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Karen Egbert 
Senior Staff Attorney, Food Safety 



February 19,2002 

ets management Branch, 

On behalf af the Center for Science in the Public Interest (CSPX), we are writing to 
aft guidance document, entitled “Exemptions from the 

el ~eq~i~e~~~t for Juice - ~ec~~~~ndati~~s fr>r Effectivity Achieving a S-Log 
by the Center for Food S ty and Applied attritions Office of Plant and 
everaggs lctf the Food an ug Ad~i~ist~ati~~ (FDA). CSPI is a ~~n-p~~fit 

group that focuses p ify on ~ut~iti~~ and fuod-safety issues and is su 
ubseribers to its ~~t~~~~~~ ~~~~~~ ~~~~~~~~~~~r. 

ent prvvides small and very small juice processors not yet subject to t 
Analysis and Criticaf CantraX Point (I-IACCP) rule with g~ida~~~ cm how to achieve 

erfor~ance standard necessary to attain an ~xe~pt~~n from the label 
ent. Although the draft guidance strengthens earlier guidance and is a 

p tn readying small and ve smalf juice processms far fufl c~~p~ia~~e with the 
juice I-IACCP rule by the ap iance deadlines (January 2003 for small processors 
and tannery 2004 for very srnah processv~s), it is deficient in one key respect. 

The guidance shaped emphasize the need for juice processors to validate and verify 
through ~iGr~bia~ testing that the intervention te&h~~Iogies they develo 
5-log r ctions lY ive in addressing microbial hazards. Adequate verifi~atiQn is a 

CP pri 1 mulgating the final juice I-IACCP rule, FDA emphasized that the 



5-log reduction requirement sets a goaf for juice processors without mandating the specific 
~~t~rventior~ t~~h~o~~gies they must use to ac ieve that goa1 and provides a mechanism for 

uiva~~n~~ of alternative strategies for controlling pathogens.2 It is 
ssors are provided with ~exibi~ity in choosing how to a~comp~isb 

du~tion goal that ongoing verification of their intervention ~~c=ess~s through end- 

e mere fact ~ba~ a treatment process as been scientifically validated to redbud 
a~h~ge~s alone does not assure that ortcomin~s in a particuf facihty’s application of those 

re adequately identified a does not guarantee that ose processes are astrally 
a continuous basis to minimize identified mi~robio~ogi~a~ risks - especially at plants 

ell validated then pasteurization. While thermal pasteurization is an 
eving the s-log reduction, even facilities using pasteurization should 

n~tioning properly. Indeed, in promulgating the final juice HACCP 
ed that “‘the effectiveness of pasteu~zation is dependent on 

ted system that validates and verifies the efficacy of the 
Fed. Reg. 6137,6145 (Jan I9,ZOOl). Moreover, there is no reason 

ors, who may employ surface treatments of fruit to contribute toward 
ction, must sampfe their products to verify that the surface treatment is 
ors of non-citrus juices using different treatments on the extracted juice 

conduct testing to verify the effectiveness of their processes! 

Accordingly, the FDA should revise its guidance to entourage all juice processors to use 
regular ~nd-pr~d~~t microbial testing as a toof to verify t at their intervention technologies are 
achieving the 5-log red~~~~~~ on a continuing basis. Thi testing shuu~d be conducted to affirm 

y-lot acceptance oft roduct and serve as an early warning system that 
erly identified and a essed, particuIar~y where new mat 

s or product changes been made. Such regular testing 
greatest assurance that the risk of outbreaks m foods produced under HACGP sy 
minimized. 

For ~ornpa~i~s that are using pasteurization to meet the performance standard, 
verification testing could be conducted riodically, perhaps weekly or i-we&ly, until a reco 

~~ACC~~ Sy3rtems; Find Rule, 61 Fed. Reg. ?8,8 I7 (1996) ~statj~~ that “HACCP systems must be syst~rnat~~a~~~ 
verified’“), 

2 66 Fed. Reg. 6I37,6165 (Jan. 19,200I). 

4 The fact that citrus pr~essors may apply a surface treatment to achieve the S-log reduction, while non- 
citrus fruit treatments must be applied to the expressed juice, does justify a difference in treatment between the two 
sets of processors since the effectiveness of any specific i~te~v~nt~~~ treatment in reducing bacterial c~~tarn~~atj~~ 
cannot be judged on paper va~jdat~~~ of the process alone. 

-2- 



as been established. For companies using methods other than pasteur~~ati~~ 
-log reductiu~, the FDA should encourage them to conduct daily testing of 
o determine lot-by-lot acceptance of product but to emonstrate that the 

system is working reliably, part~~~~a~~y when there has been a significant equipment, 
ckagi Process ve~~ficat~~~ through ~i~~Qbia1 testing is 
ShX ently lacks the resources to conduit regular ~~sp~cti~ns of 

the guidance to ~ec~~~~nd that rocessors conduc duct 
at there has not been product re-c nta~~nat~on after on of the 

~~te~ve~t~~~ treatments pa~tic~~ar~y since studies on apples have suggested that ~~c~~~rga~is~s 
recessing areas and can accumulate on processing equip~ent.5 

e appreciate the o p~~tun~ty to c~~~~nt on the draft gujdance. 

Sincerely, 

Karen L. Egbert 
Safety Attorney 

Caroline Smith 
Food Safety Director 


