedding for animals have 
been produced using GAPs; and  

D. Ensure bedding materials for animals are free from contaminants that may 
cause unacceptable feed risks if consumed, absorbed through the skin, or 
inhaled. 

 
Many considerations are also provided that relate to how you store feed and the need 
to ensure use of oldest first, and that the correct feed is used for each animal.  The 
guidance also has recommendations for farms with intensive animal feeding operations.  
Other information includes safe use of pesticides, fertilizers, and other agricultural 
chemicals, personnel training and sampling and analyzing feed. 
 
Finally, FDA provides information on steps to take if you have a concern about feed 
safety.  These include:  
 

A. Take immediate measures to ensure the product is not fed to animals; 
B. Review the FDA website about reporting problems to the agency (http://

www.fda .gov/AnimalVeter inary/SafetyHealth/ReportaProblem/
ucm388610.htm); 

C. Promptly consult a veterinarian if feed may cause or has caused a negative 
effect on animal health; and 

D. If you suspect there could be a negative effect on human health from inges-
tion of food products derived from animals that ate contaminated feed, 
promptly contact local and state health departments. 

 
The guidance provides thoughtful advice on what should be considered when feeding 
animals on small or large farms, and should be reviewed by anyone with a few animals 
to many animals. 

Jolyda O. Swaim 
Principal 

Image courtesy of the Food and Drug Administration. 
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Dennis R. Johnson — a Principal with the firm who specializes in food safety law and regulation, representing large and 

small meat and poultry companies and trade associations before the United States Department of Agriculture's Food Safe-

ty and Inspection Service. Mr. Johnson is a certified HACCP instructor and is the author of HACCP and U.S. Food Safety 

Law. Mr. Johnson has been a frequent speaker on numerous topics, including food safety and regulatory compliance under 

the Federal Meat Inspection Act and the Poultry Products Inspection Act. Mr. Johnson received his law degree from Co-

lumbus School of Law and his Masters of Law degree from the National Law Center, where he was a Food and Drug Law 

Institute Fellow. 

 

Brett T. Schwemer — Brett is a principal who concentrates his practice in food and labeling law, representing meat and 

poultry companies and trade associations before USDA's Food Safety and Inspection Service (FSIS), and in the case of dual 

jurisdiction establishments and other food companies, before the Food and Drug Administration (FDA).  Brett counsels 

clients on a variety of food law issues, such as FSIS and FDA inspectional and enforcement authorities, labeling require-

ments, export and import requirements, recalls, and HACCP, hazard analyses and preventive control requirements under 

the laws administered by FSIS and FDA.  He has spoken and written extensively on these subjects and is a certified 

HACCP trainer.  In addition to food safety and labeling law, Brett specializes in regulatory, compliance, and enforcement 

matters before other USDA agencies, such as the Grain Inspection, Packers and Stockyards Administration (GIPSA). 

 

Jolyda (Jody) O. Swaim — a Principal with the firm who focuses on United States Department of Agriculture’s Food 

Safety and Inspection Service  and Food and Drug Administration regulatory matters, as related to meat and poultry  

production and high risk FDA regulated foods. She assists clients with issues regarding meat and poultry product labeling, 

HACCP and SSOP, as well as quality assurance and sanitation. Ms. Swaim also has experience in the areas of import and 

export of meat and poultry products. Prior to becoming an attorney, Jody had extensive experience in the meat, poultry, 

and food industry—specifically working for Sara Lee Corporation, ConAgra Foods, Inc., and The Campbell Soup  

Company. Her work has included high-risk bakeries, various prepared or frozen food operations, as well as vegetable 

manufacturing companies. She has experience in all matters relating to food production, gained from direct control of  

departments such as food safety, sanitation, quality assurance, consumer affairs, and operations. Jody received her B.S. in 

Biology from Mercyhurst University in Erie, Pennsylvania and her J.D. cum laude from Thomas M. Cooley Law School in 

Lansing, Michigan. 

 

Barbara (Barb) J. Masters — a Senior Policy Advisor with the firm who provides guidance on all areas of food safety, 

regulatory process and animal welfare. She has expertise in meat and poultry slaughter and processing. Prior to joining 

OFW Law, Dr. Masters served as Acting Administrator, and then Administrator, for the United States  

Department of Agriculture’s (USDA) Food Safety and Inspection Service (FSIS) from March 2004 through January 2007. 

During her tenure as FSIS Administrator, she worked to establish a solid infrastructure of science-based policies and data 

analysis. Dr. Masters graduated from Mississippi State University with a Doctor of Veterinary Medicine degree. Additional-

ly, she participated in the Food Animal Internship at Kansas State University. She  

continued to further her education by taking advanced coursework in biotechnology at Texas A&M University.  
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The nation’s premier FDA, USDA, and health care law firm, serving 
clients before federal agencies, courts, and Congress 

The U.S. Food and Drug Administration (FDA) regulates 25% of the gross  
domestic product (GDP) of the United States.  The United States Department 
of Agriculture (USDA) governs a substantial percentage as well. Whether  
companies under FDA or USDA jurisdiction are bringing a new product to 
market, responding to an agency enforcement action, or attempting to  
challenge a new regulatory initiative, businesses regulated by FDA or USDA 
must know how to navigate the regulatory process.  They must also clearly 
understand the legislative process and how new legislation can impact their 
businesses.  Our attorneys are well situated to anticipate legislative initiatives 
before Congress, to communicate with our clients about proposed changes, 
and to lobby Congress on their behalf.  The Washington, DC, law firm of   
Olsson Frank Weeda Terman Matz PC is the nation's premier FDA, USDA, 
and health care law firm, serving clients before federal agencies, courts, and  
Congress. 

Founded in 1979 as Olsson and Frank, P.C., and known for many years as  
Olsson Frank & Weeda, P.C., our lawyers have built a solid reputation for 
depth and expertise.  Providing legal and government affairs representation to 
companies and trade associations in the food, drug, medical device, and agricul-
tural industries, we work to remove obstacles that our clients face. 

With over 30 years of combined legal and public service experience, as well as 
backgrounds in government, medicine, and industry, we have an established 
reputation for finding solutions to client problems.  At Olsson Frank Weeda 
Terman Matz PC, we bring a wealth of knowledge and experience to every 
client we represent. 
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