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May25, 2011
�

FSIS Docket Clerk 
Department ofAgriculture 
FoodSafetyandInspectionService 
Room 2534 SouthBuilding 
1400IndependenceAvenue, S.W . 
W ashington, DC 20250-3700 

I. REQUESTED ACTIONS 

A. IssuanceofanInterpretiveRule 

Pursuant to5 U.S.C. § 553(e), 9 C.F.R. § 392, and7 C.F.R. § 1.28, wesubmit this petition 

requestingtheadministratoroftheFoodSafetyandInspectionService(FSIS) toissuean 

interpretiveruledeclaringcertaindelineatedstrains1 ofantibiotic-resistant Salmonella (hereinafter 

“ABR” and“ABR-Salmonella”), whenfoundingroundmeat andgroundpoultry, tobeadulterants 

withinthemeaningoftheFederalMeat InspectionAct (FMIA) andthePoultryProducts 

InspectionAct (PPIA).2 BoththeFMIA andthePPIA definitions, foundat 21 U.S.C. § 

601(m)(1) (hereinafter“§ 601(m)(1)”) and21 U.S.C. §453(g)(1) (hereinafter“§ 453(g)(1)”) statein 

pertinent part that acarcass, part thereof, meat, ormeat foodproduct, orpoultryproduct is 

adulterated"ifit bears orcontains anypoisonous ordeleterious substancewhichmayrenderit 

injurious tohealth." A secondbasis forfindingABR-Salmonella anadulterant is foundat 21 U.S.C. 

§ 601(m)(2)(A) and21 U.S.C. § 453(g)(2)(A) whichstatethat meat orpoultryareadulterated“ifit 

bears orcontains (byreasonofadministrationofanysubstancetotheliveanimalorotherwise) 

anyaddedpoisonous oraddeddeleterious substance(otherthanonewhichis (i) apesticide 

1 Antiobiticresistant strains ofSalmonella Hadar, Salmonella Heidelberg, Salmonella Newport, andSalmonella 
Typhimurium arethesubject ofthis petition. 
2 

As statedintheFMIA, “ It is essentialinthepublicinterest that thehealthandwelfareofconsumers beprotected 
byassuringthat meat andmeat foodproducts distributedtothem arewholesome, not adulterated, andproperly 
marked, labeled, andpackaged.” 21 U.S.C. § 602 (2004). 

2
 



  

                  

              

               

                

            

           

                   

                  

              

                 

               

                

               

        

             

                

             

             

                

                                                 
                 

                    
             

                  
                 

    
 

chemicalinoronaraw agriculturalcommodity; (ii) afoodadditive; or(iii) acoloradditive) which
�

may, inthejudgment oftheSecretary, makesucharticleunfit forhumanfood.” 

In1994, FSIS interpreted§ 601(m)(1) todeclareE. coli0157:H7 as anadulterant, indicating 

byits actionthat theagencyhas widelatitudetodeclaredangerous pathogens tobeadulterants 

throughinterpretiverules. The1994 interpretiverule—andits subsequent applicationand 

enforcement—appliedtheUSDA’s strictest performancestandardtoprotect consumers from the 

dangerofE. coli0157:H7. It is worthnotingthat althoughtheagencymight wellhavemadethe 

movetodeclareE. coli0157:H7 anadulterant throughrulemaking, it didnot doso. Instead, an 

agencyofficialsimplyannouncedthedecisioninaspeech, andfollowedtheannouncement by 

publishingafinaldraft FSIS NoticeintheFederalRegister, describingindetailthenew testingand 

samplingprogram. 3 Theagencyhas demonstratedits abilitytoworkwithinits interpretivepowers 

toprotect thepublicfrom E. coli0157:H7, andCSPI, afterfullyreviewingthelegalprecedents, 

concludes that theagencycanusethesameapproachtoaddress ABR-Salmonella strains that pose 

similarpublichealthrisks. 

Scientificandmedicalresearchdemonstrates that contaminationofmeat andpoultryby 

ABR strains ofSalmonella poses gravepublichealthdangers that arecomparabletothoseposedby 

E.coli0157:H7 in1994. Specifically, ABR Salmonella Hadar, ABR Salmonella Heidelberg, ABR 

Salmonella Newport, andABR Salmonella Typhimurium ingroundmeat andpoultryproducts have 

resultedinrecalls, outbreaks, anddeaths. 4 Additionally, thesestrains havebeenfoundinmeat in 

3 
FSIS NOTICE, MicrobiologicalTestingProgram forEscherichiacoli inRaw GroundBeef(FinalDraft, Oct. 11, 

1994) (statingthat "[t]ostimulateareductioninthepresenceof[E. coli]0157:H7 inraw groundbeef, FSIS will 
commenceonOctober17, 1994, amicrobiologicaltestingprogram forE. coli0157:H7.") 
4 DeW aal, C.S., Roberts, C.R., & Catella, C.M. (2011, January25). Antibiotic Resistance in Foodborne Pathogens:Evidence of 
the Needfora RiskManagementStrategy. Retrievedfrom CenterforScienceinthePublicInterest website: 
http://cspinet.org/new/pdf/abrfoodbornepathogenswhitepaper.pdf; FSIS Recalls website: http://origin-
www.fsis.usda.gov/Fsis_Recalls/Open_Federal_Cases/index.asp. 

3
 

www.fsis.usda.gov/Fsis_Recals/Open_Federal_Cases/index.asp
http://origin
http://cspinet.org/new/pdf/abrfoodbornepathogenswhitepaper.pdf


  

               

              

                  

             

                

              

           

                

              

                

                 

              

             

                 

                 

                                                 
                

  

                 
                   

       
       

 

                     
                   

                    
   

                     
                 

                     
               

                    
                   

                  

retailsettings. 5 Theirresistancetoantibiotics renders them capableofcausinggreaterharm than 

non-resistant strains ofSalmonella, andthus imposes animmediateandcompellingburdenonthe 

agencytouseits interpretiveauthoritytodeclarethem tobeadulterants undertheAct. W hilethe 

numberofdocumentedoutbreaks causedbyABR-Salmonella contaminationofmeat andpoultryis 

small, theactualnumberis likelytobefargreater. Moreover, USDA shouldadopt preventive 

measures tospareconsumers ofgroundmeat andpoultrytheincreasedphysicalharm (including 

potentialdeath) andexpenseduetoABR foodborneillnesses. 

