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Doar Administrutor Billy:

The Food Safety und [nspection Sen'ie:a}mm ) s responsible for several
significant improvements 1 our tution’s feod safety polictes, Its primary achievements
include declaring the deadly and virwent E. coli OLS2H7 (O1LS7) an adulterant in groumd
beef, initiating the OL37 random sampling prograr and sigaificantly revising the meat sl
poultry inspection regulations; including the establisbuncat ;Tda-manae standards
coupled with microbial sampling. The revised regulations and OLS7 policies were issued
?h_ml after o devastating Q157 outbreak it 1993 caused over 700 iltnesses nod at teast
our

Q157 is a very dungerous pathogen: ane ounce of it is encugh ta kill everyone in
the upper midwest of this country.' The Centers for Disease Control and Prevention (CDC)
estitnale that m 41000 Arsericany suffer und 244 die from 0157 infection each year.!
According o data collected by the CDC betwoen 1982 and 1996, nearly a third of 0157
outbreak have been linked W ground beef.?

_ Since FSIS’ O157 random sampling program began in 1994, it hus detected O157
and initiated romoval of potentially ‘y;agmmd beef from the murket place on 31
ocoasions, The aumber of positive ve rised shatply 1o 14 in FY 1998 and to eight
s far in FY 1999, Detection and removal of dead[; gfuluut {rom comteice hay very
likely prevented numerous ifnesses and deaths. 8.T.Q.P. - Safe Tables Qur Priority
(S.T.O.P.) strongly supports this program.

Asan ol?mmm j cunpmadlnwd rof Q157 victims and as the entily that etught
the adulteration loophole to the Agency’s a%mﬁm in May 1998, S.1T.Q.P. wl%m very
surprived and deeply disturbed to fearn that FSIS had retreated (rom tmplementing an

mw#m “Diendly Sirsin of Food Peiaouiag is Hard to Detect, Difficnlt to Track.” 1784 Today,
’ 131 1 . p‘ ZA- ‘ i :

? Mosting with Dir_ Teed Angulo, Die. Fatricis Gedflin, Dr. Paul Mead aod I, Robort Tasns of CDC
Novemsber 19, 1999, ,

3bx. Fred Angelo, prosontation at the USTIA's Toshnicsl Musting to Stlicit Input for & Survey oo
Browging in Humturger it Washinglon, DC on Auguist 20, 1997,
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important consumer protection poticy with serious repercusaions for pablic health and
ety. On May 14, 1999 FSIS extended suspension of the 0157 definition charification
until June 15 at the earliest,

S.T.O.P. is concerned not only that the Agency has demonstrated at best weak will
end at worst distegand for public health in faiiin%;o rectify the adulteration definition, but
that FSIS has harfled the reevatuation of its Q157 policies in & questionable marmner.

There are at least two issnes befors the Agansy: the definition of adulteration with regard to
0157 and the OLS57 random sampling program directive. Grinding of O157- tainted raw
miaterials will result in O157-tainted ground product. This fact has litde beuring on the
current O157 tandom sampling program, but it has significant relevance to the adultpration
definition. At the very least the government should immediately sttempt to
prevent iptentionsl use of O187.-ruw materials in non-intact products by
implementing snd enforeing the claritication policy.

On January 15, 1999 FSIS announced to ind and consumer groups that the
definition of O157 adultatation wae being clarified to address rw magorials for use in non-
intact prodikst. ‘e clarification pidicy wis published in the Federal Regixier on Japuary
19, 1959, In both the notice aid in the polity backgrounder lssied in Januery 1999 FSIS
asserted that the clarification policy wus it least purtiully based on deliberations of the
Natiosial Advisury Committee on Microblological Criteria for Foods (NACMCP.

