
Dockets ~a~~ag~~e~t Branch 
HFA-305 
Food and Drug A stra tion 
5630 Fishers Lane; Room 1061 
Rockdle, MD 20852 

SLlbjtXt: Comments related to Docket Number cfOI.61 

ft May Concern: 

The foIlowing co e request by the Food md 
stration (FDA> for comments an ding the draft docur-nei;t 

‘LGuidance for Industq, Exemptiorrs from the VYartig Label ~~~~~r~.~4~~1: forJ~.~ice 
Reco~e~da~o~s for Effectively Achievillg a 5-L.og Reduction,” released December 21 I 
2001. 

s Packers is a non-profit trade ‘ation representing the commzciaE fresh 
pers of Florida. Our members a industry ship appr&.m~tc!y 50 to 60 

4/5 bushe cartons of fres s annually, grqeftit, oranges and spccia~ citms 
s. Florida’s fresh oranges and grapefruit have high juic ntent as well as high s;olid:r 

red for juice processing, especiaUy when :d for fresh squeezej. W’t:: 
&ant reduction in fresh movement over the past several years due Ln 

part, we believe, to FDA’s warning label ~le/~~c~~i~e~~e~t. 

e we ~~d~~sta~d and appreciate FDA’s role and effm-ts to enhance the safety of Desh 
squeezed juice, we are not aware of a single, documetlted food safety i,cidcnce from sales of 
fresh squeezed juice processed at retail or facilities with centrr.al processing directly ilnto retail 

s for ~s~b~~g to satellite stores. However, we supported Florida’s Deparmmt 
research to develop effective methods to achieve a cumulative 5-Log reductian in 

target pathogens, which was published June 30, 1999 (copy attacheri). 

ads for surface treatment of citrus fruit with satitizers, wax and heated water and 
ublished by the Florida Department of Citrus in a document titled: 

for Retail and Roadside Fresh Citrus Juice Producers” dated June 30, 
1999 (copy attached). 

citrus f&it packed by commercial 
hed by Pao and Brown. in 1998 tid “Reduction of h~i~ro(~rganisn~s on Citrus Fruit 

Surfaces during Pacliitlghouse 0 erations”’ (f . f-‘md Prt~tection, vol. 61: 9~3-9~~), it was 



ased on these remIts, e believe that the use of co inations of the above 
ocedures coupled wi proper ha~~g of flit in 

protector against ticmbial co~t~a~o~ in fzes 
sainted ul certified facilities, graded, ~a~spo~t~d 
then d irm eon ottled at retd is safe. This c~~a~ve S-Log, steps and 
proc rovided in ementioned doc~e~t, is sound science and ~~aso~ab~e for 

reducer. We st.txmgIIy urge FDA to extead these ey are 1 , c~~e~t~y being applied. 

