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October 30, 2006 

Ms.Ellyn Blumberg 

RBI Public Meeting 

United States Depaxtment of'Agricu1tur.e 

Food Safety and Inspection Service 

14th & Independence Avenue, SW 

Mail Dr'op 405 Aexmospace 

Washington, DC 20250 


Transmitted via facsimile: (202) 690-65 19 

Deax Ms Blurnbe~g: 

On behalf'of'the consumer g r o ~ pFood & Water Watch, I welcome this opp01,tunityto 
comment on. fhe proposals on implementing xisk-based inspection in pr,ocessingbeing advanced 
by the Food Safety and Inspection Sewice (FSIS) While we make the following comments on 
the prmoposals, we do so even though we are unsure of what the final risk-based inspection system 
model will, look like 

At the outset, I would like to express ow displeasure oveI the  Agency's lack of cador  in 
'this enthe process For example, Agency officialscontinually make the assertion that every 
processing plant i s  visited once per shift by an FSIS inspector That i s  clearly not the Fax, as we 
have discovered through the Agency's own documents and comments made by Agen~y 
inspection personnel, during the '"employee feedback sessions" conducted earlier this year We 
will discuss a s  point further below 

Agency management off~cialsalso assert that ncm-compliance xeports WRs) are written 
by inspection pexsonnal for every regulato~yviolation. The actual number of NRs witten is 
much lower for several reasons: First, due to inspectox shortages, inspectors may not be able to 
visit dt of the plants in theix assignments, so inspectors may not be pxesent to document 
violations Second, due to extxa woxkloads carried by some processing inspacto~s,they may not 
have the time IQ documeiit a11regulatory violations Third, inspectors Ne often "gagged3'into 
not writing NRs 

Agency officials were less than forthcoming about a USDA Inspector General audit 
report that they xeceived on Septembe~,28,2006 - some two weeks pr-ior to the public meeting 
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on risk-basedinspection -that was mitical of the Agency's sampling p~ucedzztesfor Salmonella 
We believe th i s  report is crucial to th i s  entire discussion of'risk-based inspection 

Fmthermoxe, we believe that the Agency has restricted the participationof inspection 

personnel in this entire process The Agency claims that their employees axe one of the "pillms" 

of food safety, yet this pillar has been conspicuously absent from the discussions 1he Agency 

conducted "employee feedback sessions"using questionable methodology,convened "employee 

town hall" meetings at times when most inspediun persomel could not participate, and pxovided 

very limitedopportunity f b z  employees to pmticipate in the October 10.11,2006 public meeting 

on this issue We fi~mlybelieve that inspectors' input would provide invaluable information 

regatding improvements in the inspection process 


In these comneds, we addressthe two foundational papers published by FSIS on July 

19, 2006, regarding the Agency's proposal fox Risk-Based Inspection:"Measuring Product 

Inherent Risk for Risk-Based Inspection" and "Measuring EstabEshent Risk Control for Risk-

Based Xnspcc~on" The Agency has explained that the paper'sdescribe the Agency's approach to 

using current data to assess the two types of lrisk that will be considered when allocating 

resources d e r  its RBI prboposal. 


The position paper "Mcasu~ingProduct Inherent Risk for Esk-Based Inspectian'' makes 
it clear that there have been extensive delibe~ationsand research efforts on RBI at the Agency 
since at least May 2001, from which consumex and frontline F $IS personnel have been 
excluded Despite the fact that the Agency has discussed, in general terms, its intentions to 
pursue significant modifications to its inspection p o g ~ a mwith the National Advisory Committee 
on Meat and Poultry Inspection, these plevious efforts had nevex been specificallydescribed or 
prmesentedto that group or publicly inany ofhsr fb~um 

The paper~reportsthat internal Agency working groups worked with the Research 
Triangle Institute and Texas A & M to assess product xisk but does not descxmibethe instruction 
or guidance presented to these groups. The paper also reports that the Agency conducted four 
"expertelicitations," but no information is provided about the experts involved, theix 
professional affiriations, or the assumptions involved in doing the product risk ank kings, The 
paper ~oncludcsby saying that analysis showed gene14 agr'eementamong the expe~ts.. 

