Room 1061
Rockvﬂle MD 20857

Re' Citizje'n Petition
Dear SII‘ or Madam

On behalf of the International Bottled Water Assoc1at10n Lam
ﬁhng the attached Citizen Pet1t10n Cons1stent with 21 C. F.R. § 10. 20( a), I am

filing the original and three coples. Thank you for your assistance in th1s
‘matter. :

Sincerely yours,

Attachment
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- identity and. quahty for these products

finished product for a Varlety of contaminants. As a result.of: these :

addltlon bottled Water producers must comply,,'

The standard of quahty 1nvolves testlng the»;water sourc

- and testing requirements, bottled water manufacturers have a great deal of ,i .

; mformatlun about the: content of the1r products As respons1ble

i

: On August 6, 1996 the Safe Drmkmg Water Act Amendments :
‘ «’.‘(SDWA) became Iaw Pub L No. 104- 182 1 10 Stat 1613 Sectlon 1 14['of the




label. As of that date, [BW
“require, that this same 1nformat10n dppearon the labels of prlvate Label brands

‘produced’ by IBWA members

 § 101.5 to add the followmg new paragraph

's Model Code will ‘also recommend,; but fot o

| ACTIONREQUESTED i

Petitioners hereby respectfully request that FDA amend 21 C.F.R.

{f} In addmon to the mformatlon reqmred by tl'us
section, the label of any bottled ‘water subject to
§ 165.110 shall bear a telephone number that -
_consumers may call to obtain information.

| STATEMENT OF GROUNDS

‘At its-June 2001 meetlng, the Boa;‘d of D1rectors of IBWA voted to

iamend IBWA's Model Code effective January 1, 2002 to require IBWA members
l,to 1nclude a company contact telephone numb

n the label of propnetary
compames “As of tha
t require that a comp'
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source Water be taken "from an approved sot
and operated” and that the ‘source "be in: confo
" applicable laws and regulatlons of the governm

In add1t1on to comply1 ng with the. standard of identity

chermcal contarn"nant :

for bottled water in 21 C.F.R. § 165. 1 10(a), ,bottled’water manufacturers must

ensure that their- product satlsfies FDA's standar ’of quahty for bottled water
at210FR§165110(b) ' : . e

I The standard of quahty sets alIowabIe -‘levels for 95 m1crob1olog1cal
chemlcal and rad1olog1cal contaminants in bottled water., To: ensure -
comphance with those: allowable levels, and in’ accordance W1th the: bottled B
water Good Manufacturing Practices (GMPs) described more fully below, bottled
water producers must sample both their source’ and product water in .
accordance with a schedule mandated by FDA. If a bottled ‘water product
contains:an amount of any-of these substances that exceeds the particular
standard of quality level, the product is misbranded unless the label states that
the: product contains excessive __.” Further the presence. of the substance
may cause the product to be adulterated if the level present is’ such that it may
be 1n_1ur1ous to- health » : ~

‘ In add1t1on to sat1sfy1ng the above- referenced standard of quahty,
bottled Water producers must operate in accordance with the bottled water

~GMPs, one of the few segment-specific GMP regulations for the food 1ndustry

The bottled water GMPs establish standards for the: collection, processing, and
packaging of bottled water in a manner that is safe and sanitary. Importantly,

~ these regulations mandate testing of both source and- ‘product water to-assure
,comphance w1th FDA and Jor other relevant wgovernrnental standards .

Spec1ﬁcally W1th regard to source water the GMPs reqmre tnat

jurisdiction.” 21 C.F.R. § 129.35(a)(1). These
relevant state government entities. In add1t1f
samples of source water are to be taken "as oft

‘ fandate that o
as necessary “but not less

“than weekly for mlcroblologlcal contaminants." 21 C. F.R. § 129. 35(a)(3)
' 'Further bottled water producers must "for bacteriological purposes, take and .
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Treq ald not increase exist 1 Us te
' Y’jchange the intended use of bottIed water.: Accor mgly, prepar. _t1 n of an

: enwronmental asSessment or an env1ronmenta1 1mpact statement is not
'requlred ‘ R

ECON OMIC IMPACT

; ~ An economlc 1mpact statement under 21 C F R § 10 30(b) 1is not
il requured at this tlme. N s ~

~ The unders1gned certifies that to the best of its knowledge this

. petltlon includes all. information and views on which the petition relies, and
“that it includes representative data and 1nformat10n known to the pet1t1oner
which are unfavorable to the petltlon :

Respectfully subrmtted

International Bottled Water Association
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