Re the issue of utilization of~~da~aged beg-picked flit CtJSDA choice or 
Fl~~da Citrus Packers agrees with the requirement’s intent but ~espect~y requests 
~~~b~~~ in language to include “USDA choice grade or e~~va~e~t standaxd.“” 

Packers recognizes the ~po~ta~ce of fresh squeezed citrus juices to 
this ~ea~~y~ high quality product. We are concerned however, over 

business viability of small and very small juice processors in having to meet u~ne~essa~ an 
~p~actica~ gu.ideJi.nes. 

~~ec~~ve Vice President ~~ec~~ve Vice President 
Florida Citms jackets Florida Citms jackets 
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5CIENTI~IC RESEARCH DEPARTMENT 
700 EXPERIMENT STATION ROAD 

LAKE ALFRED, FLORIDA 33850-2299 

Telephone:863/295-5950 FAX: 863/295-5919 EXECUTIVEDIRECTOR 
~A~~~~,I~.~ANTAN~~~~ 

Phone: W-3/499-2500 

Producers of Fresh Citru 
etait and Small Roadside Outlets 

From: Mohamed A. lsmail, Ph.D. 
entifk Research Director 

Florida Department of Citrus 
Lake Alfred f Florida 

uidance for camp 

Date: June 30,1999 

er 3, 1998, the Foad and 
I district office Food Team Le 

19, 1999, FDA districts shou rm audit checks at citrus juice 
reement on file with the FDA Di 

ity. They may be as sim 
n to comply with the terms of the agreement, or as ~~rnp~ex as 

&on that the firm has an in 
applies basic Hazard Analysis and Criticaf Contra 

an~fact~r~~g Practices, culli of damaged fruit, c 
f the fruit, and utifization only those types 

nable artd to remain intact after cleaning; a 
procedures to achieve a 5-log reduction. 

~~str~~t~Q~s cQn~er~ing the audit checks as j~fQrrna 
CFSAN staff,‘” 

roviding dQcumentatiQn shoul 
trus Juice Task Force was form and operated under t 

Florida Depa~me~t of Citrus. It published a preliminary dra “~u~da~~e D~~~rnent 

1 CFS : Center for Food Safety and Applied ~~triti~~ 



us Juice” on January 1999. Copies w 
ded an Q~t~i~e of res8 &Qmpleted al 

e Florida Depa~me~t of Citrus and the Fresh Citrus Jui 
rocedures with the ~QrrespQnd~~g fsg reductions for each step as s~p~Q~~d by 

research was ~~~~~ded in the pr~~irn~~a~ draft. 

The Task Force is leased to issue its second ~~~da~~~ u~~rn~~t for the ret 
roadside prQducer to ~Qmp~erne~t the re~irn~~a~ draft and tz, businesses 

~Q~t~n~~ production of safe, wholesome fresh squeezed citrus juice. 

fn preparing this document, the Task Force made every a~~rnpt tQ keep the maternal 
fQ~~s~d~ clear an age listing of g~~d~~~~~s employees in 

with public research agencies, private servi;ce;! ~Qrnpa~~es or reg~~atQ 
datioix on Customized appkatiQns. 

A variety ~ftreatme~ts atld pracedvres are presented in this d~~~~e~t to enable 
raice prQr=essQrs achieve the 5log red~ct~Q~ in rn~~rQb~a~ ~Q~tami~a~ts in order 

to avoid use af the warning labe required by the FDA. They include the use of fruit 
cleaners, sanitizers, wax coatings and heat treatment methods. 

The latest j~f~rrnatiQ~ generated by the Fforida ~~~a~rne~t Q Citrf,js, Scientific 
esearch staff, and mbers of the Fresh Citrus Juice Task Force is summarized QF*~ 

t~divjd~al in~QrmatjQ~ ta Sheets or on Fact Sheets fQrmatt~d for clarity, sirnp~~~~ty an 
ac~~racy~ 

e last word on fresh juice , safety or sa~itat~Q~* 
Scien nd technofogy are ever ~~a~g~~g. N 
te~h~ ents and i~f~rrnati~~ will be generated 
practices. For example, Florida Department of CXrus scientists have deVe~Qp~d 

recise m~thQds of tiztn of chemicaf sanitizers and heat treat 
8n in target pathagens mandated by the FDA, 

surrogate m~cr~Qrga~isms for use in v~r~~~at~ 
prQd~ctjQ~ sites, 

have also included for your ~~fQrrnatiQ~ a copy of the FDA pu 
~~~~~da~~e fQr ~~d~st~~ Warning and Notice Statement: labeling of Juice Products, Small 
astir ~Qm~lia~~@ Guide” September 18, W98 (FDA, 19%?~ achy a~ach~d~. 

hope that the ~~fQrrnatiu~ provided here wil 
w~Q~@sQ~~~ and good quality juice, However, ths uitimat 
fresh juice products is that of the producer. urge alt fresh citrus 

y read the fQ~lQwi~g important legal st en-t: Qutiining critical 
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Finally, I woufd iike to a~k~Qw~edge the many months of Et rd work by s&r&& and 
members of the Fresh Citrus Juice Task FQrce. Support arrd ~QQ~eratjQ~ aft 
D~~a~rn~~t af Ag~~c~lt~~e and Consumer Services, Division af Food Safety is greatly 
a~pre~iat~d~ 

embers of the Fresh Citrus Juice Task Force are: 

Dr. exhaled A, Ismaif, Scientific Research Directur, FDUC, Lake Pdfred, Ffsrida 
Dr. Steven Pao, Research Scientist, FDUC, Lake A&red, Florida 
Or. G. Etdon Brown, Research Scientist ill, FDUC, Lake Alfred, 

c. Ray ~~~1~~ ~~~~~~ Biobgical ~d~i~~strat~f for the HACCP P~~~ra~, 
Florida ~epa~~~~t of A~~i~~~t~r~ and Got-tsumer Service, Tallahassee, Florida 

ME Peter Ghaires, Associate Vice President, Florida Gift Fruit Shippers Associatkm, Orlando, 
Rorida 

r. Ricrhard Kinne President, Florida Citrus Packers, Lakeland, Fkrida 
et=, FMC Corp., takefand, Florida 
p.* takeland, Florida 

r. Joe Gleason, Legal Counsel, Florida Citrus ~~t~a~, takeland, Fbrida 

encourage you tQ refer tQ this dQc~rn~fl~ regularly and make it available tQ afl 
~rn~~Qy~~s engaged in fresh citrus jtricc! production. 