After consumer groups info~rnedRESOLVE of'ow concezns, the Agency published 
seve~alother,papers at its website. Rather than clarifying,these pape1.sraised even more serious 
concermnsabout the finaI expert elicitation. A September 2005 memo1identifies the experts 
involved,,Four had pimary ties to large corporations -Oscar Meyer, ConAgra, Keystone Foods, 
and Better' Built Foods IVOSXof the rest mte scientists &om Imd grant ~ i v e ~ ~ s i t i e s~<t!

industry ties. Only two wcse afilinted with public health institutions, the Centersfor Disease 
ConQoland FDA's Center.fbx,Food Safety andApplied Nutrition.. This memo also identifies the 
~'esultswith some specificity,demonstratingthat thexe seemed to be some serious disagreement 

http:/fwww .fsis. usda.gov/PDF/Elicization~Memo~092205.pdf' 

http:/fwww.fsis
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among the experts regarding some of the products FOIexample, while the median level of ~ i s k  

listed fbr ready-to-eat d k d poultry was 2 0, tht: maximum assessed by oilc expert was 

300,000,000 

The memo also includes the instructions to the expe~ts,which include assumptions fox 

estimating the level of~iskof'illnessposed by each produ~t,which seemed to be inappropriate, 

or which xequlxsedknowledge experts mi&t not have, including: 


"Donot account forp.oducts that are pepar'ed(sliced, grpound, cookcd, ctc ) at the 
letail 01.institutional level. Consida preparation only by the pxoducing plant and 
the consumer .... The  incoming source material comes fiom a . . firm with average 
or typical food safety controls,,.,,Theconsumers are hadthy adults" 

Commentmy fr'omthe public at the Octobe~.I 0  and 11 public meeting on RBI was so 
cxftical of this expert elicitation that FSIS officials suggested h a t  they would co~isidendoing 
mothcr one and would include some independent experts on the panel Therefore, we assume 
that more extensive comment an this papa is unnecessaty at this time 

B,. Measurinv Establishment Risk Control 

In i ts  position papel, "Measuring Establishment Risk Conixol for Risk-Based Inspection," 
tbe Agency identifies five "realms" it will consider as it decreases inspection in certain plants: 
food safety system design, food safety system implementation,pathogen cont~ol,in-commerce 
pexformance, and o2hex performance indicators (At the October 10 and I. 1,2006 public meeting 
on RBI, the Agency identified food defenseplans as an additional realm, but public comment 
was laxgely negative and Agency statements zt the 'NACEvfPI meeting indicated that the Agency 
has dropped this from consideration.. Thc~.cforc,we offex no comments on food defense plans at 
this time ) 

According to the Measuring Establishment Risk paper, the Agency will use these factors 
for assessing risk at ccapproximately5,200 federally-inspected meat and poultry p~ocessing 
establishments for which risk comd effectiveness must somehow be measured and monitored 
f b ~RBI " The Agency also makes clear that assessing risk must be a continual pIocess: 

"[Flood safety system prmocesscontrol effectiveness can significantly change in an 

establishment ovel the course of weeks This means we need to re-measure risk 

~ontcoleffectiveness frequently . 


FSIS plans to regulaxly - perhaps monthly --rdieve data for the five factors foxm 
every meat and poultry pr'occssing establishment for a recent permiod of time - or 
"window ." 
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The1.e are sig&icmt da@gaps ia.the informationthe Agency maintains in eacb. of the five 
realms which make theAgency's plan to use the data to app1,oximatea reat-time risk assessment 
for each of the5, 200 plants unrealistic 

Food Safety System Design 

This realm will consist of the results of Food Safety Assessments (FSAs), wbich we 
periodic reviews per.fmedby the Agency's Enforcement, Investigation, and Analysis Officers 
(EIAOs). The following pr.oblems with t he  data decrease the Agency's ability to use this realm 
effectively'to make red time asse~srnents.. 

FSAs are conducted so infrequently that the Agency should not rely on them to provide 
an up-to-date pictwe of an establishment's food safew system At tbe public meeting on RBI, 
Dr. B ~ Jbara Mastexs reported that FSAs are performed ineach establishment every three years, 
on.average One inspectox told us recently that it is not unusual for plants to change their 
HACCP plans, aid that one plant he covers~outinelychanges at Icast one of i ts  HACCP plans 
eachmonth Because establishments are fiee to change t h e h  food safely systems whenever and 
as frequently as they choose, the results of an FSA may be a ~eliableindicatox ofxisk for only a 
very short time 

Additionally, FSAs ax'e often a catalyst for establishmentmanagement to change its 
food safety symerns. Thereefore,by design, FSAs may tr iggm their own i~relevancein 
estimating the risk posed by the establishment even several weeks later Befor,eFSIS relies on 
an F SA to determine risk, the Agency must determine that r;he findings are still relevant. 