The January 19 notice encoumged the public t comment on the Agm;ﬁ;"s “policy
regarding beel products contamirated with Escherichia coli O157:H7 and to afford the
pablic an opporunity to submit comments and recommendations relevant 1o the Agency's
policy, and any 7y requirements that may be approprisic to prevest the distribution
of beef products adubierated with this patbn{ge .~ On Jamiary 15, we were told that the
clarification was i effect. But by January 19 FSIS decided o to act upon the new
clarification wntil the comment petiod for the notice closed o March 22,

On March 8, FSIS held a public mesting on its G157 policies in which two
S.T.O.P. representatives participoted. This meeting was basically a forum for an mdustey
coalition, coordinated by the Amgerican Meat [nstitote (AMI), W a vagus O157
carcass study. The intenit of these presentations was guestionable. Although they bad over
a month (o prepare (ar the moeeting, the presentors hadn'’ mmtmm the plan
to paper. The. presenters could not respond o guestions about major defails of the rescarch
proposal, but they clearly articulated the chianges in 0157 policies that they wanted as a
tesult of the study. The purpose of the study proposel appeared 1 be delay of the
clarification policy and relaxation of the 0157 tandom sampling program starlards.

: S.T.Q.P. supports forxd safesy research, and the organizetion will submit comments
o the . However, we ate concerned that such a Rlimsy study proposal suceeeded in
g‘dcldy shifting the Agency's attenion from corsuraer protection to foud industry interests,

iscussion ubout the proposed study diverted FSIS from “poticy and regulatory changes to
etwure that consumers are grotected againat meat products adulterated with E. coli Q157,”
b discussion about adklitional criteria plants could meet to avold testing under the SIS
random sumpling program for O157 in d beef. The study has no relation to the
adulteration definition or to the premiise that grinding Ot 57.contaminated raw muterialy will
result in Q157-contaminated ground beef.

The type of study that AMI proposied is the of research that 8.1 Q.P. expects
from an.'lnduthrg' that repeatedly mﬁ 1§ top mmm food safety.. But we ars concerned
about the motivation for this study. The purpose of the study should be improving food
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safety rather than scoring exemptions from the O157 random sampling program and
dela;ymg the implmemn%m of the aduttzration clasification. Proe

Itwase't until April S, well past the March 22 comment deadline, that a writien
study protocol was submitted (o FSIS, No copy of the plan was sent to the Docket clerk.
Insteed, it was ditected to the FSIS Administrator. Because the study was not subiniited o
the Docket, it was not available for public review without submitting a FOIA request.

On April 21, FSIS and AMI met (o disouss the study protocal. This was a closed
neesing between the uade associntion and the Agoncy. Although the study was used to re-
cpclt:l the comment petiad on the chaification policy, the public was o1 invited o participate
ia this meeting.

The study protocol was not submitted o the Docket, but AMI and FSIS cleurly
considered the study velevant to the Docket, On May 14, FSIS atnounced that the AMI
study protocol would be published in the Federal Register for public comment. The
announcement noted that die Docket for the clasification policy was w bo re-opesied.
However, FSIS didn't notify te public that the clanified adultesation definition was
suspended until the June 15 comment deadline.

Whil 8.T.0.P. appreciates the opportunity to comment on the study, we find it
stronge that FSIS is publishing the protocol for a gindy Kk be conducted by a noa-
government entity ity the Federal Regisier for comment. It is our undetstanding (hat the
sty is not funded in whole of it part by the government. Further, we are not sure what

boaring otir comments will bave upon the study or the Apency’s evaluation of it To out
knowtedge, AMI has sot promised to incotporate public comiments inti its sludy.