~dd~t~Q~a~ copies of this and the p~efimi~a~ 
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Cit~u~ Fruit 

, Fresh Citrus Juice 

GUIDELINES FOR EMPLOYEES CHARGED WI 
PREPARING FRESH SQUEEZED JUICE 

Lake Alfred, FL 33~5~-22~9 
Telephone: ~63”295-595~ 

FAX: ~~3~2~5-59~9 

RESPONSIBILITY OF 
AT RETAIL 

sheet. 

uidetines are recommended. ust be followed, onitored and logged d 
pfetion by placing their initials in the attached ~nthly calenda 

citrus fruit used for juicing should be procured from a commercial citrus packinghouse. 
Research has demonstrated a 3.4~log reduction in surface microflora can be achieved in 

under citrus packinghouse practices (Pao d ~~~~ $998, copy abashed). 
Recent research using high pH sanitizers and waxes can help achieve 4. *4 log 
reduction in surface microorganisms ~~~~o~~a~~o#~~~~~ She& 11. 

Grading of damaged and unwhoteso e effective in reducing microbian 
study on the effect of grading of iate season Vatencia oranges showed a s~g~j~~ant 

reduction in natural juice micro~ora when incoming fruit as adequately graded (~~~~e I, 
Fact Sheef 2). 

Fruit previously handle by consumers should not b used for production o 
juice without a washing~san~tiz~ng step before juice extraction* 

Citrus fruit should be maintained i clean, secure and sanitary onm~nt during 
storage at retail location. Additional cautionary measures may in refrigeration at 

“F or below to help maintain fruit 

pluyees hand fruit should maintain proper person 

x&actor should be kept in a san~ta~ enclosed area an properly cleaned and sanitized 
er ma~ufa&turers gu~del~nes~ arch trials with various ~omrner~~a~ extractors have 
e~onstrated a 1-l to I .9 log r on in test organisms (Faci sbeeS 6J 

ntainers used for packaging must be food grade and maintained in c ean condition. 

Fresh citrus juice should be properly refrigerated at 40°F or below fol owing extra~tiun, 

yee(s) are to verify daily completion of these procedures by placing their initials in 
propriate day of month. 



Tested washing treatments effect+eness: 

Nune Water Chlurine Acid Alkaline 
clever cleaner 

Water 2.1=t0.1a3 - 

Acid cfemer 1.9~~.2Aa 2.4H,?ABa 2.2M. f ABa 2.7k 2. kHI.2ABa 

2.3M.4Aa 2.7M.3 Aa 2.7~~.2Aab 2.SO.4Aa 2,9~~,3Aab 

3 Six HamIiir mmges were treated per test and triplicated tests were conducted during this stu . &&ems (p=J; &$$E.) in t&e same 
row f~l~~w~d by the same letter (A or B) or means in the same column followed by the same fetter (a or b) are not differrent 
(IQ4J.05). 
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I~FO~ATIO~~A A SHEET 2 

AXING AS A ANS OF MI~~O~~A~ 
XN THE COURSE OF PACKING FI!it.ESH CITRUS FRUKT 

prztcess is ac~~rnp~~~~~d by a~~l~ca~~~ of FDA ap~~~v~d ine gratings in a drip or spray 
se Citrus fhit is conveyed across the brush bed and additional basting ~~s~~es offs 

overage. Fn.Gt then enters a drying chamber where air&w and heated air are utilized to dry the coathg. 

F~~~~~d by: Dr. Steuben Pao, Florida ~e~~en~ of Citrus, Lake Alfred, FL and Mr. Frank Kelsey, F&E, Lakeland, FL 



Florida Department of Citrus 
Scientific Research Department 

Citrus F it ~~~tsheet 
take Atfred, FL ~~~5~-2299 

Teiephme: ~~~~295”595 
FAX: 863-295-5919 

R STORAGE AND TM~SPORTAT~O~ OF CITRUS FRUIT 
TO CONTROL MICROBIAL GROWTH 

ns may be introduced or aflowed to grow and multiply in foe 
or while 

items dug storage 
it. Fruit should be protected from gross-con~~natio a& -firm pQtentia~ 

~on~~nat~o~ by insects, chemicals, rodents, waste products, toxic material, unclean equipment, 
ecessary handling, or other agents of public health s~g~~c~~~ at all times. e following 

guidelines for storage and transporting of fruit intended for juice products should be observed: 

I* 

2. 

3. 

4. 

5 

6. 

aintain storage area in clean and sanitary manner. 

e that storage areas are free of insects and rodents and ~o~st~cted to prevent the 
entrance and harborage of insects and rodents. 

Insure that trucks and transport cartons are clean, and f%ee from odors, obvious dirt or 
before loading. 