We also have conbe~ns,howevex.,about even those FSAs that do reflect an 
establish4nt's systems. Many pxocessing plants have an individual WACCP plan fox each of  
the many prmoducts they produce Fox.example, one illspector reccntIy told us of a plmt that has 
o v a  20 HACCP plans Although the Measur'ingEstnblishmentRisk paper quotes thedirective 
for.EIAOs, which inshucts that they considex "all food safety aspectsthat relate to the 
establishent and its products, the name and source of all,materials received, the 
establishment's processes, and the environment of the establi~hment,"~another.inspectormtold us 
that ina r'ecentreview, anEIAO examined o d y  three of the establishent's many HACCP 
plans At the recent public meeting on UlX, Ux..Barbara Masters acknowledged that EUOs 
only ~,eviewa "repr~esenrativesample" o f 'meskablishment7sprograms. Obviously, undex RBI, 
the Agency will schedule one level of inspection f o ~the whole establishment,and will not limit 
any deaease ta only those particular p~~oducts we wethat have been reviewed. Thexmefore 

concerned about the potential threats to public health l a t  may result as a xesult of'relying on 

this type of'sampling, which may overlook p~,odactlines that pose additional risk, to decrease 

inspection insome p~~ocessing
plants, 

-
2 FSIS Directive 5100 1. "Enforcement, Investigation,and Analysis Officer (EIAO) 

Comprehensive h o d  Safety Assessment Methodology" 9/30/05pg J. 

http:l/www fsis usda,,govlOPPDE/1~dad/FSISDirec~ves/5
100 1 pdf 

http:l/www
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FSAs are a xelatively new assessment tool used by the Agency and have not been 
reviewed for consistency by the Office 01Inspector Genexal or Government Accountability 
Offrca We've hcmd from several inspectors and small p l a t  owner's, however, about plant 
managers who have changed their HACCP plans in response to one EIAO review, only to have 
those same plans rejected by the next EIAOs sent to the plant, We are concexned .that this 
indicates that FSAs may not have a reliable scientificbasis. We've also been told by FSIS 
supervisory offkials that the EIAO training is not yet capable of'ensuring consistent 
dete~minations Until all of'these difficultiesare squarely faced, the Agency may be putting 
consumers at risk by xelying on cut-rent FSAs to decrease inspection at a paxGculnr 
establishment 

Finally, FSIS has experienced seriousbudgetary problems since at least the spring of 
2006 We have been informed that one result o f  this shortfdl is that EIAOs were temporarily 
"grounded" to avoid the txavel expenses incux~edin conducting an FSA Therefore, the 
acknowledged avexage of'oneFSA per plant every three years, has been even more attenuated 
and the valuc of this realm of'information decreased 

Food Safety System Implementation 

This realm will consist of'theAgency's inspection data recorded in i ts Performance 
Based inspection System and noncomplimcerecords (WRs) Ihe following pxoblems with the 
data decrease I ~ . GAgency's ability to use this reah  effectively to make ~ c a ltime assessments 

At the present time, thexe me problems with FSIS' use of'itsPBIS database The USDA 
Inspector General, in a November 2004 audit report, stated the following about the PBIS 
database: 

"'Due to the lack of conaols noted during om audit, FSIS cannot be 
asswmedthat PBIS is complete, accurate, and reliable, As a result, FSIS 
management may not have the infoxmation i t  needs to eEectiuely manage 
its inspection activities. Without effective controls ovex data integrity, the 
PBIS system may be an meliable repositoxy that gives FSXS management 
a false sense that inspection activities atmeadequately carried out and 
sanitation of plant operations is accurately r'e~~orted.''~ 

Accorm&ngto the Measuring Establishment Risk papa; NRs aIe seco1.d~of instances ifi 
which: 

