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Antibiotic Statements in Food Labeling

Source: Accessed 25 April 2017 https://www.washingtonpost.com/news/speaking-

of-science/wp/2015/10/28/what-does-raised-without-antibiotics-mean-and-why-is-it-

important/?utm_term=.98f6ff9e4ed7

https://www.washingtonpost.com/news/speaking-of-science/wp/2015/10/28/what-does-raised-without-antibiotics-mean-and-why-is-it-important/?utm_term=.98f6ff9e4ed7
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Important to know about antibiotics 

▪ USDA prohibits illegal residues of antibiotics in food.

▪ FDA evaluates food safety prior to approval of food animal 

medicines.

▪ USDA regulates the meat and poultry labels under the 

meat acts.  Labels must be approved prior to interstate 

commerce.

Source: http://www.fda.gov , http://fsis.usda.gov, accessed on 26 April 2017. 

http://www.fda.gov/
http://fsis.usda.gov/
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Responsible Use of Antibiotics 
FDA issued guidance(s) to modify the use of medically important 

antibiotics in food-producing animals

Guidance for Industry (GFI) #209 – The 

“What”
Guidance for Industry (GFI) #213 – The 

“How”

Guidance for Industry (GFI) #120 – The 

“VFD”

Source: http://www.fda.gov, accessed on 26 April 2017. 

http://www.fda.gov/
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The 3-Step Risk Assessment Process

✓An antibiotic must select for foodborne bacteria that acquire antibiotic-resistance in
food animals during treatment

✓Release

✓A person must ingest meat from a treated animal that is contaminated with those
same antibiotic-resistant foodborne bacteria

✓Exposure

✓The person that ingests these bacteria must become sick with a bacterial infection
that cannot be appropriately treated with antibiotics as a result of those animal-derived
antibiotic-resistant bacteria

✓Consequence
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No Risk vs. Low Risk:  Macrolides

✓ An antibiotic must select for foodborne bacteria that acquire antibiotic-
resistance…

✓ A person must ingest meat from a treated animal that is contaminated…
✓ The person that ingests these bacteria must become sick with a bacterial 

infection…

The use of macrolides in food animals could potentially

compromise human health risk; all of the risk criteria are met
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Ionophore Risk

An antibiotic must select for foodborne bacteria that acquire antibiotic-
resistance…

A person must ingest meat from a treated animal that is contaminated…

The person that ingests these bacteria must become sick with a bacterial 
infection…

The use of ionophores in food animals does not create a risk 

to human health because none of the risk criteria are met. 



GCAAFFNON00206

Source: http://www.beefmagazine.com/antibiotics/6-antibiotic-myths-explained

“One key exception is the ionophore group. Not only are they 

unrelated to anything used in human medicine, but they have a 

unique mechanism of action which has not been demonstrated 

to select for any type of human resistance, even through co-

selection.” 

– Dr. Mike Apley, Kansas State University

http://www.beefmagazine.com/antibiotics/6-antibiotic-myths-explained
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Raised Without Antibiotics

Raised Without Antibiotics Raised Without Antibiotics 

Important to Human Medicine

Prohibits all antibiotics.
Prohibits all antibiotics 

important to human medicine.  

This allows products such as 

ionophores to be used.

What does this mean?

Source: http://fsis.usda.gov, accessed on 26 April 2017.  USDA allows similar 

terms to raised without antibiotics.  These are the larger categories of the label.

http://fsis.usda.gov/
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Raised Without Antibiotics

Raised Without Antibiotics Raised Without Antibiotics 

Important to Human Medicine

Generally, these farms will treat the animals that experience illness 

with medically important antibiotics. 

What it does not mean? 

These farms never use antibiotics.

Source: http://fsis.usda.gov, accessed on 26 April 2017.  USDA allows similar 

terms to raised without antibiotics.  These are the larger categories of the label.

http://fsis.usda.gov/
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Removing Medicine Doesn’t Eliminate Disease

Source: Gaucher M-l, et al.  “Impact of a drug-free program on broiler chicken growth performances, gut health, Clostridium 

perfringens and Campylobacter jejuni occurrences at the farm level.” Poult Sci. 2015 August;94(8):1791-1801.

Clinical necrotic 

enteritis outbreaks 

(% flocks)

Subclinical 

enteritis cases 

(% flocks)

Drug-free 27.45 49.02
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RWA Exceeding Demand, Increased Mortality

Source: AgriStats, data accessed on 25 April 2017.  
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Sales of Medically Important Antibiotics is Trending Up

Source: http://www.pewtrusts.org/en/research-and-analysis/issue-

briefs/2017/03/trends-in-us-antibiotic-use , accessed on 25 April 2017.  

http://www.pewtrusts.org/en/research-and-analysis/issue-briefs/2017/03/trends-in-us-antibiotic-use
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Source: US District Courts, Eastern District of Maryland, http://www.mdd.uscourts.gov/ , USDA Food Safety Inspection Service petition page,  

http://fsis.usda.gov Food and Drug Law Institute, members section http://www.fdli.org , accessed on 25 April 2017.  

http://www.mdd.uscourts.gov/
http://fsis.usda.gov/
http://www.fdli.org/
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Consumers Want Meaningful Information

Widespread antibiotic use in food 

animals...creating new superbugs that cause 

illnesses that antibiotics cannot cure. 