~ra~s~o~ washed and sanitized fntit in an enclosed vehicle. 

Set air temperature of refrigerated conveyance at 40” F. 

at has been sanitized, but will have a ~o~s~derab~e delay prior to tr~s~o~, may 
receive additional protection from microbial growth by re~igeratio~ at 40” F. 

Load product in a way that wilf minimize damage and allow for air circulation. 

Evaluate whether prior shipments in the same trailer should preclude it from 
transport fruit. 

sport animal origin products fruit in separate conveymces. 

All employees, incfuding workers involved in loading an ing of food pro 
before and after transport, should adhere to strict personal practices. 

~re~~~ by DF. Ray Mobiey, Fkxida ~~~~~en~ of AgricuIturaf and Ccmumer Services, Tallahassee, FL. 



Florida Department of Citrus 
4 1: Scientific Research Department ‘I s Citrus Fruit 

CITRUS JUKE EXT CTXON TECHNOLOGY 
AND EXTRACTOR SANITATION 

Lake Alfred, FL 33850-2299 
telephone: 8~3-29~~~9~~ 

FAX: 863-295-5919 

resh citrus juice is commonly extracted using mechanic n machines are design 
the juice fkom the fruit peef, seeds, and .targe scale extractors squeeze 
a time and are often favored by retailers. They are portable, simple to clean and specially 
attract the attention of shoppers in store or roadside operations. At juice processing piants, 

er, large-scale extractors are used. These machines have the capacity to extract hundreds of fruit 
Many of these extractors are adjustable with different kinds of cups, cutters and strainer 

es to accommodate fiuit of various sizes and allow desired amounts of oil and pulp to pass into the 
mechanical extraction of oranges yields roughly 45 % - 55 % juice by weight (%arter, 

recent study indicates that the extraction process may be a significant step that affects micr 
quality of fresh squeezed juice. 

Key factors for juice extraction 

1 I) ~qu~prnen~ must be clean and in a sanitary condition prior to juice extraction ~~c~~~~~ et aZ., 1997). 
Processors must strictly adhere to manufacturer re~o~endations for cleaning and sanitizing 
ex~act~on equipment. An individual trained in cleaning and operating the extractor should perform 
these duties regularly as provided in m~ufac~er~s recommendations. The extraction process must 

e place in a clean and enclosed sanitary area where animals and animal products are not allowed. 

2. ~ornrner~~al fresh citrus juice extraction can be a con~ibuting factor to the r~duet~on of overall 
ation. Juice extraction machines reduce surface microbian test organisms 
o and &vr’s 19993). Only a small portion of the surface microbial 

either natural background microflora or inoculated test organisms, were found in the fresh juice 
extracted using the tested juice extractors. These results confirm recent acknowledgment by the FDA 

sical characteristics of citrus fmit may help facilitate safe and sanitary juice extraction 
@TI.., ~99~~) and affirms that juice extraction can be a significant factor that contributes to 
a~~~ulated microbial reduction in fresh citrus juice production. 

ce must be placed in new, clean containers. The containers must be stored in a clean, sanitary area 
sts are excluded. Containers that have been used previously to hold juice or any other items 
be re-used to package fresh citrus juice. ff juice is not transferred directly .from extractor 

the containers offered for sale, it is recommended that the juice be chilled or placed in a chiller- 
spenser at 40” I? OK below. 

Prepared by: Dr. Steven Pao, Florida Department of Citrus, Lake Alfred, FL and Mr. Frank Ketsey, FMC, Lakeland, FL 
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take Affrcd, FL 33850-2299 
T&phone-: 863-295-5950 

FAX: 863-295-59 19 

NES FOR EMPLOYEES ~S~U~SrBLE OR PIREPA~NG 
H SQUEEZES JUICE AT SMALL SCAL B~Sr~ESSES 

Good manufacturing practices are the foundation of any san~~tio~ program and should g included in all 
darning and supe~~s~on activities. The following procedures or g~jde~~nes should be followed daily, monitored 
and fogged. Employees should verify completion by placing their initials in the appropriate ca~endar/day. 

Only wholesome fresh fruit should be used for juice extraction. At urn, fruit should be cleaned 
and processed in a manner consistent with commercial packinghouse cesses. This cleaning 
process has either taken place on these premises, or at a commercial ghouse from which 
fruit was procured. Recent research using high pl3 sanitizers and waxes can help achieve 4.6 f 0.4 
Xog reduction in surface microbial contamination ~~nformatio~ata Sheet I & 2). Grading can also 
provide significant reduction in naturaf juice in microflora (Table f, Fact Sheet 2). 

Fruit previously handled by coftsumers should not be used for production of fresh s 
without a washin~san~tiz~ng step before juice extraction. 