"esta'blislunents f i i l  to implement documented features of their own 
systems or fail to meet explicit regulatoq ~equi~ements..[They] docmenl. 
in the Agency's Performance Based Inspection System (PBIS) 4he time, 
date, and naturc of' any [emphasis not in oxiginal] xegulatory 
noncompIiance. PBIS is consequently one of'the most important sources 
of'infoxmation with which the Agency can assess how well estabIishments 

http://w ww usda gwloig/webJocs!2450~-FM pdf 

http://w
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control food safety risks, NRs - at least some NRs - indicate how 
consistently establishments comply with food sdcly regulatory 
r,equirements" 

A footnote to the last sentence explains the quaIification: 

"Some rJRs document noncompliance with non-food safety xequisements 
, . Still ather NRs document noncompliance with recoldkeeping or, other 
r equiremexlts believed to have little bcaring on food safety " 

If, as the pa.perclaims,NRs documented the details of'anyzegulatory noncompliance, 

the Agency would have a much more accuratepictwe of an establishment's implementation of 

its food safety conlxols than, in reality, it does. 1hex.eare numermousgaps in the data concexnhg 

plant perfo~mancethat NRs should repr'esent,because many violations are eithex.not witnessed 

by government inspectors, or even when ~ e y  NR.
are witnessed, they are not documented on an 

Inspection in processing plants has been interpreted to mean "daily77inspection Many 

processing plants are part of '(pahol"assignments-a goup o f  plants that will be covered by 

one inspector who havels between them during the shift, The majority of these patrols include 

mole than two establishments (we are aware of some that include up to seven, but some 

assignments may includemore) so inspectors will be thexe fox less than half of' the production 

day, brrt xhe Agency views even the briefest appearance as satisfying tho mandate of daily 

inspection, Obviously, any violations that occur during the inspector's absence are not recorded 

Additionally, even violations that are observed may n0.tbe xecu~dedbecause of the time it takes 

to accurately complete the NR form. Inspectors say that, on average, it W e s  about an how to 

complete one WR because o f  the research of the xegdations and the establishment's food safety 

plans that are r equixed When inspectoxs notice severa1 problems in a plant, they may determine 

that the best way to protect public health is to verbally inform plant management, get them to 

agree to an acceptable coxrective action, and then move on to inspect othel:$ants on his ox her 

patrol that may also xoutinely have problems complyiug wi*h the ~eguiations 


This problem is exacerbated by the chxonic inspector shoxixgesthat occur throughout the 

country h i n g  the s w e u  of 2006, Agency xecords revealed significant vacancies in evexy 

disbict from which we were able to get records We goz partial information fiom inspector 

whistleblowers aftel the Agency failed to releasethis idormation publicly The vacancy rate 

was 9% for the Jackson Dishict, 10% for the Atlanta District, 11%for the Raleigh District, and 

13% for the Denvez Didict One Agency official recently admitted that the New Yo1kCity 

area typically has a 25% vacancy rate For' patrol assignments covexixlg 59 plants in the Chicago 

District, r eco~dsshowed a vacancy rate of  70%! 


When one inspection position i s  vacant, othe~inspectoxshave to assume responsibility 

fix those plahts, rcszrlting in inspectors bcing "doubled or tripled up " This summer we leaned 


This evidence is not exhaustive -we've Ieaxned of most of it  from inspectors who requixe that 
we protect their anonymity because they fear retaliation and reprisal from Agency officials who 
do not want this information to be made public 
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of one in spec to^ in The Albany District who was cove~ingI. 8 plants fox many weeks Recently 
we learned of minspeaor in the Philadelphia District who has been covering 26 plants for 
several weeks, at least Obviously, when inspectorsate doubled or tripled up they don't have 
enoughtimeeven to visit all of the plants they are supposed to cover that day They are 
the~efoweeven less likely, and it would axgu~lblybe ixxesponsible for them, to instead spend an 
how documenting one violation at one plant 

