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301 East 64th street 
New York, New York 10021 

(212) 628-1562 

1uwl1:1l-y 4, 2000 

Subject: Conmellts on “Actioll plan to eliminate Salmonella Enleritidis (SE) 
illiiess due lo eggs” 

‘lb The President’s Coumzil on Food Safety 

. 

I have reviewed the “Action Plau to Elimhate Salmonella Euteritidis (SE) Illness Due 
lo Eggs” issued by the council 011 December 13, 1999. I would like to make some 
comments for the record. These commem are based 011 my experieme as the Director 
of the USDA SE Colltrol Program (1990-1994) and subsequently as a food safety 
consultalit. 

1. Generally, the Action Plan covers all major aspects of the problem atld is well 
forll~ulated, concise and well yrcsellted. There is little to add to llle goals alld 
objcctivcs listed. Ncvcrll~clcss, I would propose thal the prhary respollsibilily - 
alld fundhg - for the program be retumed to the USDA-Animal agd Plant Health 
hspectioll Services-Vetcrhry Services (USDA-APHIS-VS) rather lllall remah 
with FDA. The USDA-APHIS-VS was responsible for SE control from January 
1990 to mid-l 995. The USDA-API-IIS-VS presently is the only Federal Agemy 
with the field force capable of directly il~leracthg 11 it11 egg producers. It also 
admhislers the National Poultry Improvement Plan j)rogram for SE h all poultry 
breeding flocks i11 the US. The USDA-APHIS-VS has a cadre of some 30 
Veterimry Medical Officers who are tmiucd in poultry llealtll a11d has offered lo 
provide this expertise to the monitoring f pgg quality assuraiicc programs. 

The USDA-APHIS-VS also provides laboratory se1 vices for SE at the National 
Veterinary Services Laboratory (NVSL., Ames, Iuv,a) and is now involved in a 
certilicalioll program for other laboratories ellgagec J in Salmonella diagnoslics. The 



USDA-APHIS-VS National Auiulal Health Mouitoriug System (Fort Collins, 
Colorado) has just completed a nation-wide survey of the egg layer industry. 
Finally, the USDA-APHIS-VS is the only Agency with the personnel and 
experience to conduct suitable epidemiologic investigations aad tracebacks from 
human SE outbreaks iu which eggs are implicated as the most probable food 
vehicle. 

2. Although the FDA has statutory responsibility for shell eggs, it granted this 
authority to USDA from 1990-1995. Perhaps such authority should be legislatively 
granted to USDA, thereby adding eggs to meat and poultry as USDA 
responsibilities. 

3. A number of different USDA agencies are concerned with SE (e.g., FSIS, AMS, 
APHIS, AIG). Their efforts would benefit from the appointment of a high-level SE 
Program Coordinator. This position - with appropriate authority and sufficient staff 
- could be charged with iutegrating program operations and avoiding duplication of 
efforts. 

4. In addition to the uatioual program operated by the United Egg Producers (the 5- 
Star Program), there are currently egg quality assurance (QA) programs in some 13 
states, and mdie are 011 the way. The Action Plan proposes that there be mandatory 
national standards for these programs to provide a “level playing field”. I believe 
that the egg industry is not yet ready for such an initiative and, in view of the 
rapidly declining SE rates, there is some question whether it is necessary at this 
time. It would take some years before all producers could comply with compulsory 
standards and their enforcement in the l&r future would force many out of 
business. Nevertheless, standards for a model QA program for eggs should be 
formulated and should be combined with a USDA Seal of Approval to provide some 
marketing advantage for participants. By itself, this market driven approach would 
encourage most producers to participate on a voluntary basis. As voluntary 
participation iucrcascs, a lransiliou lo a ulaudatory program ruight be feasible. 

5. A crucial eleulent in an acceptable QA program for eggs is the testi’ng of layer 
flocks for SE and the diversion of eggs from test-positive flocks to pasteurization. 
Some 30% of all eggs produced in the US are no: pasteurized for use as egg 
products. Many of the largest egg producers Ilitb c their owu in-liue operations for 
routinely pasteurizing some of the eggs they produce. 

