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‘December 24, 2003

Dockets Management Branch
(HFA 305) : L
Food and Drug Admmlstratlon

" Room 1061

5630 Fishers Lane | ,
‘ Rockvﬂle,MD 20852 -

- Re: Docket No. 02N-0276 Intenm Fmal Rule for Registration of Food Facilities under the
. - Public Health Secunty and Bloterronsm Preparedness and Response Act of 2002 (68 Federal
, Reg1ster 58,894, October 10, 2003) Submissron of comments. ,

To Whom It May Concem

\ The National Potato. Councx.l 1s pleased to prowde comments on the Intenm Fmal Rule for the

Regrstratron ‘of Food Facilities contamed in Docket Number ®2N-9276 Thls Interam Final Rule

was developed by the Food and Drug Admnnstratlon (FDA) to fulﬁll ‘their obhgation set forth by‘

- the provisions of Title I1I, Subtxtle A; Section 305 of the Public Health Security and’ Bloterronsm
- Preparedness and Response Act of 2002 (“Bloterronsm Act”) '

The NPC is the only trade association representmg commercial potato growers in 50 states. Our

~ growers produce both seed potatees and potatoes for consmnpt:ton in a variety of forms Annual

production in 2002 was 463,214,000 cwt; with a farm value of more than $3.2 bllhon Total
value is substantlally increased through processmg The potato crop clearly has a posmve
impact onthe U.S. économy. , , :

- The potato is the most popular of all vegetables grown and consumed in the United States and
one of the most popular in the world Annual per capita consumptlon was 136.7 pounds in 2002,
up from 104 pounds in 1962 and is mcreasmg due to the advent of new products and heightened
public awareness of the potato's excellent nutntlonal value Potatoes are. consrdered a staple
consumer commodlty and an mtegral dehclous component of the Amencan diet. .

\ Potato growers support ¢ efforts by the federal govemment to promote the safety of the American
’ people in hght of the expanded threat thst became evrdent on September 11, 2001. NPC'and the
o \potato growers we represent haV“e always taken very serxously the’ trust pl“aced n them by the’”
- Américan consumers to provrde a safe nutntlous and affordable supply of potatoes and potato
products : :
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B 'NPC supports the strong efforts by the. Admnustratlon and’ the FDA to strengthen the protectlons
for-our nations food supply. We are concemed that the requmements contained in the Interim
Final Rule being placed on faxm,s will unnecessanly 1ncrease the recordkeepmg, reglstratlon and
‘ other costs w1thout contnbutlng to 1mproved pubhc safety ’ :

‘ Accordmg to the. rev1ew of the Intenm Flnai Rule and the Bioterronsm Act we. beheve that the .

o . reqmrements spectﬁed in the rule dramatlcally exceed the authonty prowded to FDA by
‘. Cengress.  Congress intended for FDA to- conduct: eversxght ofithe foed supply to reasonabiy

protect the food supply.. Congress did not intend for FDA to collect reg1strat1on mformaﬁon
which is. unnecessary for that goal (

NPC believes that a reasonable exemptlon for farms is necessary and appropnate and will result
in more effective utrhzatlon of FDA resources. The structure of farming operanoas in the United
States is complex and the relatlonsmp of fartmng operatlems to the dlstnbutlon channels is not .

: qu1ck1y understood. Smce the agency hasnot had the benefit of utilizing an administrative -
~ record to evaluate the actual functions of the famung, harvestmg and first handler activities for
potatoes. and other agncultural products the current farm., exempnen contamed n the Interim »
Final Rule and the subsequent mterpretanon by FDA of that. exemption. imposes an unnecessary. -
burden on’ many. farmers. The. mterpretatlon and: unplementanon of the farm. exemption has:
| exacerbated the problem and resulted i in the exemptton bemg of httle value to our growers

\ The general requtrement for reglstratlon of food faclhtxes contamed n sectton 305 of the Act

o directed the Secretary to require by regulatlon that any facxhty engaged in the- manufactunng,

~_processing, packmg, or holding of food for, consumption in the United States be registered.
Serious fines or imprisoriment can resutt for wolanons FDA should not take hghﬂy subj ecting
farmers to.the p0551b111ty of. these pumtlve meas‘ures \

A NPC beheves that the mtent of: Congress m this areawas clear Cengress speczﬁcally prowded
that the term “facility” “does not include. Jarms; restaurants; other retail food establishments;
nonproﬁt food estabhshments in which food'is. prepared for or served directly to the consumer;
.. or fishing vessels...”” 'We believe that this exclusmn clearly takes: precedence over the term

-+ “facilities™ and makes it apparent that Congress mtended to exclude farms.’ Since farms are not.

o \ “facilities under the: spec1ﬁc meaning of the Act any act1v1t1es that occur in the conﬁnes of the -

farm should not be, by deﬁmtlon, covered actlvmes

Ina variety of informal venues ineluding the FDA web s1te and mformal meetmgs ‘with industry-
FDA ofﬁclals have attempted to ‘elaberate on some of the issues ratsed by this definition. We
: 'be11eve additional clarification and opportumty for public mput by farmers is required to clarify

L ‘what eonst;ltutes manufactunng/processmg and nnportantly the hnkage to these activities on
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‘the farm to the. need for farmers to. reg1ste1: For example FDA has mdlcated that placmg crops '
in a plastic sleeves or-bags, or any other consumer end-use container that directly contacts the
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crop, constitutes “manufactunng/processmg” that would tngger the reglstratlon requirement. We
-+ believe that these act1v1t1es camed out on the farm should not trigger the reglstratlon
/ requlrement * Co

: F DA has indicated that they are examlmng lmkages between pestlmde use both p]ie-harvest and
post-harvest and the need to register.. The application of ‘pesticides on farms is actively regulated

by the U S. Emnreamental Pmtectmn “Agency both in terths:of worket-and food: safety ‘Weédo -
not believe these activities require further regulatlon or overSIght The farm exemption must be
broad enough to cover normal farm actlvxtles 1nc1ud1ng the apphcatlon of EPA approved
pest1c1des .

FDA should not. allow the nature of landlord tenant structure to tngger regrstranon Farmers Who ‘
 farm leased tand do it as an extension of their own farming operatwn using business plans and
' fanmng practices that are umﬁed Leased land should be treated as being an 1nse§arable part of
the core farming operatmn and not- asa separate ent1ty that tnggers addmonal reqmrements

Congress has attempted to.speak to the need to exempt tradmonal agnculture Th15 exemptlon
should be based on clear and definable boundaries. For farms to be exempted ornot. exempted
based on whether a potato field is leased and therefore required to be registered or not leased and
therefore exempt is without foundation.. Smularly the farmers’ designation could change '
dependmg on his demsmn to pack in cello bags versus iarger boxes whlch we beheve to bea

‘ ‘decxslon that i is unrelated to nanonal secunty

- NPC concludes. that addmonal direct pubhc mput is needed to make determmatlons on Workable
and realistic. definitions that may trigger. reglstratlon In addition we believe: that FDA should ’
consult with key members of the Congress represenung the agncultural ‘community-to better

A detemnne Congressional intent inamany sections of the Bioterronem Act; BNPC beheves that

“the pubhc welfare and safety can be protected with a minimal dlsruptmn of commerce. We look
forward to working with FDA. to ﬁnd that balance ‘and modlfy the. Intenm Final Rule
accordmgly

Sincerely,

ghn Ket mg o
xecutlve Vice Pres:ldent and. CEO