Lack of sufficientt ime .to complete documentation occurs not only in small processing 
plants but also in some of h c  lagest slaughter and processing es tab l i~ent sin the nakion 
Processing izlspectors in those facilities ate ofZen pulled ficrrn their own inspection tasks to fill in 
vacant slaughtex inspection assignments at the same plant During those days, the processing 
inspection tasks will not be performed, Agency policy exacerbates the p~oblemby prohibiting 
pxocessing inspectoxs from documenting any violations they see while they are covering a 
slaughte~position, even though they would be able to document the identical violation i f  they 
obsexved it while pexfb~mingtheir pxoccssing inspection duties So, no NRs will be writtcn for 
violations that arc obsexved by processing inspectorswho a e  filling in vacant slaughtex 
assignments During the summer of 2006, the slaughtet.vacancy late was 5% for the 
Philadelphia District, 9% for the Atlanta District, 10% for the Jackson District, 11% for the 
Chicago District, 12% fox the Denver District,14% for the Raleigh District, and 16% for the 
Minneapolis District Processing inspecto~swould be diverted horn their tasks to fill in for 
these missing slaughter inspectors 

As n resuit of the &ox ementioned, absence of evidence cannot legitimately be constxued 
as evidence of'absence That is, a lack of NRs documenting violations at an establishment 
should not be inte~p~eted,for purposes ofmeaswing establishmentrisk, to be evidence of 
historical compliance with the xegulations At a minimum, the Agency would at least have to be 
able to determine which establishmentsreceived less than standad inspection coverage and 
intexpret the deaxrh of findings appxopriately Although USDA's Office of Inspectol; Creneral 
has rcpealedly recommended that the Agency kecp r ccoxds of instances when inspection tasks 
are not performed, for example, specificallybecause of lack of'inspector.time, the Agency has 
failed to do so (The Agency did keep such recoxds until 1997,and the PBfS system is capable 
of xecording the hfo~mation) Therefole, the Agency will not accuxately be able to determine 
systematically where a lack of  NRSclearly indicates a history of compliance and where It may, 
instead, signal an establishment that has received decreased oversight If the Agency ilite~prets 
the cuxrent data without con~ollingfor these factols, it might, ironically, decrease inspection at 
an establishment that has beell without adequate inspection oversight fo~ox sometime and 
consequently has few NRs, in order to increase inspection at an establishmentthat has been 
impovhg its operations under a moxe constant and watchful inspection presence. If the Agency 
seeks local anecdotal informationox establishes some other system to identify establishments 
that have few NRs because of a history of decreased inspection, the Agency should rake a 
pxecautionaxy approach which prioritizes public health, while extrapolating for the missing 
information. 

The Agency plans to isolate NRs that deal with food safety issues. As previously 
mentioned, it may dete~rninethat classes of'N3.s are not food-safety related, and mentioned NRs 
for ~eco~.dkeepingviolations as an example. AltZlough the Agency has yet .to be speczc about 
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its analytic parameters, at the public meeting, officialshdicated that some Sanitation Standard 
Operating Procedures (SSOP) and HACCP NRs would be p~~esumed It wouldto be food safety 
be a mistake for.the Agency to;disr8egar.dwhole classes of'NRs on the mistaken assumptionthat 
they all have no impact on food safety.. We offer the followingtwo examples of NRs witten 
when inspectors discovered and pxevented prohibited tissues fxom cattle ovex 30 months old 
from entering the food supply, which could pose a BSE risk to the public f i e  following 
"recor.&eepi.ng" NR was written at one of the largest beef'slaughtet facilities in the wormld: 

"At approxinlately 3;15 an 10/14/2004, Inspectoxs [~edactcd]witnessed 5 
beef heads pxesented for inspection with the third and fourth inciso~'s 
present These heads were not identified with the appropriate makings 
indicating that the carcasses (sic) age was 30 months plus SSOP 
monitoring employee [redacted] and slaughte~floox superviso~[redacted] 
were notified immediately and took action by identifying carcass's (sic) as 
30 months plus and condemning aSlb1;ted offal and heads A check of 
the establishments (sic) generated SSOP and HACCP ~ecordsshowed that 
coxtective and preventive actions had been addressed At 09:20 on 
10115/2004, [I edacted] observed a head pxesented for inspection with the 
Wtd and fburth incisox's (sic) present not identified as a 30 month 01 oldel: 
carcass Redacted] slaughter supexvisox, was notified and affected cacass 
and parts were appropriately identified andlor disposed of 

[Additional infbxmation is pr,ovided which dmonstTates &at the plant was 
r~esponsiblefor identifying and segregating these 30 + animals which is 
I equired unde~,the 1,egulationsto prevent "specified risk materials" which 
could transmit Mad Cow disease, from reaching the public] ' 

