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Executive Summary
On February 15, 2008, MHLW announced designation of Modified Starches as a food
additive.

Purpose

The period for comments directly to MHLW will close February 29, 2008. However MHLW wiill
also notify these proposed changes to the WTO/SPS committee, which would be the last
chance for public comments to be submitted on this subject. Then after the closing of a the
comment period in the WTO, a report to the Minister of Health, Labour, and Welfare will be
made based on the conclusions of a session of the Pharmaceutical Affairs and Food
Sanitation Council slated to be held at a later date, and this will constitute the final decision.

If you have comments that you would like to be considered for inclusion in the official U.S.
Government comments to the MHLW, please send those as soon as possible to the
Agriculture Section of the U.S. Embassy in Tokyo, at agtokyo@usda.gov.

For comments directly to MHLW, please send those to following contacts.

Standards and Evaluation Division, Department of Food Safety,
Pharmaceutical and Food Safety Bureau,
Ministry of Health, Labour and Welfare

1-2-2, Chiyoda-ku, Kasumigaseki, Tokyo, 100-8916
Tel: 03-5253-1111, Tel.
Fax: 03-3501-4868

Ms. M. ISOZAKI (isozaki- makiko@mhlw.go.jp)

Mr. M. OYAMADA (oyamada-mitsutaka@mhlw.go.jp)
Tel. ex. 4282, 2453
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Outline

The Ministry of Health, Labour and Welfare is going to newly designate 11 modified
starches as authorized food additives.

Under Article 10 of the Food Sanitation Law, food additives can be used or marketed
only when they are designated by the Minister of Health, Labour and Welfare. When use
standards or compositional specifications are established for food additives, based on Article
11 of the law, those additives are not permitted to be marketed unless they meet these
standards or specifications.

In response to a request from the Minister, the Subcommittee on Food Additives
under the Food Sanitation Committee under the Pharmaceutical Affairs and Food Sanitation
Council has discussed the adequacy of the designation of these substances. The
subcommittee has concluded as follows.

Conclusion from the subcommittee

The Minister should designhate the 11 modified starches given below, based on Article
10 of the Food Sanitation Law, as a food additive unlikely to harm human health and
establish compositional specifications for the substance, based on Article 11 of the law (see
Attachment 2-1).

<Modified starches>

Acetylated distarch adipate, Acetylated distarch phosphate, Acetylated oxidized starch,
Starch sodium octenyl succinate, Starch acetate, Oxidized starch Hydroxypropyl starch,
Hydroxypropy! distarch phosphate, Phosphated distarch phosphate, Monostrach phosphate,
Distarch phosphate

Additional Information

—Treatments and Status of Modified Starches (Attachment 2-2)

—Progress in the designation procedure of food additives that have been proven safe by
JECFA (Joint FAO/WHO Expert Committee on Food Additives) and that are widely used in
countries other than Japan (Attachment 2-3)

UNCLASSIFIED USDA Foreign Agricultural Service
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Attachment 2-1

Modified starches (11)

Acetylated Distarch Adipate
Acetylated Distarch Phosphate
Acetylated Oxidized Starch
Starch sodium Octenyl Succinate
Starch Acetate

Oxidized Starch

Hydroxypropyl Starch
Hydroxypropyl Distarch Phosphate
Phosphated Distarch Phosphate
Monostrach Phosphate

Distarch Phosphate

1. Standards for use
Not established.

2. Compositional specifications
See below.
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Oxidized Starch

Substance name Oxidized Starch
Definition Oxidized 3tarch is obtained by treating starch with sodium hypochiorite.

Description Starch Acerate occurs as white to off-white powder, flakes, or granules

having a faint odor

Identification (1) Proceed as directed in Idemmficarion (1) for Acetviated Diztarch
Adipate.

(2) Proceed az directed in Identuficarion (2) for Acerylated Dnztarch Adipate.

(3) Carborvl sroups Proceed as directed in Identificarion (4) for Acetvlated Oxidize
Starch.

Purity (1) Carbozvl sroups MNot more than 1.1%.
Proceed as directed in Purity (2) for Acerylated Omdize Starch
(2) Lead Notmorethan 2.0 pgiz as Ph (5.0 g, Method 1)
(3) Arzenic Mot more than £.0 ug/g as As:0:(0.50 g, Method 2, Appararus B).
(4} Sulfur diomde Mot more than 50 ug'g.
Proceed as directed in Purity (5) for Acetylated Distarch Adipate.