For egg producers who market only shell eggs in cartons, the detection of SE iu 
their flocks - and the required diversion of eggs I‘i-0111 these flocks - could mean 
financial ruin. Because SE does not ordinarily cl m-ease production or increase 
morbidity/mortality in a layer flock, the control of SE is primarily to benefit public 
health. Consequently, the provision of fulaucial assistance to producers who are 
forced to divert eggs from SE-positive flocks should be considered. This assistance 



could be provided through the USDA-Agricultural Marketing Services, which 
already purchases quantities of egg products for various programs. 

6. The rcspousibility for “iuvestigatiug SE outbreaks, testiug flocks, divertiug eggs 
from SE-positive flocks, collecthig flock data, and promoting better quality control” 
should be with the USDA-APHIS-VS. The Action Plan proposes that FDA carry 
out these functions. Yet, the FDA is not prepared to accomplish these tasks, and 
likely will cede responsibility for carrying out these tasks to the States. 

7. The USDA should provide training in food safety lo a large number of its field 
personnel. In particular, Veterinary Medical Officers (VMOs) should be targeted 
for this training. Upon coulpletion of this training, the VMOs would be assigned to 
Departnlents of Health in various States to assist in the investigatiou of food-borne 
illnesses. State Health Departments are chronically in need of personnel and 
resources, and would welcome such assistance. Because the sources of practically 
all food-borne ilhlesses are related lo various foods of animal origin, there is ample 
justificatiou for the assiguuleut of USDA VMOs lo detemiue the sources of these 
pathogens. Furthermore, these professionals are ideally suited lo help producers 
and processors prevent the transmission of food-borne pathogens to consumers. 

8. Funding for research on the major food-home pathogens should be increased. A 
small group of USDA specialists should be assigned to review and coordinate food 
safety research, award grants, and monitor progress and results. 

9. Coordination between the NVSL, the Centers for Disease Control, and FDA 
laboratories should be increased. The NVSL should not charge for their laboratory - 
diagnostic services wheu these services relate to pathogens of public health 
importance! The current practice of charging the public (and government) for 
Sahnouella services substantially reduces the value of uatioual statistics generated 
by the NVSL. 111 coutrast, publicly funded laboratory services encourage unbiased 
reportiug OH the occurrcuce and distribution of Sahllouella - including SE. 

10. An SE Control Program Newsletter should be issued periodically lo’everyoue 
directly concerned with SE in the US. From 1990-1995, I produced such a 
newsletter and it was widely referenced and appreciated. 

11. To be inclusive, a number of other measures for egg safety are recommended. 

l The USDA regulation for the refrigeration of eggs should be aggressively 
enforced. 

l The use of pasteurized egg products should be made mandatory in certain 
institutions (e.g., nursing homes, hospitals, and chronic-care facilities). 

l The developuleut aud use of in-shell pasteurization should be Federally 
supported through grants or other subsidies. 



All egg cartolls and cases should indicate the source of the eggs, and cartons 
should include a 21-day sell-by date, as well as a legend stating the need for 
proper refrigeration and cooking of eggs. 
The AMS egg-grading program should be available lo all egg producers 
without cost, and should include a HACCP program for all egg processing 
facilities. 
The NPIP SE surveillance program for breeding flocks should continue to be 
actively supported by the USDA. 
The return, repackaging, and resale of outdated eggs should be prohibited. 

I believe that the strategies for reducing human ilhlesses caused by SE in eggs are 
available. These strategies merit aggressive, action-oriented leadership to accomplish a 
reduction in human illrlesses to negligible levels. 

For your infomatiorl, I am emlosing my comments in response to the Advallce Notice 
for Public Rulenlaking 011 “SE in Eggs”, published in the Federal Register on May 18, 
1998. 