The following "Product -Misbrmdisg" NR was written at another of the largest bccf 

slaug11.t~.facilities in the world; 


"At 0015 on 2-06-04 1 went to theproduction floor' to observe end of shifl 
opexations. As I passed by the [plant location details redacted] I noticed 
tha~an employee was emptying the contents of a cadboaxd combo into the 
auger that takes product to the edible rendering axea, I noticed that a large 
portion of the contents of this combo wexe verteb~alcolumns and .that the 
columns were painted with blue ink The vertebral columns whexfe(sic 
)being ca mingled with other bones and edible pxoduct. Sevexal of' the 
painted vedebxd colurnns were approximately halfway up the incline of' 
the auger [redacted] which is an auger that takes product directly up to the 
edible rendering room " 

['neNR coa.ti;nucs by stating that products with blue ink were to be 
diverted by company employees ftbom edible rendering in one of' several 

...-.-
Noncompliance Recoxd 11-2004-7495at Establishment #235, a large beef slaughter plant 

Obtained via Freedom of Infbrrnation Act request 
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ways The inspector investigated and confivrned that these were not so 
diverted and would have been incorporated in products which could teach 
the human food chain, had he not intervened l6 

The Agency has implemented new data analysismethods that might enable it to identify 
anomalies such as these NR pel-tainingto BSE, rather than gtouping them with dlothers so 
coded The Agency implemented these new methods when an OIG audit demonsQatedthat the 
Agency's data analysis abilities wexe completely unable to locate all NRs pertaining to BSE It 
is  unc:lear whethe1 the Agency, with its impoved system is now capable of idc~tiflingall 
potential fbod safety NRs that might be categorized under a code that the Agency may classify 
as non-food safety related The Agency should not disregad catego1ies of NRs ox any 
individual NR without the ability to pezfo~man accurate and thorough analysis of whether tha e 
was a potential food safe5 impact 

Pathogen Testing 

This ~,ealmwill consist of findings fi'om the Agency's sever'alpathogen testing programs 
The following p~~oblemswith the data decx'easethe Agency's ability to use this realm effectively 
to make real time assessments 

The September'28,2006 USDA Inspectox Genexal audit repout entitled, "Review of 
Pathogen Reduction Edorcement Program Sampling Procedures," clearly il2ustratcd that the 
Agency has an incomplete data base fbr i t s  SaZmunelda testing program- The Inspector Genela1 
identified as many as 865 establishments nationwide under FSIS juxisdictian that have no testing 
data for SalmoraelZa and might be subject to mgulato~ysampling f o ~thispathogen This 
r eptesents a possible understatement of sampling sets of'over 58 per cent While the Inspectox 
General conceded that some of these establishments might be excluded fxom testing 
r equhements due to ~egulatoryexemptions (as they fuund in the Chicago District), thexe 
nonethel~ssseems to be a significant data gap that the Agency needs to address The Inspector 
General also pointed out that the Agency lacks written justifications for the reguIatoxy 
exemptions for pathogen testing it has adopted We believe that the Agency also needs to 
address those omissions 

Some processlllg establishmentsare subject to no Agency micr,obiaItasthg program, 
The Agency conducts a series of tests under its Sulmoneb%acompliance program in pr.ocessing 
esiablislunents that prcoduce gr.oundbeef, chicken orbturkey It conducts E. coli 0157:H7 tests 
in establishmentsthat produce gr'nundbeef' It conductsLisferia sampling in establishmentsthat 
make rmeady-to-eat pr'oducts Therefme, acco~dingto statements at the October 2006 public 
meeting, approximately a quarter to a fhi1.dof establishmentswill.not be tes*d, and 
consequently the Agency will have no information about them from This realm.. 