72%

67%

7 of 10
Consumers who purchase RWA do so 

because they are concerned about 

resistant infections and antibiotic 

effectiveness in people.
Of the U.S. consumer who purchase RWA 

67% do so because they don’t want to 

contribute to antibiotic resistance in people. 

Source: Why Consumers Purchase Meats and Poultry Raised Without Antibiotics, ORC International, 

January 2017. Consumer Reports, “Meat on Drugs,” Available at http://www.meatwithoutdrugs.org

http://www.meatwithoutdrugs.org/
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A closer look at why consumers purchase RWA

Nearly all (86%) purchase beef, pork or poultry labeled as 

“produced without antibiotics” because it is “healthier for their 

family and them.”

54% do so because they believe purchasing products 

labeled “produced without antibiotics” reduces the use of 

medically important antibiotics in animal production. 

67% do so because they “don’t want to contribute to human 

antibiotic resistance.” 
67%

54%

86%

Responses from the 29% who say they regularly purchase RWA.

Source: Why Consumers Purchase Meats and Poultry Raised 

Without Antibiotics, ORC International, January 2017.
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Conclusion

Labeling and advertising statutes require statements to be truthful 

and not misleading. Both conditions are important.

7 of 10 Consumers who purchase RWA do so because they are 

concerned about resistant infections and antibiotic effectiveness 

in people.1

We need a refined approach that builds on acceptance of label 

and desired public health outcomes for responsible use of 

medically important antibiotics.

Source: 1  Why Consumers Purchase Meats and Poultry Raised Without Antibiotics, ORC 

International, January 2017., Consumers Union Report ibid.
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Thank you!
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Source: Data from Rennier Associates, Inc.  Published 7 April 2017 at http://www.thepoultrysite.com/poultrynews/38439/while-

new-data-show-growth-for-nae-production-responsible-antibiotic-usage-still-holding-its-own/
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Does not allow producers to use ionophores

No ionophores = no prevention for necrotic enteritis→ more sick animals 

More sick animals treatable only with medically important antibiotics

More medically important on-farm increases resistance risk for people. 

1

2

3

4

5 Antibiotics needed by people become less effective.

Impact of current “Raised Without Antibiotics” Labeling Policy
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Source: Salois, M., and Heskett, E. Raised without antibiotics can lead to more use of medically important 

antibiotics. December 2016.
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RWA Label Driving Increased Use of Medically Important Antibiotics
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• The FTC’s complaint alleged that Mars’ 
representations that 
– With Eukanuba brand dog food, dogs live 30 percent 

or more longer than their typical lifespan; and 

– Eukanuba brand dog foods enable dogs to live 
exceptionally long lives, 

Were false, misleading, or unsubstantiated.

23



• The FTC’s complaint  also alleged that Mars 
falsely represented that: 

– Scientific tests prove that, with Eukanuba, dogs live 
30 percent or more longer than their typical lifespan; 
and

– Scientific tests prove that Eukanuba brand dog foods 
enable dogs to live exceptionally long lives. 

24



• According to the complaint:
– “Among other things, the evidence relied on by 

[Mars] for its representations concerning the 
Eukanuba brand dog food consisted primarily of 
results from a single study, the results of which 
showed no significant difference in the median age 
at death of the dogs in the study relative to the 
typical age at death of the dogs of the same breed.” 

25



• The order requires Mars to possess competent 
and reliable scientific evidence to substantiate 
claims about the health benefits of its pet foods.   

26



• Establishment claims

• Reasonable basis claims

27



Where an advertisement represents, either 
expressly or by implication, that the claim is 
supported by a certain amount or level of 
substantiation, the advertiser must possess, 
prior to dissemination of the advertisement, at 
least that level of support for the claim.



– “Tests Prove . . .”

– “Doctors Recommend . . .”

– “Studies Show . . .”

– “Clinically Proven to . . .”

Evidence acceptable to the relevant scientific 
community to demonstrate that claims are true.



• Relevant factors include:
– the type of claim (health or safety claim?)

– the product (experience or credence claim?)

– the consequences of a false claim

– the benefits of a truthful claim

– the cost of developing substantiation for the claim

– the amount of substantiation experts in the field believe is 
reasonable



• Competent means that the evidence is relevant 
to the claim.  It doesn’t matter how good the 
evidence is if it doesn’t match the claim.

• Reliable goes to the design and methodology of 
the study and asks can the results of the 
research be reasonably extrapolated to support 
the advertised claim?
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