Furthetinore, it uppears that the comments submitbed will be immaterial becavse the
Agency told AMI to move forward with the study before recelving or reviewing stisdy
comments. in a letter to AMI dawed May 13, you wrote “indusiry should pracesd with the
pilot text rather than wait for the Apency’s review of any comments in response to the
protocol.™ We do not understand why the 0157 adulteration | ¢ was extended 10 the
J:;:de 15 comment deadline, especially when the Agency wid AME © move forward with the
study. '

Hoth AMI and FS1S appear wedded W gtudy rusults before the research, has begua,
Kim Rice of AMI wrote to you that the indusiry coalition agreed w submit to RSIS “teq)
protocol that would provide FBIS with information w© the coalition’s
recommendations for changes to Ditective 10,010, 1. She states that the protocol for a
single, Tour week study “wiii egable FSIS and the industry o establish a system to venify
routinely staughter plant lnterventions used o control E. coli O157:H7 contamination on
carcasses and to define reliable means for reducing the risk of E. coli O157.:H7 in beef.” In
the response W AMI, you wrote, “FSIES agrees that the increased carcass testing pesformed
accordy % 1o the protocol and control of contaminated prociact should result in foexd
sufely.” The remainder of the FSIS letter inoludes detailed projections of policios to be
implemented should the study beas the type of date both parties anticipate. 8 T.OP. is
concernad that a study corceived and in such e charged context can be cartied out
it an unbissed, scienti Fcally supportable manner.

In its letter to AMY, FSl'iﬂmvid» it of study sesults needed to alter the random
ssmpling png?gx poticies as AMI bag requested. Based on the content of this leter, it

- appears that is prepured to dramatically révise one of the mogt important public health
programs ut the A gency based on the rexelis of a single, four week study. It appears tat
the Agency has litthe comoern about tie obvious biases of the entities conducting the study.
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Further, FSIS seems ready to significantly change an important public policy without
scientific consensus. ;

Since S.T.O.P,’s inceplion the Agency has adcrued a formidable foodd satety
record. 8.T.0.P. was delighted when FS18 aunounced the €157 adulteration definition
arification. We considered it a significant sep towards the Agency’s consumer protection
and gafety goals. We proudly statad tite in our most recent newsletler, but now we are
decply concerned about the Agency”s recent actions. Our O157 vicum members are simply

outraged by the Agency’s deasion to susperxd the clarification policy.

8.1.0.R y urges the Agency (0 review and rectify its eviduntion of Q157
policies. First, FSLIS shotdd immediately implement the olarified adulteration definition.
-Sccond, FSIS should reconsider the implications of the AMI study in the context off
scientific cosensus dindd unbiased resesrch. Third, we recommend thar ES18 develop a
clear policy for handling counter proposals in se {0 ity own proposals. Counter
| dﬁcml:ﬁ reoognized by the government should bo subject to the sime policies
tmelines guiding Tederal proposals.

Fourth, we recommend that FSIS implement financial disclosure and confhet of
interest poticies W sdd ity ovaluation of rescarch and mimy advice. The Agency should
place greater emphasis on stdies that are published in peer teviewed, scienlific journals
that have conftict of ierest podicies in plece. Conflict of interest policies are standard in
human health medical journals such ag the New England Joomat of Medicine.

FDA, FSIS’ fellow federal foud sufety agency, has implemented financial

disclosure rules (o inform its svalvation of research. The inspecior gorieral of the
ent of Health and Human Services said FDA was vulnerable to fraud and abuse

without standards in place. Under the FDA policy, resesrchers must disclose {inancial
interest in study outeomes, including grants or consultant fees. 1In addition w adopti
disclosure and conflict of interest policies to aid review of rescarch grants and study
resulis, 8§.7.0.P. recommends at USDA advisory conunitiess such as the NACMCF and
the National Advisory Committee for Meat and Pouliry Inspection adopl these rules.

S.T.0.P. md the Agency have developed a good working relationship to improve
food safery policies, ad we are confident that the Agem;'a is congumer protection.
We appreciate your interest in our coooems snd we 1ook forward to your tesponse to the
insues taised in this letter. We hope that the orgitization’s next newsletter will inform its
metmbers that the clarilied adultemation definition is in place and enforced.

Sincerely,

ident and mother of Alex Donley (19687-1993)
: .

Heather Klinkhamer !
Program Director

Enclosute
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