'Noncompliance Record 15-2004-1556 at Establishment #268, a la1ge beef slaughtermpiant 
Obtained vin Eieedom of Information Act request.
'USDA Office of in spec to^ General Report No 24601-0007-Ch"Audit Repo~t:Review of 
Paaogen Reduction Enforcement Program Sampling Procedures" Seprember'2006,p,20 
http;//www ,usda gov/dg/webdocs/24BQ1-07-CH pdf 
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Even at establishmentsthat are tested, testing occurs only spor,adicallyand the post 
recent results in the database may not accurately r,eflectthe curxent lcvcl of process cont~ol.The 
Agency conducts SaZrnonellrr compliance sets in plants appr.oxirnatelyonce per.yea .  Once the 
last in the se~iesi s  completed, the establishment might not be tested again for a year or more. 
Micr,obialtesting xesuIts demonstrate that process contrmolcan be bst very quickly, and under the 
Agency's cuzsent testing scheme, a public heal^ threat could exist at a plant fox quite some 
time, while the Agency is still opelmatingon the pr*eviousacceptable results Consumers have 
advocated for mormetesting but the Agency's program is still.conducted in this spormadic fashion., 

The Agency has recently increased its F: COB0157:H7 testing at gxound beef'plants, but 
still does not average even one test pex month Even assuming that the Agency's pxogam 
would discovex any plant p~oducingcontaminatedproduct (an assumption which exceeds the 
curlent capabilities of the testing pxogxam) a public health k e a t  could aise which would not be 
reflected in this xealm for quite some time, The largest p ~ o ~ ~ s s i n gplants produce over a m2lion 
pounds of ground beef md pound beef'componcntsdaily and even n temporary lapseofprocess 
conbrol could result ins c o w  ofinjuries md death 

In Commerce Findings 

While the infoxmation in this redm would not be ir~elevant,i t  is not:collected on a 
systematic 'oasis and therel'uxe would not be suitable for x&ng comparative assessments of 
establishments' relative risks Given c u rent .traceback measures, concIusively identifying 
establishments.that produce dangerousprmoduct is a very rae and fortuitous occurrence at best 

Other Performance Indicators 

Tke infoxmation in this realm wiIl include infomation, "not capturad elsewhere" about 
cnlbrcement actions at paxticular establishcnts, as well as other indicatox.~of'lack of'pathogen 
control, Again, this data would not be in~elevantbut, witbout mote information, we don't 
mticipaxk that th is  r e a h  will contain much additional,data, 

Given the infoxmation curxently available to us, we qnticipate that even the sum total of 
all data available to the Agency in all of these realms, will not be adequate to rn& sound 
decisions about an esrablishment's risk and decrkasiug inspection in plants for.the pwposes of' 
implementing a radioal.new inspection xegjme nationwide..Although the Agency asserts in.the 
"Measuxing Establishment Risk" paper that there is "a large amount of data fox.our.five 
factors,"' there are significantgaps in each of the realm,, As a result, we assume that for.many, 
if not most, establishments,PSIS will not have e~oughcwrent infoxmationto approximatethe 
risk posed 'Ihese g a p  are due to evexything fi,omsystemic flaws (like c h o ~ cshortages of' 
inspectors ~esultingin a lack of documentation), to time lags (resulting in establishment revicws 
that are years old), to inadequate science (preventing the identification of connections between 
h u m h  illnesses and their source).. 
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Even for establishments fox.which F SIS has t b e  most data, much of'it will be largely 
duplicative of information recot.ded inthe othe~.realms., F 01. example, if'Agency testing detects 
E, coli 0157:H7 inground beef'at an establishment, this will be recorded in the Pathogen 
Control r'ealm Ox ifa consume1 gets sick from E, coli 015'7:H7, notifies the Agency, and the 
Agency vexifies that the illness is linked to a particular establishment (which will be a v a y  
unusual event), .that infbzrnation will be recorded in the In Commerce re& In either case, a 
NR wilI likely be written as a result, which will be reco~mdedin the F'oodSafety System 
Implemenlation realm. This E..coli 0157:H7 finding is &so likely to trigger an FSA, which will 
be recorded in the Food Safety System Design realm. While the Agency will have data for &fie 

one establishment in a number ofrealms, the gmvamen will be the same for each and may be 
limited to a single event.. 

