Introduction

 5A4478 7/31/95
TA4556 2/18/97

~ petition provides data in support of extendmg the currently ap

- which makes it an ideal companion t
“all over the world for over 24 years, but» its approved uses m the US are hmlted to the 13 categories hst»
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Sectwn H Envmonmental Assessment

As requested by the Agency, a new updated ‘Envuonmental Assessment s hereby prowded ThisEA
1 ince rperate by reference mto

FAP # ~ Date F1led - ing Notice f ‘ ~ EAPages
SAZM41 121478 44FR22816 417779 46 ~ 01092-98
844068  2/1/88 - S3FR19046-5/25/88  S9FR. 94 000062
'9A4126' 0 12/22/88 54 FR 10727 3/15/89;& s /94 ,ff;'000069
2A4332 6/22/92 - ; ’ 8 - 000063

65 FR 79718 12/20/00 0s7*
 63FR57596-10/28/98 11

*On December 5, 1995, FDA requested Pﬁzer Inc (21) to pmvxde a Revxsed Master Envuonmemal Assessment for poly- :

- -dextrose as part of FAP 5A4478 This document (2:2) was submmed to FDA on June 26 1996 and we mcorporate it by

‘reference s | o

1. Date B F ‘oaobéri 10, '2()'05 %
2. Name of pet:tmner kzDamsco SAInc.
3. Address S 440 Saw Mill River Road
e IR T Ardsley, NY 10502 '

4. Descnptmn of the Proposed Actmn

a. Reguested apgroval - G a ‘
The proposed action 1nvolves polyde ? ese =(PDX)¥.~' Damsco Sweeteners propeses to amend the food ado
72.8 tsiuse as a general purpqse bufkmg agent, hum— ‘

in 13 food eategones Tlns

£ PDX to its use as a general -
dmdual food categones
given | ~1n Sectmn G :

As provxdedmsectxon 21 CFR 172.841, PDX is currently approve

purpose bulking agent humectant and texturizer, with the el
1dent1ﬁed in the current regulatwn The propesed amended regulat

b. Need for: ac’uon

PDX was developed for uSe asa low calene bulkmg agent te replaoe the bulk of sugars when a high in-
tensity sweetener is used to provide sv

"etn 'w:th reduced caloric eontent PIX is water soluble and
gars ches. It has no sweetness or flavor of 1ts own,

provides only 1 kcal/g vs 4 kcal/g for e
rently use fmtense sweeteners. It has been used in food safely

edin under 21 CFR 172.841. Sl
o & gﬁ /

2006 F- 00 57 | - 000027



This action is. needed because there is a growmg incidence of obe51ty and diabetes in thlS country and
broader use of PDX will make avallable 7
enable consumers to better manage the
joy the benefits of PDX use that approvalwef thi

improve nutrition. Many people would hke to en-
_;tltmn would perrmt

c. Locations of use: R : :
PDX will be sold to food and beverage manufacturers in whose food
incorporated i 1nto ﬁmshed products o o

d. Locations of d1sposal Ca o i
PDX is only partially metabohzed in the humané Gl tract w1th abouté:-33/

amount being excreted intact. Followmg cons!
changed into pubhcly owned treatment works ( :

Jto 54% (3) of the mgested
uld enter largely un-

5. Identlﬂcatlon of substances that are the subject of the proposed ac mn. 1 -

Common or Usual Name: Polydextrose

Chemical Name: Polydextrose S

CAS Registry Number: 68424- 04-4

Molecular Weight: Average MW ~2000 N
Molecular formula: (CGH;oOs)n where n averages 12
Structural Formula :

Physical Description: polysaccharlde whlte to hght tan powder or granules, soluble in water up to

~80/osohds ' 00002‘

NS

eater anety of reduced sugar and reduced calorie foods to ‘

essing facilities PDX would be




y*mgested PDX is excreted mtact.

food products, this amount is insigni

“organisms in the envzronmental assess el

Additional information is given in Section A.

‘f the; arent company *

envxronmental and occupatlonal exposure re
manufacture of PDX. Spills of product are minimal and

works. Further details of the productwn facilit Nare gwen m the 19

Assessment for FAP 5A4478 (22) “ : v

ystems and oninto
pected | that there
dtob be bmdegm-

’PDX w111 enter the enwroent in h1

Conﬁdentzal calculattons af EICS jbr PDX in z‘he aquatzc and nments Seeztem3 n e r

Volume 2. |

Accxdental spllls of polydextrose 3
ment works. Assummg 0.5% wasta

treatment plant efﬂuents are exp ecte

7. Fate of Substances Released mm th ,Environment'

k ; ﬂmej“‘ tal ,Assessment for
soiublc 20 gof water)

The fate of PDX in the env:mnment 1s~ ( \"scussed in the Rev1
FAP 5A4478 (22). Polydextrose is xtremely Water-soluble (89
and rapldly hlodegradable (see below)

8. Envxronmental Effects of Releaseﬁ Substancw'

‘ g to potenﬁal tomclty to
4478 The stud:les ‘

Data have been presented in prevmus pemwns for PDX mcl
,tsv submltted in FAPs

demonsttated that

‘ lli Lepamzs macrochzrus) The NOEL was 20,000
be found in aqueous ecsosystems (0 184 ppm), and
er aquancorgamsms o

- PDXisnot acutely toxic to fres } it
mg/L or over 100,000 times the
is unhkelyto have any adverse effects on

. PDXis readﬂy blodegradable B@Dg = 280 000 ppm, BOI ' O{iapm (41% of theeretzcal)

000028



Based upon the manufacturmg and processmg condmons of PDX, lts phqu " state low volatihty and L
‘high water solubility as well as the normal 'by'wluch 1t fill enter the ;;nment, very low ;
levels of environmental exposure with n ; ' - :
full-scale produc’uon of PDX have not T

9. Use of Resources and Energy

The use of resources and energy has been eval] ated i

Revised Master Environmental Assessment for
information; see Jtem 4 Volume 2. Thus there
action. All raw materials used in PDX manu;f ,,
renewable resources (comstarch)

M‘tlgatlon Measures
Mitigation measures. taken at the ntanuf*f a wi P

‘Considering the lack of any aﬂﬁclpatc d s ehtal effeété fmm'th :
PDX in the proposed apphcatlon, we 1 : :

lnde g

11. Alternatweto the Prop;ased.Acnoﬁ:& . S ¢

No potential adverse envnonmental img :

alternatives arepresentedmthls documen . T T

sed action. Therefore, no -

12. List of Preparers" ‘

- Expenence

Cultor Food Sclence,
Damsco USA, Inc .y AT

18 years expenence in analytlc 1 tech ¢ dustrial nncal product R&D

4;12 years expcnence m;; udmg comphance w1th
FDA and EPA regulatmns* S S

13. Certlﬁcatlon

ue, accurate and complete to

”900030
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