Sincerely, *. 

wJ-- 

John Masou, DVM, MPH 
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301 Ihst (,4111 str-cet 

NW York, New ‘i’orlt 1002 1 
(2 12) 628-l 562 

July 9, 1998 

FSIS Docket Clerk 
Docket No. 9G-035A 
Room 102 
Cotton Annex Building 
300 12th Street S.W. 
Washington, D.C. 20250-3700 

Dear Sirs: 

This is in response to the request for comments in regard to the “Advance Notice of 
Proposed Rule Making” (ANPR), which was published in the Federal Register (Vol. 63. 
No. 96) on Tuesday, May 19, 1998, entitled “Salmonella Enteritidis in Eggs.” My 
remarks are based on my experience as Director of the APHIS Salmonella Enteritidis 
Control Program from July, 1990 to November, 1994, and subsequent service as a 
Food Safety Consultant to the American Egg Board. 

In order to reduce the food safety risks associated with shell eggs, I would propose 
the following: 

1. The USDA should: 

a. 

b . 

C. 

d. 

e. 

Promulgate standards for egg quality assurance (QA) programs, wliicl, 
sllould include the best features of the QA programs in Pennsylvania and 
California, and should require microbiological testing*ancl diversion of eggs 
from SE-positive flocks to pasteurization. 

Provide assistance, training and subsidies to agencies or groups wishitrg to 
start QA programs. 

Establish a “Seal of Approval” for acceptable QA programs. 

Provide services for monitoring and certification of CIA progranls, if they 
cannot be provided by State agencies. 

Establisll a program to subsidize producers witlr SE-positive flocks wl~o find 
it necessary to divert their eggs to pasteurization. 



f. 

g. 

Il. 

i. 

i. 

I< . 

I. 

m 

Il. 

0. 

Provide laboratory services for QA programs, when necessary, includirlg 
free Salmonella serotyping, the use of phage typing, and, where 
appropriate, the use of pulsed field gel electroptloresis. 

Establisll and operate, through the NVSL, a certification program for 
laboratories providing Salmonella diagnostic services. 

Publish and distribute guidelines (Best Management Practices) for: 

1. Biosecurity 
2. Rodetlt and Pest Colltrol 
3. Cleaning and Disinfection 
4. Mel tiny 
5. Egg Washing 
6. Manure Management 
7. Dead Bird Disposal 
8. Spent Hen Disposal 
9. Collection and Shipment of Samples for Microbiological Tcstirlg 
10. Packilly, Storage and Cooling of Eggs 
Il. Transport of Eggs to Market 

Colltinue to support the NPIP program, particularly the SE monitoring 
program for breeding flocks. 

Require stricter enforcement of sanitatioti standards and pasteurization 
practices at egg pasteurization plants. 

Require “designated” tanker trucks, which should be properly sanitized, for 
the shipment of liquid eggs. 

Promote the utilization of effect .ive SE vaccines for pullets destirnetl for egg 
layer flocks. 

Y 

Continue to conduct spent hen surveys and surveys of liquid eggs for SE. 

Carry on a nationwide surveillance program for SE. However, SE in layer 
flocks should not be treated as a reportable disease, with regulatory 
penalty, since this discourages testing for SE and the use of the laboratory 
results to divert eggs from SE-positive flocks to pasteurization voluntarily. 

Carry out a comprehensive survey of ttle egg layer industry, rlow being 
planned by the USDA National Animal Health Monitoring System in Ft. 
Collins, as soon as possible. 
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P* Publish periodically a Newsletter, for persons and agencies concerned with 
egg safety, to report on the progress of the SE Control Program. 

2. The USDA and the FDA, jointly, should: 

a. Require, for the iiiter-stale sliiprnerlt of eggs: 

1. 
2. 
3. 

4. 

5. 

6. 

A 21 -clay sell-by date on egg cartons. 
Iiidicntion on egg cases and cartons as to tfie source of tlre eggs. 
Recomrnerl~lations on egg cases and cartons for the proper I~andling 
of eggs. 
Prohibition of resale of out-dated eggs as shell eggs, with their 
diversion to pasteurization plants. 
Prollibition of resale of eggs from SE-positive flocks clestirled for 
pasteurization, as shell eggs. 
Refrigeration of eggs after lay and processing so tllat the interrlal 
temperature will approximate 45°F or lower in 3-4 days, with 
maintenance at tlrat temperature during storage, shipment and safe in 
markets. 

b. Actively promote and support research on the prevention and control of SE. 