We believe the Agency ~ 1 1have to make significant impxovements to toits on-going data 
collectioneffo~.ts,and then collect data for some time, in order .to make x.eliableestimates of tile 
relative risks posed by particular establishments.. It remains to be se,enwhether the Agency car1 
dcvelop systems capable of accurately and frequently updating an establishmentgx.ofiIe,. 
Currently, however', it is vexy clew that the Agency does not have the necessaty data to pwsue 
its plans to dec~easeinspection at numel'ousplants on a xisk-based theoxy., 

Other Concerns about the Agency's IPr oposaIs 

We view the Agency's curxcnt proposals ns m opening sdvo to attack the "conti~iuous 
inspection" standard that has been in effect fox over 100years We believe h t the Agency lacks 
the statutoxy authority to eliminate daily inspection in processjng The Under Secretary fol Food 
Safety has been quoted in d ~ emedia as advocating"vi~tud"inspection whereby plant 
management canmerely e-mail.or fax daily production records to F SIS inspection personnel 
r athew tbm require official on-site visits on a daily basis ,' We have also leaned that the Agency 
was exploring dtvwhg Canadian meat and podtry products into U ,S commerce that had been 
subjected to lcss-&an-daily-inspection,which we view as a back-door attempt to eliminate daily 
inspection in the United States 

The Agency has also been covertly Ate~inginspection asignments by instituting "team 
inspection" as a way to prepare fgr the implementatib of'r isk-based inspection in processing.'0 
The Agency has not shared its complete plan. on team inspectionwith stakeholdas and we 
believe that it i s  ""paciinithe cart beforc thehoxse" since its xisk.-basedinspection ~ ~ Q P O S ~ Sare 
so flawed, 

Even though there are sexious flaws with its xisk-based inspection p~oposalsfor 
processing, the Agency has already begun the process of'dis~ussingimplementing risk-based 

,-...-

Molton, Joseph "USDA Looks at 'Virtual' Inspections" Omaha Wotbld-Herald,October 23, 

USDA Fbod Safety and Inspection Service "2007 Explanatoxy Notes: Hearings before the 
United Srates House of Representatives Subcommittee on Agiculture, R~ltaIDevelopment,Food 
and Drug Administration, and Related Agencies Appropriatiuns, Part 1" March 8, 2006 p 315. 
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inspection ~ O Ipoultry slaughter. We believe that t h i s  is  premature and we contend that the 
Agency l x k s  the statutory authority to do so, 

We dso believe that t h e  Agency has missed oppolrtunities to comnunicate with Congrmess 
about the need for additional funding for.mspection resources. We can  only sumise that since 
the Agency has not requested the necessary resources to meets its statuto~yobligations, it will 
use inspector.shortages as an excuse tro implement a ~,isk-basedinspection schemc wxoh we will 
believe will diminish consumer protec~onsagainst contaminated food. 

Fkdly, it agpenrs that the oply opportunity f o ~the public's involvement with this process 
will be though this stakeholder process and comment pe~iod,as at least one news article 
indicates that FSIS plans to  roll out its RBI system somethe during the fizst quazta of 2007 
The article also indicates that this change would be in the form of an internal dixective or notice 
to inspection pexsonnel, without providing notice in the Federal Registeur ;tndoppoxturrity for 
public comment " This is unacceptable As noted, we have not has adecpate opportunity to 
p~ovidecomments 011 RBI because we do not know what zhefinal p~ogramwill entail As the 
Agency is suely aware, insof' as 17B1 is likely to be inconsistent with i t s  current app~oachfox 
conducting inspections or encodes a substantive value judgment on what pwuducls and product 
types are to be deemed adulterated, the Agency is requixed under theAdministrative Procedu~es 
Act to engage innotice and comment rulemaking We thexefoxe request the agenGy engage in 
such ~demakingas ~equiredunder the law 

For dl ofthe reasons stated above,Food & Wate~Watch. vehementIy opposes all of the 
Agency's risk,.bassdinspectionproposalsmTQfollow Dr Raymond's pattern of'using spouts 
analogies to des~ ibeth i s  program, and in recognition o f  th.e dlMidwest World Series: This 
RBI is a strikeout.. 

In light of'the recent announcement regaxding anextension to h e  deadline for the 
submission of'commcnts on this issue, we xeserve the rigM to submit supplementsrxycollmenttlls 
should additional information becnme available in the htuz,e., 

Should you have m y  questions~egardingour comments,please feel fiee to contactme at 
(202) '797-6550, 

Wenonah Hauter 
Executive Director 

"Supman, Carol "USDAFood Safety Chief andUnion Leadel S p a  at Congressional Event" 
Food Chemical News, Septembe~18,2Q06.. 