Onceadulterant status is declared, it is incumbent upontheagencytotakesteps toensure 

adequatesamplingandtestingtodetect thepresenceofthepathogens andremovecontaminated 

meat from thefoodsupply. 6 CSPI expects that afterthedeclarationofadulterant status, the 

agencywouldpublishdetails ofatestingprogram similartothe1994 Notice. FSIS is already 

collectingSalmonella samples as part ofits PathogenReductionProgram, sodevelopingasampling 

program forspecificABR-Salmonella strains shouldnot beundulyburdensomefortheagency. 

AlthoughCSPI has identifiedfourspecificstrains as thesubject ofthis petition, wenotethat other 

ABR pathogens arepresent inthefoodsupply. 7 Theagencyhas theauthorityunderFMIA and 

5 National Antimicrobial Resistance MonitoringSystem. (2011, April). RetrievedApril2011, from U.S. FoodandDrug 
Administrationwebsite: 
http://www.fda.gov/AnimalVeterinary/SafetyHealth/AntimicrobialResistance/NationalAntimicrobialResistanceMon 
itoringSystem/default.htm; DeW aal, C. S., Roberts, C. R., & Catella, C. M. (2011, January25). Antibiotic Resistance in 
Foodborne Pathogens:Evidence ofthe Needfora RiskManagementStrategy. Retrievedfrom CenterforScienceinthePublic 
Interest website: http://cspinet.org/new/pdf/abrfoodbornepathogenswhitepaper.pdf; DirtyBirds(2007, January). 
RetrievedApril2011, from ConsumerReports website: http://www.consumerreports.org/cro/food/chicken-safety-
1-07/overview/0107_chick_ov.htm. 
6 

Declarationofadulterant status is aninterpretiverule, as willbediscussedindetaillaterinthis petition. Notably, 
initiatingacorrespondingtestingandsamplingprogram has alsobeenheldtobewithintheagency’s discretionas a 
“proceduralrule” andthus alsodoes not requireformalrulemaking. TexasFoodIndustryAss’n v. Espy, 870F.supp. 143, 
147,(W .D. Tex. 1994). 
7 

Forexample, astudypublishedintheApril2011 journalClinical InfectiousDisease foundthat nearlyhalfofallmeat 
andpoultrysamples werecontaminatedwithStaphylococcusaureusbacteria. Morethanhalfofthebacteriawereresistant 
toat least threeclasses ofantibiotics. S. aureusis amongthemost prevalent causes ofclinicalinfections globallyand 
has gainedpublicattentionduetotheincreasingmortalityassociatedwithmultidrug-resistant strains. Thestudy 
examined136 samples ofmeat andpoultryfrom 80brands in26 retailgrocerystores infiveU.S. cities. Ninety-six 
percent oftheS. aureusisolates foundinthesamples wereresistant toat least oneantimicrobialandmultidrug 
resistancewas foundin52 percent oftheisolates. W aters, A.E., Contente-Cuomo, T., Buchhagen, J., Liu, C.M., 

4
 

http://www.consumereports.org/cro/food/chicken-safety
http://cspinet.org/new/pdf/abrfoodbornepathogenswhitepaper.pdf
http://www.fda.gov/AnimalVeterinary/SafetyHealth/AntimicrobialResistance/NationalAntimicrobialResistanceMon


  

               

           

      

             

               

       

               
            
               

 
 

            

               

               

              

             

               

 

    

                 

          

         

             

                 

            

                                                                                                                                                          
                  

    
     

legalprecedent toact morebroadlytoregulatethosepathogens inits products, andshould
�

consideranyevidenceonthepublichealthimpact ofthesestrains. 

B. A GrantofExpeditedReview 

Becausethis petitionrequests actionintendedtoenhancethepublichealthbyreducing 

foodsafetyhazards, thepetitioners askforexpeditedreview. As statedintherecentlyamended 

FSIS petitionprocedures, 9 CFR § 392.8(a): 

A petitionwillreceiveexpeditedreview byFSIS iftherequestedactionis intendedto 
enhancethepublichealthbyremovingorreducingfoodbornepathogens orother 
potentialfoodsafetyhazards that might bepresent inoronmeat, poultry, oregg 
products.8 

Theinterpretiverulerequestedinthis petitionwouldprompt bettermonitoringfor 

specificstrains ofABR-Salmonella, and, whentheywerefound, result inproduct beingwithheldor 

recalledfrom commerce, thus reducingtherisktoconsumers. Inaccordancewith9 CFR 

§ 392.8(b), therequestedactionis supportedbyscientificinformationthat demonstrates that such 

aninterpretiverulewouldreduceconsumerexposuretofoodbornepathogens capableofcausing 

severeillnesses. Forthosereasons, thepetitioners request that FSIS grant this petitionexpedited 

review. 

II. ABOUT THE PETITIONERS 

TheCenterforScienceinthePublicInterest (CSPI), foundedin1971 andlocatedin 

W ashington, D.C., is anonprofit, non-governmentalconsumeradvocacyorganizationfocused 

primarilyonnutrition, healthandfoodsafetyissues. 

CSPI has beenworkingonfoodsafetyreform andenhancedpublicprotectionfrom 

contaminatedfoodsincetheearly1990s, andhas filedanumberofpetitions toimproveU.S. food 

safety, including: RegulatoryactionrequiringmicrobialtestingbyindustryforListeria monocytogenes 

W atson, L., Pearce, K., Price, L. B. (2011, April15). Multidrug-ResistantStaphylococcusaureusin US MeatandPoultry.
�
Clinical InfectiousDiseases, doi:10.1093/cid/cir181
�
8 9 CFR § 392.8(a).
�

5 



  

                

            

              

              

       

     

     

     

              

             

             

                  

             

               

              

               

               

           

         

             

             

                                                 
                

         
                    

 
                

         

inready-to-eat meat andpoultryproducts (2000); Banningtheuseofspinalcordfrom cattlefeed
�

(2001); PostingSalmonella testingresults (2001); andSettingaCampylobacterjejuniperformance 

standard(2002). TheFoodSafetyProgram maintains adatabaseofmorethan6,600U.S. 

foodborneoutbreaks withbothanidentifiedfoodsourceandetiology, andpublishes theannual 

OutbreakAlert!Reportanalyzingtheseoutbreaks. 