Cleaned atld sanitize fruit should be maintained in a clean, secure, sarritary and enclosed 
environment untif extraction. If a sanitary and enclosed area is not avaiiabfe, or if fi-uit is sourced 
directly from the fiefd, the fruit should be treated according to one of the following methods: 

a, Repeat: step one (washing on a brush bed with commercial equipment and ~~e~er/s~itizer ~rne~ia~e~~ prior 
to extraction. ~~~f~~~a~~~~~a~a Sheets I & 2). 

b. Immersion or spray (30 second contact time) with an alkafine fnzit cleaner, pIi f I.8 
~~~for~ff~~~~~a~a Sheet I). 

c. Hot water immersion or spray treatment. (Fact Sfreet 6). 

ould maintain proper personal 

extractor has been properly cleaned and sanitized per manufacturers guidelines an 
sanitary enclosed work area, Research trials with various commercial extractors have demons~ated 
a I.1 to I.9 log reduction in test organisms. 

containers used for packaging must be food grade and aintained in clean co 

Fresh citrus juice as been properly refrigerated at 40 F or below following extraction. 

ployee(s) should verify daily completion of these procedures by pfacing their initials in the 
attached monthly cafendar log sheet. 
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~er~~~~t Station Road 

~ctsheet 6, Fresh Citrus Juice 

Lake Alfred, FL 33850-2299 
Telephone: ~~3-295~595~ 

FAX: ~~3-295-5919 

TER AND STEAM APPLICATION AS A MEANS FOR 
CE M ICROBIAL ~DUCTION OF CITRUS FRUIT 

sms can be effectively destroyed by thermal tre ent. Since pasteuri~tion 
s elim inate human pathogens and m inim ize sp organisms, they often 

rove product m icrobial safety and stability. Although thermal treatment of fresh citrus juice will 
render the product pasteurized, heat may be applied to sanitize fruit surfaces before juice extraction. 
Rapid thermal treatment of citrus fmit can reduce both fruit surface and initial juice m icrobial load 
without altering original sensory quality of fresh juice (Pao anck DGIV~S, 1999n). 

1. 

2. 

3, 

Strsitegies to reduce surface carried microbes utilizing thermal processes 

E. ~0172’ can be effectively reduced hot water irnrner~~~n treat A  5-log reduction of E. 
coti was attained by immersing inoculated fruit in hot water at for 2 1 m inute or 158°F 
for > 2 m inutes. In general, the higher the temperature applied to the fntit, the shower the 
treatment duration required to achieve a desired surface sanitizing effect. 

Thermal treatment can also be applied as hot water spray o steam  application. ~~it~a~ study 
shows that E. coli was effectively reduced by hot water spray treatments . A  S-log reduction 
was achieved by spraying inoculated citrus fruit with hot water at I 90 Q to 200 “F for 30 to 60 
seconds. 

Whelan sanitizing treatments may be integrated into existing guod rn~ufa~t~~g practices 
(~~~ and hazard analysis critical control point programs to protect integrity of ii-es 
citrus products. Applications of thermal treatm  be adapted to ind~v~dual 
plants and S-fog reduction should be validated through a q ified m icrobiology laboratury to 
con$%m results. Thermal treatments described above sho 
be used in the production of fresh juice. 

plied to fruit that will 
These treatments are not suited for fruit destined for 

the fresh fruit market (such as packinghouse sourced fruit) because these treatments can cause 
a cosmetic degradation of the peel during transport and storage. 

Prepared by Dr. Steven Pao, Florida Department of Citrus, Lake Atfied, FL and Mr. Frank Kelsey, FMC, L&eland, FL 
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: This product has nut been pasteurized and, tkxefore, may ~~~t~~ harr;nf’ut 
act&a that can cause setious illness in children, the elderly, and pwons with weakened 

. immune systems. 

The Food and Drug Administration (FDA) has repared this guide fn 
iwxordance with sectisn 212 of the small Budwime Reguhtary Fairnass Act -(P.L. 
104-121). This guidance document restate@ in pXafn language the Legal. 
requirements set fcxth in the current rsguUtfon for the 1abeLing of fulce 
products that have nat been processed to prevent, reduce, 05 elfminate has;mfuX 
bacteria. Any statement Fn this guidance document that goes beyond merely 
restating the applicable legal requirements represents the agency'@ cuxrerrt 
thinking on this subject. The regulation i& binding and has the force and offoct 