Loss on Drying ot more than 21.0% (120°C, not more than 13.3 EPa, 4 hours).

Hydroxypropyl Distarch Phosphate

Substance name Hydroxypropyl Dnstarch Phosphate
CAS number [53124-00-8]

Definition Hydrozypropyl Distarch Phosphare iz ohtained through esterification of
ztarch with zodium trimetaphosphate or phochporus oxychloride, followsd by
ethertfication with propylens oxide.

Description Hyvdrozveropyl Distarch Phosphate occurs as white to off-white powder,

flakes, or granulez having a faint odor.
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Distarch Fhosphate

Substance name Distarch Phosphate
CAS number [55863-33-2]
Definition Distarch Phosphate iz obtained by esterifying  starch  with

trimetaphosphate or phosphorus oxychloride.

Description  Distarch Phosphate occurs as white to off-white powder, flakes, or

granules havning a faint odor.

Identification (1) Proceed as directed in Identfication (1) for Acetvlated Diztarch
Adipate.

(2) Proceed as directed in Identification (2) for Acerylated Distarch Adipate.
Starch.

Purtty (1) Phosphorous Not more than 0.5% az P!
Proceed as directed in Puriry (3) for Acerylated Distrach Phosphare.
(2} Lead Notmore than 2.0 pg'z as Pb (5.0 g, Method 1).
(3) Arzenic Mot more than 4.0 ug/g as As:0s{0.50 g, Method 3, Appararus B).
(4) Sulfur dioxide Mot mores than 50 ugig.
Proceed as directed in Purity (5) for Acerylated Duztarch Adipate.

Loss on Drying Mot more than 21.0% (120°C, not more than 13 .3 EPa, 4 hours).

Monostarch Phosphate

Substance name Distarch Phosphate

CAS number [53100-01-6]

Definition Distarch Phospharte 12 ohrtained by esterifying starch with ortho-phosphoric
acid, itz sodium or potassium salc, or tripolyphosphate.

Description Distarch Phosphate occurz as white to off-white powder, flakes, or
granules having a faint odor.

Idemrification (1) Proceed as divected in Identfication (1) for Acerviated Diztarch
Adipate.

(2} Proceed az directed in Idennfication (2) for Acetylated Diztarch Adipate.
Purity (1) Phosphorous Not more than 0.5% as P

Froceed as directed in Purity (3) for Acetylared Diztrach Phozphate.

(2} Lead NMNot more than 2.0 ug'e as Ph (5.0 g, Method 1).
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Refractive imdexr pfy - 1.354-1.395

Specific gravity 430 0.9300

Boifing pornr T2-73°C

Zinc Acetate TS Dissolve 120 g of zinc acetate dihydrare in 880 ml of water. Before
uze, filter through guantitative filter (5C).

; ;

0.5 mol/L. Hydrochloric Acid Methanolic Contains 18.23 g of hydrochloric acid (HCI,
maolecular weight: 36.46) per 1,000 ml.
To 45 ml of hydrochloric acid, add 45 ml of water, and made up to 1,000 ml with
ethanol. Standardize before uze.
Srandardization  Welgh accurately about 0.6-0.7 g of sodium carbonate (standard
reagent), previously drisd at 600°C for 1 hour, and dizzolve in 20 ml of water. Titrate
the rezulting solution with the methanolic hyvdrochloric acid (Gndicator: 2 drops of
bromophenalblue TS, Near the endpoint, bodl to remove the carhon oxide, and afrer
cooling, continue the ttration. The endpoint 15 when the color of the solution
changes from blus-purple to blus-green.
1 ml of 0.5 mal/L hydrochloric acid = 26 .50 mpg Ma.C0s
0.5 mol/L Methanolic Hydrochloric Acid See 0.5 mol'L Hydrochloric Acid, Methanolic
0.5 mol/L Meathanolic Morpholine See 0.5 mol'L Morpholine, Methanaolic
0.5 mol/L. Morpholine, Methanolic Contains 43 58 g of morpholine (CaHoN O, molecular
welght: §7.12)
Add methanol to 11 ml of morpholine to make 250 ml.
0.45 mol/L. Sodium Hydroxide
Containg 1800 g of zodium hydroxide (NaOH, molecular weight: 40.00) per 1,000
ml
Uszing about 20 g of sodium hydromde, prepare, standardize, and stors, as
directed for 1 molL Sodium Hydromde, Restandardize frequently.
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