CSPI represents 750,000Americanconsumers. 

III. FACTUAL GROUNDS FOR PETITION 

A. Antibiotic-ResistantPathogens Generally 

Resistanceis aninevitableconsequenceofantibioticuse; themorethat antibiotics areused 

inanimalproduction, themorebacteriawilldevelopresistance. Scientists havedocumented 

sophisticatedbiochemicalmechanisms that allow bacteriatofendofforneutralizeantibiotics and 

haveshownthecorrelationwithuseofantibiotics inanimals. 9 As theuseofantibiotics inanimals 

fornon-therapeuticpurposes has increasedoverthedecades, resistant bacteriahaveemergedmore 

rapidly. 10 Resistanceposes amajorthreat tothecontinuedeffectiveness ofantibiotics usedto 

treat humanandveterinaryillnesses. Furtherexacerbatingtheproblem, fewernew antibiotics are 

beingdevelopedtoreplacethosethat arelosingtheireffectiveness. 11 Althoughtheuseof 

antimicrobials inanimals is not controlledbyFSIS, consumerexposuretotheincreasedriskof 

antibiotic-resistant pathogens inthemeat supplycanbemitigatedbyFSIS. 

Numerous studies havedocumenteddirect transferenceofantibiotic-resistant bacteria 

from animals tohumans, includingstudies showingthat afterantibiotics wereadministeredto 

animals totreat infections, theprevalenceofantibiotic-resistant E. coliandCampylobacterbacteria 

9 Silbergeld, E.K., Price, L., andGraham, J. (2008). Industrialfoodanimalproduction, antimicrobialresistance, and
�
humanhealth. AnnuRevPublic Health29, 151-69.
�
10 W hethertheincreaseis duetoincreaseduseofantibiotics ortoincreasedtestingandreportingcouldnot be
�
determined.
�
11 Silbergeld, E.K., Price, L., andGraham, J. (2008). Industrialfoodanimalproduction, antimicrobialresistance, and
�
humanhealth. AnnuRevPublic Health29, 151-69.
�

6
 



  

            

             

               

           

            

           

            

           

                

             

            

          

             

             

             

                 

              

                                                 
                   

              
                  
                    

                
    

  
                        

               
  

                 
               
                 

alsoincreasedinhumans. 12 Otherstudies haveconfirmedthat antibiotic-resistant Campylobacter, 

Salmonella Typhimurium DT 104, andSalmonella Newport havemovedfrom animals tohumans 

throughfoods ofanimalorigin. 13 Reflectingthefact that bacteriacandevelopresistanceto 

numerous antibiotics, onegroupofrelatedantibiotic-resistant Salmonella Newport strains is 

resistant tomost availableantimicrobialagents approvedforthetreatment ofsalmonellosis.14 

Thehumanhealthconsequences oftheseresistant organisms includemoreserious 

infections andincreasedfrequencyoftreatment failures. Patients mayexperienceprolonged 

durationofillness, lengthierhospitalizations, increasedfrequencyofbloodstream infections, and 

increasedmortality. 15 Healthcarecosts increasewithlongerhospitalstays andtheneedformore 

expensiveantibiotics tofight resistant pathogens. Theantibiotics usedtotreat resistant pathogens 

canbemoretoxic, withmoreserious sideeffects, tothepatients. 

A. FSIS’s CurrentTreatmentofProducts ContaminatedwithABR-Salmonella 

In2009, themeat industryannouncedthreesignificant recalls ofmeat andpoultry 

products contaminatedwithABR-Salmonella. In2009, BeefPackers, Inc., ownedbyCargill, 

recalledover825,000pounds ofgroundbeefproducts duetocontaminationwithABR-Salmonella 

Newport, whichresultedin40illnesses infourstates. Laterthat sameyear, BeefPackers again 

recalledover22,000pounds ofgroundbeefcontaminatedwiththesamestrainofABR-Salmonella 

12 
Smith, K.E., Besser, J.M., Hedberg, C.W ., Leano, F.T., BenderJ.B., W icklund, J.H., Johnson, B.P., Moore, K.A., andOsterholm, 

M.T. (1999, September). Quinolone-resistant Campylobacterjejuni infections inMinnesota, 1992-1998. NewEnglandJournal of 
Medicine, 340.; Ribot, E.M., W ierzba, R.K., Angulo, F.J., andBarrett, T.J. (2002). Salmonella enterica serotypeTyphimurium DT104 
Isolatedfrom Humans, UnitedStates, 1985, 1990, and1995. EmergingInfectiousDiseases, 8(4), 387-391; Gahart, M. T., & Lansburgh, 
J. E. (2004, January). ANTIBIOTIC RESISTANCE:Federal AgenciesNeedto BetterFocus. Retrievedfrom U.S. Government 
AccountabilityOfficewebsite: http://www.gao.gov/new.items/d04490.pdf. 
13 

Id. 
14 

Gupta, A., Fontana, J., Crowe, C., Bolstorff, B., Stout, A., VanDuyne, S., Hoekstra, M.P., W hichard, J.M., Barrett, T.J., andAngulo, F.J. 

(2003). EmergenceofMultidrug-Resistant Salmonella enterica SerotypeNewport Infections. Journal ofInfectiousDiseases, 188, 
1707-1716. 
15 

AnguloF.J., Nargund, V.N., andChiller, T.C. (2004). EvidenceofanAssociationBetweenUseofAnti-microbial 
Agents inFoodAnimals andAnti-microbialResistanceAmongBacteriaIsolatedfrom Humans andtheHuman 
HealthConsequences ofSuchResistance. J. Vet. Med. BInfect. Dis. Vet. Public Health, 51, 374-379. 