of law; howeverr, this guidance document does notr itself, create or confer any 
xights far ar on any pexson and does not operate ta bind FDA cc th;e public, An 
aItern&zive approach may-be used ff such approach silrtisfiea the rsc@xamc&xs af 
tfie appliczkb3.e statut:o, regulationf4, or both. Addftionaf capfss of thfa g~ldarnca 
doczulzent are availabfs from the UffFce of Food Labeling, MFS-lSU, 200 c Street, 
SW, Washington, DC 20204, VW 202-205-5099, {Zntermet) 
http:lJwww.fda.govf~dmsfguidance.html 
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1. uestion: what is the definition of”“juice” for the purposes of the warning statement 
r~~lat~~n? 

swer: For purposes of this regUtation, juice means the aqueous fiquid expressed or 
~~ra~t~d from one or more bits or v~g~t~l~s (e.g., apple juice, apple cider% orange 
juice, and carrot juie&); a puree of the edible portions of the hit ur vegetable that is used 
as a beverage (e-g., banana puree or peach puree); or iuly ~~~~~ntrat~ of such ~~q~~ds or 
purees (e.g., grape juice concentrate uf grape&& juice ~~~~~ntrate). 

2. uestion: W’hat products are required to bear the warning statement? 

hswer: by juice or beverage c~~t~~ng juice (i.az any “juice product”) that has not 
been processed in a manner capable of achieving at least a T-log reduction ixx the ~~~in~nt 
~~r~urga~srn (i.e.> any “untreated juice pr~du~t~*~ for the shelf life afthe product when 
stored under normal and moderate abuse conditions must bear the warning statement. 

3. uestion: If a juice product is nut t 00 percent juice but contains a acre ofjuice and 
ather ingredients* is the finished product required ta have the warning statement? 

hswer: Juice that has not been treated must bear the Wang statement. if the shed 
beverage is treated, the ~nd~~d~~ juice in~edie~ts wotild not have to be treated. 
Similarly, if each individual juice ingredient has been treated the finished beverage need ti 
not be treated. 

4. uestion: Must untreated juice products that are to be used as i~gr~dignts bear the 
Wang statement? 

~swer: Xf the juice ingredient is nut fur ist~buti~n to r&ail ~unsumefs and is used fg&+y 
in the m~ufacture of other fuods, or is ta be labeled, or repackaged before sale to retail 
consumers, it does nut have to bear the warning statement grovS& that the lack of 
processing to achieve the Slog reduction is disclosed in documents (e.g. invoices, bills uf 
lading) that a~~~rn~~y the ingredient. 

5. Question: Are untreated juice products that are sofd in retail ~stab~s~ents required ta 
bear the warning statement? 



swer: of untreated juice products are scold in package furry they are required to bear 
the warning statement. However, untr~t~d juice produtis sold in retail ~st~~s~e~ts~ 
i.e., ~e~a~r~ts~ delis, some: grocery st~~res, and roadside stands, that are ~tend~d for 
~~ediate ~~~surnpt~~~ and are not preupackag~d da not require wan statements. 

I Question: what juice produets are not required to bear a wafnbqg statement? 

swer: Packaged juice produtis that have been process& in a manner to achieve, at a 
Barnum a S-Jog reduction in the peftinent ~~r~~f~~srn- eat pas~eu~ti~n is one 
process that tiff achieve a S-fog reduction. 

7. Qu~st~~~: If a juice processor has strong CMP”s and a strong I3MXP system in 
oes he have to place a warning statement un his juice trudges? 

~swer: The warning fabef r~~~at~~n specifies that the juice product must be pr~~~ss~d 
IA a rn~~f ta achieve a 54og feductian. Therefore, only if e system jfi place &&-gfes a 
Slag reduction are the juice products exempted Tom the warning statement requirement. 

Question: Are products other than beverages that contain juice required to bear th 
wa~ng statement? For example, is a sherbet c~nt~~ng a fnrit puree that has not 
processed to achieve the S-log redrrction required to bear the statement? 

hswer: No. The re~~at~Qn appfiss only ta juices and beverages ~~~t~~~~ juice. hit 
puree is included in the defi~ti~n ofjuice because it may be used in everages. ~uw~vef, 
if sherbet ~~~~ains the puree, even if the puree is nut processed to achieve a S-log 
r~ductjun~ the sherbet is not required to bear the warning statement 
beverage or a juice. 

because it is not a 

9. uesti~n: Are citrus oils required to bear the warning st~temeAt? 