C. Actively promote and support extensive educational and publicity programs 
for the improvement of food-handling practices. 

d. Prollibit tile export of eggs from known SE-positive flocks. 

e. Promote the use of pasteurized eggs for recipes where raw or undercooked 
eggs are called for. 

f. Promote tlie c~evelopri-ieiit of in-shell pasteurization procedures. 

3. The FDA should: 

a. Require the use of pasteurized eggs in Federal facilities st~cll as orisons, 
hospitals, chronic care facilities and nursing homes, and should recommend 
their use in sirnilar facilities not under Federal jurisdiction. 

b. Limit tracebacks front fluman SE outbreaks to instances where: 
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1. There is sufficient epidemiological evidence tflat eggs were involved. 
2. Cross-contamination or contamination by food handlers was not 

involved. 
3. Tile eggs trace leads to a single flock or premises. 

Eggs from SE-positive flocks detected as a result of a traceback 
should be diverted to pasteurization. Tracebacks sllould be used 
primarily to evaluate tlie operation of QA programs. 

4. The following comments are specific references to the ANPR: 

1. Salmonella t.ypfrirrlurium and Salmonella Ileidelberg are rarely fourld irl tile 
internal contents of shell eggs (pg. 27504). 

2. A recent USDA risk assessment of SE in shell eggs estimates that SE 
contamination occurs in about 1 egg in 20,000, not 1 in 10,000, and that 
that frequency may result in 2.3 million SE-contaminated eggs annually, not 
4.5 million (pg. 27505). 

3. Because of the bacteriostatic action of egg albumen, where pracically all SE 
organisms are deposited before the affected egg is laid, it should not be 
necessary to rapidly chill eggs after lay, using carbon dioxide (pg. 27507). 

4. Repackaging and rewashing of out-dated eggs should be prohibited. Tllese 
eggs sliould be sent to “breaker” plants for pasteurization (pg. 27507). 

5. All raw foods may contain harmful bacteria and consumers sllould be 
aware of the need to handle such foods properly. If shell egg cartons are 
to bear such a warning, then otller raw foods should be marked in the 
same manner (pg. 27508). 

6. Safe Iiandliny statements slrould be required on all egg cartons and egg 
cases (pg. 27509). 

7. Egg producers should be enouraged to use HACCf’-like QA programs, 
combining the best features of the Pennsylvania and the California 
programs, including microbiological testing and diversion of eggs from SE- 
positive flocks to pasteurization. These programs should be voluntary, not 
mandatory and producers participating in these programs should be able to 
benefit commercially through the use of a USDA Seal of Approval. This 
would encourage the great rnajority of egg producers to take part in 
approved QA programs. (pg. 27509). 
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8. 

9. 

10 

John Mason 

Since at the preseftl titne it ir J not possible to guarantee that all raw sllell 
eggs will be pathogen-free wit11 the measures currently available (pg. 
27506), any recomrnet~decl preventive and control procedures for SE should 
remain voluntary (pg. 275 10). Consumers would stilt llave tile choice of 
purchasing pasteurized eggs, or eggs Corning frotn approved CIA progratns. 
Finally, it appears to tne that if the risk of beitlg exposetl to SE is estitnated 
aL only one egg in 20,000, tllere is tlot enough jusfificatiotl lo reqrtire tltat 
all eggs be pasteurized (pg. 27510). 

Sincerely, 

Tile use of a tnattdatory sell-by date, which would vary dependitlg on tile 
temperature at which eggs were maintained, would be very difficult lo 
enforce, and, in any case, would not be necessary if processors were given 
3-4 days to bring tile temperatute of fresh shell eggs down to 45°F (pg. 
27510). ’ 

Tile education atid training of food handlers, and particularly foocl-service 
managers, is crucial for effective SE-prevention. Practically all SE cases 
and outbreaks can be prevented by proper food-handling practices (pg. 
27510). 

Enclosures: Pamphlets summarizing ttle Pennsylvania 
and California QA Programs. 

Y 

1 . ..on average, eggs I:>id at 99°F will achieve internal temperatllres of 45” or less tJc:forr: ttlf, 
inherent resistance to yolk membrane breakdown is exhausted when ttle egcgs are rnnir,tainetl at an 
ambient temperature of 45°F. 