7
 

http://www.gao.gov/new.items/d04490.pdf
http:ofsalmonelosis.14


  

                 

            

       

            

             

               

             

             

              

             

   

           

                

           

              

             

             

             

             

            

                                                 
                

         
      

                
    

               
           

   

Newport aftertwoconsumers becameill. 16 In2011, theagencyoversaw arecallofnearly55,000 

pounds offrozen, raw turkeyburgerproducts contaminatedwithABR-Salmonella Hadar, which 

sickenedat least 12 people. 17 

Thoserecalls indicatethat FSIS alreadyconsiders meat andpoultryproducts contaminated 

withABR-Salmonella tobeadulterants underFMIA oncetheycauseillness; unfortunately, the 

agencyis waitingforoutbreaks tooccurbeforeremovingtheproducts from commerce. Sufficient 

dataexist fortheagencytotakepreventivesteps—includinginitiatingtestingforABR-Salmonella 

strains—toprevent entryintocommerceofthoseespeciallydangerous bacteria. Aninterpretive 

ruledeclaringthespecificstrains ofABR-Salmonella as adulterants wouldthus formalizeapolicy 

that FSIS alreadyimplicitlyrecognizes, andcouldprotect consumers from exposuretothese 

pathogens. 

Similarrecalls linkedtootherstrains ofABR-Salmonella andotherantibiotic-resistant 

pathogens havealsooccurredinrecent years. USDA has boththeauthorityunderFMIA and 

PPIA, andlegalprecedent toenact stricterregulatoryprotocol—includingdeclaringthese 

additionalpathogens tobeadulterants—without waitingforoutbreaks tooccur. Suchanaction 

couldalsohelptomitigatetheriseofantibiotic-resistancegenerallybyencouraginglivestock 

handlers towardmorejudicious useofantibiotics inanimalhusbandrytoavoidproducing 

adulteratedproduct. Notably, decreasingtheuseofantibiotics generallyinanimalproduction 

couldhaveasignificant positiveimpact onthedevelopment ofantibiotic-resistant pathogens. 

This preventiveeffect distinguishes antibiotic-resistant pathogens from E. coliO157:H7 inone 

16 
California Firm RecallsGroundBeefProductsDue to Possible Salmonella Contamination. (2009, August). RetrievedApril 

2011, from USDA FoodSafetyandInspectionServicewebsite: 
http://www.fsis.usda.gov/News_&_Events/Recall_041_2009_Release/index.asp; California Firm RecallsGroundBeef 
ProductsDue to Possible Salmonella Contamination. (2009, December). RetrievedApril2011, from USDA FoodSafetyand 
InspectionServicewebsite: http://www.fsis.usda.gov/News_&_Events/Recall_065_2009_Release/index.asp. 
17 

Investigation Announcement:Multistate OutbreakofSalmonella HadarInfectionsAssociatedwithTurkeyBurgers. (2011, April). 
RetrievedMay2011, from Centers forDiseaseControlandPreventionwebsite: 
http://www.cdc.gov/salmonella/hadar0411/040411/index.html. 

8
 

http://www.cdc.gov/salmonela/hadar0411/040411/index.html
http://www.fsis.usda.gov/News_&_Events/Recal_065_2009_Release/index.asp
http://www.fsis.usda.gov/News_&_Events/Recal_041_2009_Release/index.asp


  

             

             

              

               

               

                

                 

               

               

       

            

              

                

             

    

               

            

             

               

                                                 
                  

                   
              

 

                  
                   
                 

                    
 

                   
               

profoundsense—theindustryhas aheightenedabilityandresponsibilitytocontroltheemergence
�

ofadditionalstrains becausetheyarenot, infact, naturallyoccurring. 

B. DataIndicateContinuingOutbreaks LinkedtoABR-Salmonella 

OutbreakdataanalyzedbyCSPI provides acompellingscientificbasis forthis petition. 

Notably, theavailabledataset is presumedtoseverelyunderstate18 theactualnumberofoutbreaks 

linkedtoABR (andnon-ABR) pathogens. Inareview of36 documentedoutbreaks linkedto 

antibiotic-resistant bacteriasincethe1970s, 42 percent (15 out of36) occurredinthelast decade. 

A totalof19,909 peopleweresickenedfrom these36 outbreaks, resultingin3,064 hospitalizations 

and26 deaths. 19 Ofthe36 outbreaks from antibiotic-resistant pathogens, 39 percent occurredin 

FSIS-regulatedmeat andpoultryproducts.20 

Anantibiotic-resistancepatternwas reportedfor25 ofthose36 outbreaks. 21 The 

responsiblebacteriadisplayedresistancetoatotalof14 different antibiotics andtheentire 

sulfonamideclass ofantibiotics. Ofthose14 antibiotics, sixareclassifiedbytheW orldHealth 

Organization(W HO) as “criticallyimportant” tohumanmedicineandsevenas “highlyimportant” 

22 tohumanmedicine. 

Ofthe36 documentedABR outbreaks, 29 werelinkedtostrains ofSalmonella. Themost 

frequentlyidentifiedbacterialpathogenwas Salmonella Typhimurium, whichwas implicatedin14 

outbreaks causing17,808 illnesses (39 percent ofall36 outbreaks), followedbySalmonella 

Newport, whichwas implicatedinnineoutbreaks with586 illnesses (25 percent ofthe36 

18 CDC estimates that foreverydocumentedcaseofSalmonella, anadditional29.3 Salmonella cases maybe 
undiagnosed. Scallan, E., Hoekstra, R.M., Angulo, F.J., Tauxe, R.V., W iddowson, M.A., & Roy, S.L. (2011, January). 
Foodborneillness acquiredintheUnitedStates—majorpathogens. EmergInfectDis., 17, Retrievedfrom 
http://www.cdc.gov/EID/content/17/1/7.htm. 
19 

This includes onelargeSalmonella Typhimurium outbreakcausedbymilkin1985 inwhich16,659 weresickened, 
2,777 werehospitalized, and18 died. Petitioners recognizethat regulationandoversight ofpathogens inmilkis not 
undertheauthorityofUSDA, but weincludethis datatoillustratethepotentialmagnitudeofharm. 
20 Theother61 percent areattributedtoarangeoffoods regulatedbyFDA, includingdairy, produce, seafood, and 
eggs. 
21 Anantibiotic-resistancepatternrefers tothespecificdrugorclass ofdrugs towhichthebacteriadisplays resistance. 
22 

Trimethoprim-sulfamethoxazoleandceftiofurarenot onW HO's list ofantimicrobials usedinhumanmedicine. 

