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",  DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

{ 2
5 }ﬁ Food and Drug Administration

‘"‘- Callege Park, MD 20740

November 20, 2009

Dr. Masao Kurosaki

Yawata R&D Lab

1-1 Tobihatacho Tobihata-ku
Kitakyushu-City 804-8501 Japan

Dear Dr. Kurosaki:

This is in response to your inquiry of August 27, 2009, concerning the regulatory status
and use of your product (called "ALSHEET-QM"), identified as aluminum plated steel
sheet, manufactured by Nippon Steel Corporation. To be more specific, you state that the
aluminum plated layer onto the steel consists of 90 - 94 % of aluminum and 6-10 %
silicon. The finished product is intended for use in household appliances such as electric
oven toasters, rice cookers, micro-wave ovens, ete.

You have identified the components of "ALSHEET-QM" coating as follows:

Components CFR Ref. Ci
Zirconium 175300 As indirect additive
(176.1 70)
Silicon dioxide 1821711 GRAS
A ium phospt 184.1114 GRAS
Calcium inositol hexa-
hosphate GRAS

In Dr, Smith’s letter of January 23, 2007, he stated that zirconium is listed in 21 CFR
175.300(b)(3)(xxii) for use in the manufacture of driers, when reacted with an acid and
that zirconium, by itself, not in 21 CFR 175.300. Also, you should be aware that 21 CFR
176.170 pertains to additives intended for use in the manufacture of paper and paperboard
and does not authorize use of zirconium in resinous and polymeric coatings on metal.
Nonetheless, the agency has previously reviewed the use of zirconium under the
"Threshold of Regulation Policy" and luded that this sub is ptable for use
in the manufacture of food-contact articles, We have no reason to alter or change our
conclusion regarding the safe use of zirconium.

In addition, it should also be d that i hosphate is listed in 21 CFR
184.1141, not in 21 CFR 184.1114. Therefore, the corrected regulatory status of the
components of "ALSHEET-QM" coating material is listed below:

Components CFR Ref. Comments
Zirconium 75.300

Silicon dioxide 2.1711 GRAS

A ium phosph 4.1141 GRAS

Calcium inositol i:exa-
hosphate GRAS

Furthermore, it should also be pomled out that the extraction test, provided in your letter,
is not useful for our safety review for the intended use of your prud‘ucl ]nstnd.

should measure the hardness of your product as well as | and

tests for your product. However, you do not need to submit the above-mentioned
hardness measurement and corrosion and abrasion tests for your product at this time.
‘This conclusion is based on the likelihood that all the components and the potential
migrants of the "ALSHEET" coating material would migrate to food at insignificant
amounts since they will remain stable and intact, chemically inert and resistant to
corrosion and abrasion under your conditions of use.

In conclusion, we consider the " A[.SHEET" coating material will be acceptable for its

ded use as described above, g that your product (ie., "ALSHEET" coating
material) will remain stable and intact, chemlca]ly inert and resistant to corrosion and
abrasion under its conditions of use. As such, your mlcndcd use of your product will not
need to submit a food contact notification, a food addi ition or a threshold of
regulation exemption request for premarket approval as food additives under section 409
of the Federal Food, Drug and Cosmetic Act.

If you have additional questions, please feel free to contact us.

Sincerely,

Ao

Anita Chang, Ph.D.
Division of Foed Cofitact Substance
Notification Review, HF5-275
Office of Food Additive Safety
Center for Food Safety

and Applied Nutrition
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IN CASE OF ANY TROUBLE OR QUESTION AS TO THIS MATERIALS,
PLEASE INFORM OUR HEAD OFFICE OR OUR NEAREST OFFICE

i NIPPON STEEL  Yauata AREA

WROBLHEER

@ IRDEMEER (kg/m?)
TR FLIZOLONEERES

(mm) 40 60 80 100 120

0.30 2.242 2.186 2.130 2.065 2.017
0.35 2.635 2.578 2.552 2.458 2.409
0.40 3.027 2.971 2.915 2.850 2.802
0.50 3.812 3.756 3.700 3.635 3.587
0.60 4.597 4.541 4.485 4.420 4.372
0.70 5.382 5.326 5.270 5.205 5.157
0.80 6.167 6.111 6.055 5.990 5.942
0.90 6.952 6.896 6.840 6.775 6.727
1.0 7.737 7.681 7.625 7.560 7.512
1.2 9.307 9.251 9.195 9.130 9.082
1.4 10.88 10.82 10.76 10.70 10.65
1.6 12.45 12.39 12.33 12.27 12.22

2.0 15.59 15.53 15.47 15.41 15.36
2.3 17.94 17.89 17.83 17.77 17.72

2.5 19.51 19.46 19.40 19.34 19.29
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