Answer: No. c&-us oils do not fit the de~~t~~n ofjuice because they are not aqueous 
liquids. 

QuestjuA~ ‘i&hat is a 5-lag redu&t~~A? 

A 5-log reduction means a redrrctiuxr in the of ~~f~ufg~sms by 

-fold. FM example, if a juice product colttai ~,~U peflin&At 
~~r~uf~a~sms, a S-fog reduction would reduce the number ~fpe~inent ~~r~~rg~sms 
to 1. 
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How does a juice m~~fa~r~r achieve a 5-fog red~~~u~ ~thu~t p~te~~g 
the product? 

swef: A ~~~~a~~~fef cm achieve a ~&q red~cbion by using control rn~~r~s that 
ave been shuw-~ to be &T”ctive in reducing the number of ~cruurg~s~. A prucr;;ssur 

use me 6~~tful measure that has been shorrm ta e pertinent ~~ruuf~~srn 
of cantrul measures that 

have a cumufative elect of a ~~~,~~U~fuld reduction. 

swer: The cuntrul measures.used to achieve a S-k~g redutiiun may 
measure at the fungi harvesting, of processing phases uver which t 
Gaatfd aid W~~~~~e~~~ti~e ~~fed~ciA~~~~ number ufpertineAt ~~f~~f~~~~s" 

1.3. uestiun: How can a rn~~fa~~rer determine whether a process achieves a T-lug 
feductkm? 

swer: A processor can conduct its own stxzdies to vak gEgctivefless of its 
rucess or reiy upon scientific studies ~uAd~~~d by others (e-g,, researchers, states, etc.). 

~~idat~uA studies may in&de ( 1) tests of the cuntrutl rn~~~r~ with a known fevef of the 
pertinent ~~ruurg~sm in a controlled experimental setting which is sin&r to a 
~rud~~t~un setting, or (2) tests w&h a surrugate ~~ruufg~sm in an ~x~~~rn~~t~ of 
process setting. Manufacturers of equipment or sanitizers that can be used to cantrul 
ham&d ~~ruurg~sms may test the control measure they are re~u~end~ng and s~~~~y 
the vafidatiun information tu the processor. 

4. ~~est~uA~ If f have ~~u~at~un fium v~idat~un studies dune others (e.g., fese~~hgfs3 
states, etc.), do I have to do along eke to show that my prucess is v~~dated? 

PlJswer: Yes.. A processor must show that the vafiidated r=untrui measure is being used in 
he same manner as it was used 3n the vafidatiun study. Ear exampfe, my ~a~~Ae~ 

should be used in the same manner or any sanitizer at the same cun~entratiu~ as used in. 
the validation study- 

15, ~~est~uA: W’hat dues “‘pertinent ~~ruurg~sm~ mean? 

Answer: The petinent ~~uurg~sm is the must resistant &e-, must resjst~t to being 
killed by the specific treatment under ~uns~defat~un) fuudburne ~athuge~~ (i.e., ifhess- 
causing) ~~f~~f~~s~ that is feasunab~y likely to occur ia a particutar juice. ~at~~~e~~ 
~~ruur~a~s~ WI be ~~rud~~~d into juice both Within and outside the ~ru~~s~ing plant 
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~n~u~ent, ~~l~ding before, during and after harvesting. A ~athuge~c ~~ruufg~sm 
that is likely to QCCW in a juke is one that, based OR the evidence provided by experience, 
illness data, s~~enti~~ reports, and other ~u~tiu~ has a reasu~le pussib~~i~ of 
u~~u~Ag in the particutar juice if a~~fu~~ate cuntfuls to prutect against its uccuffemx 
are not put in place. 

‘16, uestioxr: wkat dues ~s~~ugate ~cfuufg~s~~ mean? 

swer: A surrugate ~~ruurg~sm is any nung~athuge~~ ~cruurg~sm that has acid- 
tuferance, heat resistance, of athef relevant characteristics similar to pertinent 
~cfuufg~sms. Fuud-grade lactic acid bacteria that leave GRAS (geneially recu 
saf&) status are a possible option if their character&ti;ics are sim8af to the pertinent 
~~fuufg~ms. 

17. uestiurr: eat are sume examptes of pertinent ~~ruurg~sms? 

swef: For many juice rn~~fa~t~rers~ the must pertinent ~cruurg~sm will be E. ~~~~ 
157:HT ur tisterkx tmxmcyt~genes. E. cdi UX57:H? is kmm to be ~n~s~~~y acid 

resistant and L. ~~~~cy~~~~~~~ is relatively heat fesistmt. Other ~~ruurg~sms may be 
ertinent if they are known to be reasonably likely to occur in a particular juice product ox 
fucess. 

18. 

20. ~~estiuA~ How should the wanring statement appear on a label? 

‘EiOA: is the required warning statement fur packaged juice pruducts that have 
een p rized ur othetise prucessed tu prevent, reduce, ur eliminate ~at~uge~~ 

~cruu~ga~srns that may be present? 

Answer: WAIRIUNG: This product has nut been pasteurize md, therefure~ may cents 
htil bacteria that can cause serious illness in children, the &fly, aAd persons w$h 
weakened immune systems. 

~~est~u~: Where must the warning statement be piaced on the label? 

swer: The statement musk appear either QA the ~~u~at~u~ panel (the Iabel panef 