9
 

http://www.cdc.gov/EID/content/17/1/7.htm
http:andpoultryproducts.20


  

                

              

                

  

              

                 

             

            

         

        
 

             

                

        

         

           

             

               

            

                 

                

                                                 
                     

                   
             

                

                 

 

outbreaks). SixotherSalmonella subspecies wereeachimplicatedinoneoutbreak(withatotalof
�

935 illnesses), includinganoutbreakattributedtoSalmonella Hadaringroundturkeyburgers in 

2011, andanoutbreakattributedtoSalmonella Heidelbergin1997, causingover700illnesses and2 

23deaths. 

CSPI identifiedatotalof14 outbreaks relatedtoFSIS-regulatedproducts: nineinbeef, 

twoinpork, andthreeinpoultry, includingoneingroundturkey. Allofthebeef-relatedoutbreaks 

wereassociatedwithgroundbeef, withSalmonella Newport implicatedinsevenoutbreaks and 

Salmonella Typhimurium implicatedintwo. Meat andpoultryoutbreaks overallwereassociated 

with1,388 illnesses, 93 hospitalizations and5 deaths. 

C. ABR-SalmonellaHaveBeenFoundinRetailSettings 

SurveillancedatatrackingtheprevalenceofABR pathogens infoodindicatetheurgency 

oftheproblem at hand, andlendsupport toCSPI’s positionthat thepresenceofABR-resistant 

pathogens infoodrequires decisiveinterventionfrom USDA. 

TheNationalAntimicrobialResistanceMonitoringSystem (NARMS) retailmeat 

surveillanceprogram monitors theprevalenceofantimicrobialresistanceinfoodbornebacteria, 

specifically, Salmonella, Campylobacter, Enterococcus, andEscherichia coli.24 Thefindings oftheNARMS 

retailmeat program serveas areferencepoint foridentifyingandanalyzingtrends inantimicrobial 

resistanceamongthoseorganisms. Salmonella HeidelbergandSalmonella Typhimurium havebeen 

amongthemost frequent serotypes foundinretailmeats, occurringinthelist ofthetenmost 

commonserotypes from 2002 to2008.25 Thosepathogens alsowereimplicatedinanumberof 

23 
Notably, thoughS. Heidelbergis onlycitedas thesourceofonemajoroutbreakintheperiodstudied, thestrain 

appears inthetop10serotypes identifiedbyNARMS retailmeat samplingdataforeveryyearsincetrackingbegan 
(2002-2008). Furtherdiscussiononthis appears inthefollowingsubsectionofthis petition. 
24 NARMS defines “meat” as chickenbreast, groundturkey, groundbeef, andporkchop. 
25 

NARMS MethodsandData. (2011, May). RetrievedApril2011, from U.S. FoodandDrugAdministrationwebsite: 
http://www.fda.gov/AnimalVeterinary/SafetyHealth/AntimicrobialResistance/NationalAntimicrobialResistanceMon 
itoringSystem/ucm059103.htm. 

10
 

http://www.fda.gov/AnimalVeterinary/SafetyHealth/AntimicrobialResistance/NationalAntimicrobialResistanceMon
http:to2008.25


  

          

                 

   

             

               

               

                  

               

   

        

                   

               

            

                 

              

              

                

              

                 

           

             

                                                 
                  

            
      

humanfoodborneillnesses, as discussedabove. Additionally, antibiotic-resistant Salmonella
�

Newport is includedinthis petitionbecauseit has beenimplicatedinat least sevenoutbreaks in 

groundbeefproducts. 

Inaseparate2001 studyofantibiotic-resistant pathogens foundingroundchicken, turkey, 

beef, andporkpurchasedfrom supermarkets intheW ashington, D.C., area, 20percent ofall 

samples containedSalmonella, withatotalof13 serotypes. 26 Eighty-fourpercent oftheisolates 

wereresistant toat least oneantibiotic, and53 percent wereresistant toat least threeantibiotics. 

Sixteenpercent oftheisolates wereresistant toceftriaxone, thedrugofchoicefortreating 

salmonellosis inchildren. 

III. LEGAL BASIS FOR DECLARING ABR-SALM ONELLA AN ADULTERANT 

ThepurposeoftheFMIA andPPIA is clear: “ It is essentialinthepublicinterest that the 

healthandwelfareofconsumers beprotectedbyassuringthat meat andmeat foodproducts 

distributedtothem arewholesome, not adulterated, andproperlymarked, labeled, and 

d.”27 package That objectiveis best met byarecognitionthat ABR-Salmonella is anadulterant. 

ABR-Salmonella qualifies as anadulterant undereitherpart oftherelevant FMIA and 

PPIA definitions, §§601(m)(1) and453(g)(1). Bothdefinitions requirethat asubstanceeitherbe 

addedor, ifnatural, rendertheresultingfoodarticleordinarilyinjurious tohealth. W hileFSIS 

does not classifySalmonella inraw meat as anadulterant, ABR-Salmonella has uniquecharacteristics 

that justifystrictertreatment. Thechiefcharacteristicis that it arises as aresult ofhuman 

intervention—namely, theadministrationofantibiotics inmeat andpoultryproduction. 

Additionally, thefact that treatment forABR-Salmonella infections is less effectiveand, therefore, 

26 
W hite, D.G., Zhao, S., Sudler, R., et al. (2001, October18). TheIsolationofAntibiotic-Resistant Salmonellafrom 

RetailGroundMeats. N Engl JMed., 345, 1147 – 1154. 
27 21 U.S.C. § 602 (2004). 

11
 



  

                  

               

               

          

         
    

 
               

                 

           

              
          

 
            

               
           

              
      

 

            

               

       

             

                  

               

                  

                    

                

                                                 
           
               

presents agreaterriskofinjurytohumanhealth, lends furthersupport tofindingit anadulterant. 

FSIS has authoritytoproceedviaaninterpretativeruleundertheFMIA andpast precedence. 

Inthealternative, FSIS mayuseits authorityunder§§ 601(m)(2)(A) and453(g)(2) to 

declarefoodcontaminatedwithABR-Salmonella as unfit forhumanconsumption. 