. ..lhere is an irlherent cJclay a time before SE growttl can begin of af)proxirnately 1 1 clays at a11 
internal temperature uf 8O”F, or 30 days at an internal temperature of GOOF. (from tile Final Report 
Salmonella Enteriticlis Risk Assessment. Page 2G). 
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Participating producers zrnd 
processors are: 

What Regulatory Officials Say 



stale or local laws. 

15. Label egg car[ons and loose pack eggs with a 

Julian pack date TV assist with product totation. 

An oplional “self by” dnlc may be usctl al lhc 

discretion of the packer as loug as it dots no[ 

CXCW~ 30 days from LI;I[C OT I>;lck. 

16. Labcl cartons arid cases with plan1 of origiu 

number, and ir pm!4k. with a flock 

idcntif’ication uumbcr. 

17. I’laslic egg flnls sliould be washed ad sanitizctl 

afb2r each use or re~urncd lo llic origindug C:lrru 

lo avoid cross corilarllirintiorl. Fiber egg flats 

cannot be sauitizctl. They musl be rcluIncd lo 

lhe farm of origin. 

18. Egg carlons and soilctl fihcr flab sl~~~uld not IIC 

rcusctl. 

IO. Rclnil rclurns sl~ll nol bc I-cproccssccl for iclail 

shell egg sales. 

?I). Lnt>el eggs will] :i qualiry assurance seal 011lp iT 

pl"ducctl in Cnlilornin II~ plIdwms 

participatirig in 11~ C:~Ii~or iii;1 Egg QuAiCy 

Assurance Pla11. 

CALIFORNIA DEPARTMENT OF 
FOOD & AGRICULTURE 

DIVISION OF ANIMAL INDUSTRY 
ANIMAL HEALTH BRANCH 

1220 N STREET 
SACRAMENTO, CA 95814 

(916) 654-l 447 
FAX (916) 653-2215 

AN ANIMAL PRODUCTION 
FOOD S.AFETY PROGRAM 

I 
DEVELOPED BY THE CALIFORNIA 
EGG INDUSTRY IN COOPERATION 
WITH: CALIFORNIA DEPARTMENT 

OF FOOD AND AGRICULTURE; U.S. 
DEPARTMENT OF AGRICULTURE; 
U.C. COOPERATIVE EXTENSION 

SERVICE; CALIFORNIA VETERINARY 
DIAGNOSTIC LABORATORY 

SYSTEM; CALIFORNIA 
DEPARTMENT OF HEALTH 

SERVICES; U.S. FOOD AND DRUG 
ADMINISTRATION 
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3. I’urche chicks ;~MI pullc~s from Ili\~cl~cl its 

prlicipling in tl1c NaIional I’vullry 

Improvement PinrJ (NPIP). “U.S. Snlruonclln 

hlcritidis Monitored PiograJiJ" or equivalent 

s~rtc plm. Chicks should Ix tlclivcrcd will] a 

ccrlifying letter. Startctl pullets Ill\lst bt: 

olhncd from souKcs will1 nil ncccl7l;hlc 

s;~l~i~oriclla prcvcntion aid coiitrol program 

4. C’llicks Zifd IIullClS SllOllld always IlC ~IilIlS~~OltCd 

in cmps and (rucks 11131 al-c tl~cor~lnriiir~:ilctl 

I-rc~wcrr~ flucks. 

5. Olil;iin l’ccil I’mill illills 111;1( l~il/~~~~~ ;I~-cc.iltr~l fcrcl 

iriilustt y Giml hlar~rl~nc~ur iilg I’iaclicxs and tllc 

I~ccolrllJlellrletl Snlnionclln ~‘ollll~ol I.01 

hccssors (II‘ Livcslock alit1 l’cul[ry Ikxs, 

1988. l>Y the Aiilerican FClXl Illd~rslly 

Association (AFIA) or nil eqrlivnlcnt pr-ogr;lrn 



Y 3 I u uu WiK 31 P,a :30 
John Mason, DVM, MPII 

301 E. 64th Street 
FOOD SAFETY COIISULT'NJT SERVICES New York, N.Y. 10022 

212-620-1562 