i~ediately to the right uf the principal display panel) or on the ~~A~~~a~ display panel 
(that part of the Xabef must likely to, be seen by the cunsumer at the time of purchase, 
generally the front of the package). 

hswer: The statement must appear CIA the label pru~nent~y, cunspi~uu~s~y, and must 
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appear in a ~~rn~rn type size of une-s~~~~h inch. The statement must appear in a box 
set off’by h~rli~es. The wurd “warGng* must appear in bold capital letters. For example: 

s product has not been pasteutied and, ther~fure~ may cunttin h 
bacteria that may cause serious illness in chitdreq the elderly, and persons tith weakened 
i.fnmune systems. 

21. 

22. 

23. 

24. 

Answer: Yes temporarily. ~~~fa~t~rers may provide the Wang statement on signs or 
lacards, until September 8, 1999, fur apple juice and apple cider and until ~uv~mber 5, 
999, fur all other juices. 

Question: Huw should the wting ~atement appear on tigns ur placards? 

izfzswer: The statement should appear pru~nent~y and ~u~s~~~~u~s~y in fetters that are 
legible in a ~~rnurn type she of one-fourth inch. 

Questju~: IWhere mtist signs ur placard be pfaced? 

A_nswer: The sign ur piacard must be placed at the point of purchase ufthe juice prud~et. 
Point of purchase means at the place where the product is displayed, e-g, on the uutside of 
the retigerated case or on a shelf inside the case. 

Qu~st~un: Must the warning statement on signs be printed in prufessiuna~~y set type? 

~swer: The regulation dues nut address how the sign n-m be plated. Tflgrgfugq thg 

sign ciul be dune by any means, including written by hand, as lung as the statement is 
Legible and the letters are at feast one-fourth inch in height. 

25. Question: en must war&g statements appear on covered prudu~ts~ 

Answer: he wanring statement must appear either on sign of ~la~~ds Or on thg labels 
of cuvered products by September 8, f 999 for apple: juice appfe cider, ad by 

November 5, 1999, fur other juice products. later these dates, the warning statement 
must appear directly on the packages. 



z3estiun: Is it the m~~fa~rer or retailer who is r~s~u~sib~e fur pf~~d~~g t 
acards? 

ester: Both share r~s~u~~b~~~~. The firm identifkd as the ~~fa~rer ur d~s~b~tur 
of the ~ru~~~ is res~u~~bl~ fur producing the Iabe-l. A &ID may decide to provide 
instead of chmging their fabds to add the warkng statement, If a fzrm decides not to US 
the label but to provide a sign, the retier must display the sign ~4th the pruduti because 
failing tu do so wuufd constitute ~sbr~~~g of the pruduti, which is a violation of the 
Federal Food, Drug, and Cusmetic Act. 

27, uestion: How wiII FDA determine whether juice that is soEd after the e 
the rule is pruperly labeled? 

Answer: FDA may conduct ~~spe~t~u~s at j&e fims that do nut r&de wdng f&&s 
or signs and that da nut pasteurize. FDA wovfd ident@ the control measures that sure 
used to reduce pathuge~ and review any sekntific data that the fkms pruvide ta show 
that their process provides a 54og redutiiun and, therefare, dues nut require the wig 
statement. 

28. 

29. 

30. 

uestion: Can a juice product that has been heat treated to pasteurize the prudent 
labeled “‘fresh?‘” 

~swef: Q. The term %eshtf implies that a fuud is raw and u~pruc~ssed. &.ke 
products that have been pasteurized are processed and, therefore, can nut be Xabefed 
“fresh. ” 

uestisn: Xf juice products, themselves, have been treated to achieve the S-lug red~~tiuA 
in ways other than heat paste~~tiun (e.g., high pressure tr~tment, sodium bemuate 
etc.), can they be labeled “fresh?” 

Answer: No. Juice products that have eeA preserved or otherwise processed Me nut 

unpsacessed and, therefore, cannot be sabered Tresb.” 

uestiun: 
in W97. 

FDA encouraged vu~~nt~ Wang label statement in a k&k~~~ ~~~5~~~ nutke 
Must a marmfactufef who uses a warning statement on a juice product that has 

d~~~ren~ wording than the statement in the regvtatiun have to change the fabek? 

aswarm A maA~fa~t~rer may continue to label their products using the advice 
in FDA’s August 28, ‘X997 notice until the label inventory is depleted. Any a~~~~~ab~e 
labels printed tier July 7, 1998 must trse the exact warning statement as nuted abuvi in 
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