1.	 ABR-Salmonellais AdulteratedUnder21USC 601(m)(1)and 
21U.S.C. §453(g)(1) 

ABR-Salmonella is anaddedsubstancewithinthemeaningof21 U.S.C. § 601(m)(1) and21 

U.S.C. §453(g)(1), meaningthat todeclareit anadulterant underthelaw, FSIS must onlyshow 

that it is injurious tohealth. Therelevant definitionstates: 

(m) Theterm ''adulterated''shallapplytoanycarcass, part thereof, meat ormeat 
foodproduct underoneormoreofthefollowingcircumstances: 

(1) ifit bears orcontains anypoisonous ordeleterious substancewhich 
mayrenderit injurious tohealth; but incasethesubstanceis not anadded 
substance, sucharticleshallnot beconsideredadulteratedunderthis clause 
ifthequantityofsuchsubstanceinoronsucharticledoes not ordinarily 
renderit injurious tohealth; 28 

ThecruciallegaldifferencebetweenABR-Salmonella andSalmonella that occurs naturallyin 

theenvironment arises becauseABR-Salmonella occurs duetoanact ofhumans: theuseof 

antibiotics onfarms orfeedlots. 

FSIS has previouslydeterminedthat Salmonella is not anaddedsubstanceand, therefore, 

falls withinthesecondpart ofthedefinitionofadulteration. Thefirst part ofthedefinitionis 

directedat poisonous ordeleterious additives andnot substances that maybeinherent inthe 

meat. 29 Ifasubstanceis not added, thentheAgencymust show that it would“ordinarilyrender 

[themeat]injurious tohealth.” It is inthis secondpart ofthedefinitionthat courts haveusedto 

compelFSIS toconcludethat Salmonella is not anadulterant inraw meat becausenormalmethods 

28 
21 U.S.C. § 601(m)(1) and21 U.S.C. §453(g)(1) 

29 
Amer. Public HealthAss’n v. Butz, 511 F.2d331, 334, (U.S. App. D.C., 1974). 
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ofpreparingandcookingdonot ordinarilyresult insalmonellosis.30 W hilethis reasoninghas been 

narrowlyconstruedbylatercourts andpubliclycriticized, 31 FSIS has not todatereversedits 

positionwithregardtoSalmonella. Thesameanalysis does not applytoABR-Salmonella. 

ABR-Salmonella is rightlydeterminedtobeanadulterant underthefirst part of§ 601(m)(1) 

and§453(g)(1), whichaddresses addedsubstances. Inthecaseoffoodadulteration, asubstanceis 

addedifit is “artificiallyintroducedorattributableinsomedegreetotheacts ofman.”32 Scientists 

haveshownthat resistant strains ofABR-Salmonella developinpart becauseindustrialagriculture 

33 uses antibiotics inlivestock. 

Thefact that ABR-Salmonella arenot directlyaddedthroughanact ofmandoes not matter. 

InUnitedStatesv. Anderson Seafoods,Inc., thecourt foundthelinkbetweenmercurydumpedwith 

otherpollutants intorivers that washedintotheocean—whereit was methylatedbybacteria, 

takenupbyplanktonthat wereeatenbyfish, that wereinturneatenbylargerfish, concentrating 

themercurytohazardous levels beforeit enteredthehumanfoodsupply—sufficient torulethat 

30
511 F.2dat 334. 

31 
Continental Seafoodv. UnitedStates, 674 F.2d38, 41, (rejectingtheButzpositionas “dictum utteredinadifferent legal 

andfactualcontext”); TexasFoodInd. Assn v. Espy, 870F. Supp. 143, 149, (W .D. Tex. 1994) (notingButzreferredto 
“proper” cookingwhile“thorough” cookingis necessarytoprotect consumers from E. coli); Dennis Stearns, BPI 
GroundBeefSalmonella Recall:W ill the MeatIndustrySue,andW ho W ill the USDA StandUpFor?, FoodPoisonJournal, 
(Aug. 6, 2009) at http://www.foodpoisonjournal.com/food-poisoning-watch/bpi-ground-beef-salmonella-recall-will-
the-meat-industry-sue-and-who-will-the-usda-stand-up-for/(callingtheUSDA’s positioninButzas “nonsensicalas it 
was sexist”). 
32 

UnitedStatesv. Anderson Seafoods,Inc., 662 F.2d157, 160, (5th Cir. 1980), holdingthat “TheFoodandDrug 
Administrationargues that thereneednot beanyconnectionbetweenman's acts andthepresenceofacontaminant 
forit tobeconsideredanaddedsubstance. TheAgencypoints totheruleit recentlypromulgatedinterpreting§ 
342(a)(1), quotedabove, whichdefines anaddedsubstanceas onewhichis not "aninherent naturalconstituent ofthe 
food", but is insteadthe"result ofanenvironmental, agricultural, industrial, orothercontamination". 21 C.F.R. §§ 
109.3(c), (d) (1977). Undertherule, mercuryinswordfishtissuederivingfrom themercurynaturallydissolvedinsea 
waterwouldbeanaddedsubstance, as wouldanysubstancenot producedbyoressentialforthelifeprocesses ofthe 
foodorganism. Inlight ofthelegislativehistoryandtheCoca Cola case, however, weagreewiththedistrict court that 
theterm "added"as usedin§ 342(a)(1) means artificiallyintroduced, orattributableinsomedegreetotheacts of 
man.” 447 F.Supp. 1151, 1155 (emphasis added). 
33 

Gellin, G., Langlois, B.E., Dawson, K.A., & Aaron, D.K. (1989, September). AntibioticResistanceofGram-
NegativeEntericBacteriafrom Pigs inThreeHerds withDifferent Histories ofAntibioticExposure. Appliedand 
Environmental Microbiology, 55(9), 2287-2292. Retrievedfrom: http://aem.asm.org/cgi/reprint/55/9/2287.pdf. 
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FDA couldregulatemercuryas an“added” adulterant inseafood. 34 It didnot matterthat mercury 

occurrednaturallyintheenvironment becauseanact ofmanwas responsibleforincreasingand 

concentratingthesubstanceinfoodfish. 35 Similarly, theuseofantibiotics inmeat productionhas 

beenshowntoincreasetheprevalenceofantibiotic-resistant bacteriainfarm animals. 36 

Secondly, tobefoundanadulterant, asubstancemust beinjurious tohealth. 37 That 

Salmonella is injurious tohealthis well-established: thepathogencauses overonemillionillnesses 

peryearintheU.S.38 Insituations wherethepublicis likelytoconsumefoodwithout cookingit 

(i.e., ready-to-eat foods) it is alreadytreatedas anadulterant. Forgroundmeat andpoultry 

products, therisktoconsumers is particularlygreat, sinceeven“proper” cookingoftenfails to 

reachthenecessarytemperatureforlethality.39 Further, evenwhenameat thermometeris used, it 

is difficult tomeasureinternaltemperatureproperlyingroundproducts, resultingininadvertant 

undercookingofthesefoods. 40 

InadditiontothenormalriskassociatedwithSalmonella, ABR-Salmonella poses an 

additionalriskofinjurybecauseit is moredifficult totreat. 41 Patients strickenwithantibiotic-

resistant illnesses oftensufferlongerandmoreextremeforms ofillness, longerhospitalizations, 

34 
662 F.2dat 162. 

35 
662 F.2dat 161-162. 

36 
Siegel, D., Huber, W .G., & Enloe, F. (1974, December). Continuous Non-TherapeuticUseofAntibacterialDrugs 

inFeedandDrugResistanceoftheGram-NegativeEntericFloraeofFood-ProducingAnimals. American Societyfor 
Microbiology, 6(6), 697-701. 
37 

UnitedStatesv. Lexington Mill ElevatorCo., 232 U.S. 399, 411 (1914). 
Scallan, E., Hoekstra, R.M., Angulo, F.J., Tauxe, R.V., W iddowson, M.A., & Roy, S.L. (2011, January). Foodborne 
illness acquiredintheUnitedStates—majorpathogens. EmergInfectDis., 17, Retrievedfrom: 
http://www.cdc.gov/EID/content/17/1/7.htm. 
39 SeeTexasFoodIndustryAss’n v. Espy, 870F.supp. 143, 149,(W .D. Tex. 1994), stating, “However, unlikeother 
pathogens, it is not ‘proper’ cookingbut ‘thorough’ cookingthat is necessarytoprotect consumers from E. coli. The 
evidencesubmittedbyDefendants indicates that manyAmericans considergroundbeeftobeproperlycookedrare, 
medium rare, ormedium. Theevidencealsoindicatedthat E. colicontaminatedgroundbeefcookedinsuchamanner 
maycauseserious physicalproblems, includingdeath. Therefore, E. coliis asubstancethat renders ‘injurious tohealth’ 
what manyAmericans believetobeproperlycookedgroundbeef.” 
40 MeatPreparation:ColorofCookedGroundBeefasItRelatesto Doneness. (2011, May). RetrievedApril2011, from USDA 
FoodSafetyInspectionServicewebsite: 
http://www.fsis.usda.gov/factsheets/Color_of_Cooked_Ground_Beef/index.asp. 
41 

Holmberg, S.D., Osterholm, M.T., Senger, K.A., & Cohen, M.L. (1984, September). Drug-Resistant Salmonella 
from Animals FedAntimicrobials. N. Engl. J. Med., 311(10), 617-22. 
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andserious sideeffects from alternativeantibiotics availabletotreat them. 42 This additionalrisk 

adds urgencytoadeterminationthat ABR-Salmonella is anadulterant. 

2. ABR-Salmonellais AdulteratedUnder21USC §601(m)(2)(A)and21 
U.S.C. §453(g)(2)(A) 

ABR-Salmonella mayalsobeclassifiedanadulterant becauseit is present as aresult of 

antibiotics administeredtoaliveanimal. Under§ 601(m)(2)(A) and§ 453(g)(1) meat orpoultryis 

adulterated“ifit bears orcontains (byreasonofadministrationofanysubstancetotheliveanimal 

orotherwise) anyaddedpoisonous oraddeddeleterious substance… whichmay, inthejudgment 

oftheSecretary, makesucharticleunfit forhumanfood.”43 As discussedabove, the 

administrationofantibiotics toliveanimals causes anincreaseinthelevelofantibiotic- resistant 

bacteria. 

Thedeterminationthat anitem is unfit forhumanfoodis different from adetermination 

that it is injurious tohealth, 44 but that differenceis not detrimentaltousing§ 601(m)(2)(A) and§ 

453(g)(1) todeclareABR-Salmonella anadulterant. Theunfitness standardis onethat anaverage 

person, underordinaryconditions, wouldusewhenfindingfoodnot suitableforchewingor 

swallowing, accordingtothecourt inUnitedStatesv. 24Cases. 45 That criteriondoes not meana 

personmust beabletodetect theadulterationforthemeat tobeunfit forfood. Instead, unfitness 

“is abroadgeneralclassificationallowingthewidest varietyofreasons forcondemningafood.”46 

Totheextent that theresistant bacteriaarepresent, theymakethemeat unfit forhumanfood 

becauseapersonwouldbeunlikelytoconsumeafoodifheorsheknew that it hadthepotential 

tocausesevereillness withthepotentialforanuntreatableinfection. 

42 AnguloF.J., Nargund, V.N., andChiller, T.C. (2004). EvidenceofanAssociationBetweenUseofAnti-microbial 
Agents inFoodAnimals andAnti-microbialResistanceAmongBacteriaIsolatedfrom Humans andtheHuman 
HealthConsequences ofSuchResistance. J. Vet. Med. BInfect. Dis. Vet. Public Health, 51, 374-379. 
43 

21 U.S.C. § 601(m)(2). 
44 

UnitedStatesv. 24Cases,Etc., 87 F.Supp. 826 (D. Me. 1949). 
45 

87 F. Supp. at 828. 
46 

UnitedStatesv. 449Cases,212 F.2d567, 569, 570, (2ndCir. 1954). 
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3. DeclaringABR-SalmonellaThroughanInterpretiveRuleis 
ConsistentwithFSIS AuthorityandPastPractice. 

BecauseCSPI requests that theagencydeclareABR-Salmonella anadulterant viaan 

interpretiverule, theagencyneedonlyconsider—undertheweight oftheevidenceofthepublic 

healthconcern—whetherit has theauthoritytoissuesuchaninterpretation. W ebelieve, under 

theFMIA andlegalprecedent, that it does. 

Theagencyis not requiredtoengageinsubstantiverulemakingtodeclarethat aparticular 

substanceis anadulterant underthemeaningoftheFMIA.47 This powerwas testedand 

confirmedin1994, whentheagencyissuedaninterpretiveruledeclaringE. coli0157:H7 an 

adulterant andinitiatedasamplingprogram tomonitorforthepathogen. Themeat industry 

challengedtheinterpretiveruleandsought aninjunctionagainst theagencytoprevent the 

declarationandtobaranysamplingormonitoringprograms that wouldfollow from it. The 

resultingdecisioninTexasFoodIndustryAssociation,etal. v. Espy(hereinafter“TexasFoodIndustry 

Ass’n”) soundlyandconclusivelydeterminedthat theagencyhas theauthoritytoissueinterpretive 

rules ofthis nature, citingtheAdministrativeProcedures Act (APA) andrelevant precedent. 

Pursuant totheAPA, agencies mayissue“interpretiverules, generalstatements ofpolicy, 

orrules ofagencyorganization, procedure, orpractice” without thenoticeandcomment 

procedures that arerequiredforformal, substantiverulemaking. 48 Thekeyquestionarisingfrom 

this explicit authorityis what exactlyconstitutes aninterpretiverule. TheTexasFoodIndustryAss’n 

court, relyingonanearliercase, American MiningCongressv. Mine Safety& HealthAdministration 

(hereinafter“American Mining”), carefullydelineates thecriteriaforaninterpretiverule—andthe 

actionrequestedinthis Petitionfits withinthat definition. 

47 
TexasFoodIndustryAss’n v. Espy, 870F.supp. 143, 149,(W .D. Tex. 1994). 

48 
5 U.S.C. § 533(b)(3)(A). 
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American Miningapplies alegaleffect analysis andlays out afour-part constructionfor
�

determiningwhetheraruleis substantiveorinterpretive: 

(1) whetherintheabsenceoftheruletherewouldnot beanadequatelegislativebasis for 
enforcement actionorotheragencyactiontoconferbenefits orensuretheperformanceof 
duties, (2) whethertheagencyhas publishedtheruleintheCodeofFederalRegulations, 
(3) whethertheagencyhas explicitlyinvokedits generallegislativeauthority, or(4) whether 
theruleeffectivelyamends apriorlegislativerule. Iftheanswertoanyofthesequestions 
is affirmative, wehavea[substantive]rule, not aninterpretiverule.49 

Ifanyofthesefactors arefound, theresultingruleis substantive. Aninterpretiverule, 

however, is aruleorstatement issuedbyanagency“toadvisethepublicoftheagency’s 

constructionofthestatutes andrules whichit administers.”50 

Applyingthat constructiontotheE. coliinterpretationchallengedinTexasFoodIndustry 

Ass’n, thecourt heldthat thedeclarationofE. coli0157:H7 as anadulterant was withinthe 

authorityoftheagencyas interpretive—not substantive—rulemaking, andthus didnot require 

noticeandcomment orotherformalrulemakingaction. 

Thesameanalysis canbeappliedtotheactionrequestedbythis Petition, andwillsimilarly 

andconclusivelyillustratethat theagencymayuseaninterpretiveruletodeclareABR-Salmonella 

anadulterant undertheFMIA. First, TexasFoodIndustryAss’n specificallyupheldtheauthorityof 

theagencyto, inits “[discretion]. . . proceedthroughcase-by-caseadjudicationandinterpretive 

orders ratherthanthroughtherulemakingprocess.”51 Further, thestatuteprovides thelegislative 

basis andauthorityfortheagencytobringanenforcement actionbasedonthedeclarationthat 

ABR-Salmonella, likeE. coliO157:H7, is anadulterant. Moreover, ingrantingthis Petition, the 

agencyneednot publishits ruleintheCodeofFederalRegulations orinvokeits generallegislative 

authority. Finally, theproposedinterpretiveruledoes not amendapriorlegislativerule. Instead, 

therequesteddeclarationwouldonlyadvisethepublicregardingABR-Salmonella’s status as an 

49 American MiningCongressv. Mine Safety& HealthAdministration, 995 F.2d1106, 1112(D.C. Cir. 1993). 
50 Id. (quotingtheAttorneyGeneral’s ManualontheAdministrativeProcedures Act (1947)). 
51 

AvoyellesSportsmen'sLeague,Inc. v. Marsh, 715 F.2d897, 909 (5thCir. 1983) 
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adulterant underexistingstatutes andregulations. Thus, basedonthefactors enumeratedby 

American MiningandupheldinTexasFoodIndustryAss’n, theagencymayuseaninterpretiveruleto 

declareABR-Salmonella anadulterant underFMIA. 

IV. CONCLUSION 

Inlight oftheevidence, whichestablishes that ABR-Salmonella is aserious healthriskto 

consumers, theagencymust act quicklyanddecisivelytoprevent thesaleofmeat contaminated 

withthesedangerous pathogenicstrains. W hilethenumberofdocumentedoutbreaks causedby 

ABR-Salmonella is small, theactualnumberis likelytobefargreater. Moreover, USDA should 

adopt preventivemeasures tospareconsumers ofgroundmeat andpoultrytheincreasedphysical 

harm (includingpotentialdeath) andexpenseduetoABR foodborneillnesses. Theagencyhas 

boththeauthoritytoissueaninterpretiveruleandthelegalandscientificbasis tosupport suchan 

action, andweurgetheagencytodoso. Todelayactiononthis criticalpublichealthissuewould 

onlyfurthersubject consumers toserious illnesses that cannot beproperlyandefficientlytreated. 

V. CERTIFICATION 

Theundersignedcertifies that tothebest ofhis/herknowledgeandbeliefthis petition 

includes allinformationandviews onwhichthepetitionrelies andthat it includes representative 

dataandinformationknowntothepetitionerthat areunfavorabletothepetition. 

RespectfullySubmitted, 

DavidPlunkett SarahKlein 
SeniorStaffAttorney StaffAttorney 

18
 


