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Copies of the scientific literature 
review on methyl and ethyl acrylates 
and the report of the Select Committee 
are available for review at the Dockets 
Management Branch (address above), 
and may be purchased from the 
National Technical Information Service, 
5285 Port Royal Rd., Springfield, VA 
22161 as follows:

Title Order No. Price
code Price*

Methyl and Ethyl 
Acrylates 
(Scientific 
Literature Review).

PB-234-897/AS.... A05.__ $8.00

Monomeric and 
Polymeric Ethyl 
Acrylate and 
Methyl Acrylate 
(Select Committee 
report).

PB-276-415/AS.... A02...... 5.00

'Price subject to change.

This proposal does not affect the 
current use of ethyl acrylate, 
methylacrylate or their polymers in pet 
food or animal feed.

The agency has determined under 21 
CFR 25.24(d)(6) (proposed December 11, 
1979; 44 FR 71742) that this action is of a 
type that does not individually or 
cumulatively have a significant impact 
on the human environment. Therefore, 
neither an environmental assessment
nor an environmental impact statementN 
is required.

In accordance with the Regulatory 
Flexibility Act, FDA has considered the 
effect that this proposal would have on 
small entities including small businesses 
and has determined that the effect of 
this proposal is to maintain current 
known uses of the substances as 
components of polymers that are 
covered under food additive regulations 
and prior-sanctioned listings. FDA 
certifies in accordance with section 
605(b) of the Regulatory Flexibility Act 
that no significant economic impact on a 
substantial number of small entities will 
derive from this action.

In accordance with Executive Order 
12291, FDA has carefully analyzed the 
economic effects of this proposal, and 
the agency has determined that it will 
not result in a major rule as defined by 
that Order.
List of Subjects in 2 1  CFR Part 182

Generally recognized as safe (GRAS 
°od ingredients; Spices and flavoring!

therefore, under the Federal Food, 
ttrug, and Cosmetic Act (secs. 20 1(s), 
409, 7°l(a), 52 Stat. 1055, 72 Stat. 1784-
Si? m amended (21 U.S.C. 321(s), 348, 
p la j)) and under authority delegated
i!irr.n 0mmissioner Of Food and Drug 
l 1 U*R 5.10), it is proposed that Part 1  
oe amended in § 182.90 Substances 

grating to food from paper and

paperboard products by removing 
“Methyl and ethyl acrylate” from the list 
of substances.

FDA is unaware of any other prior 
sanction for use of these substances as 
indirect human food ingredients under 
conditions different from those 
identified in this document. Any person 
who intends to assert or rely on such a 
sanction shall submit proof of its 
existence in response to this proposal. 
The action proposed above will 
constitute a determination that excluded 
prior-sanctioned uses would result in 
adulteration of the food in violation of 
section 402 of the Federal Food, Drug, 
and Cosmetic Act (21 U.S.C. 342), and 
the failure of any person to come 
forward with proof of such an 
applicable prior sanction in response to 
this proposal constitues a waiver of the 
right to assert or rely on it later. Should 
any person submit proof of the existence 
of a prior sanction, the agency hereby 
proposes to recognize such use by 
issuing an appropriate regulation under 
Part 181 (21 CFR Part 181) or by 
affirming it as GRAS under Part 184 or 
186 (21 CFR Part 184 or 186), as 
appropriate.

Interested persons may, on or before 
September 9,1982 submit to the Dockets 
Management Branch (address above), 
written comments regarding this 
proposal. Two copies of any comments 
are to be submitted, except that 
individuals may submit one copy. 
Comments are to be identified with the 
docket number found in brackets in the 
heading of this document. Received 
comments may be seen in the office 
above between 9 a.m. and 4 p.m.,
Monday through Friday.

Dated: June 15,1982.
William F. Randolph,
Acting Associate Commissioner for 
Regulatory A ffairs.
[FR Doc. 82-16444 Filed 7-8-82; 8:45 am]
BILLING CODE 4160-01-M

21 CFR Part 182

[Docket No. 80N-0196]

Japan Wax; Proposed Deletion From 
GRAS Status as an Indirect Human 
Food Ingredient
AGENCY: Food and Drug Administration. 
ACTION: Proposed rule.

SUMMARY: The Food and Drug 
Administration (FDA) proposes not to 
affirm Japan wax as generally 
recognized as safe (GRAS) as an 
indirect human food ingredient 
migrating to food from cotton and cotton 
fabrics used in dry food packaging and

to remove it from the list of substances 
that are GRAS. The safety of this 
ingredient is being evaluated under a 
comprehensive safety review being 
conducted by FDA. Because of the 
absence of sufficient safety information, 
it is not possible to affirm the safety of 
the ingredient for GRAS use. The 
proposed action does not affect the 
present food additive regulated use of 
Japan wax.
DATE: Comments by September 9,1982. 
ADDRESS: Written comments to the 
Dockets Management Branch (HFA- 
305), Food and Drug Administration, Rm. 
4-62, 5600 Fishers Lane, Rockville, MD 
20857.
FOR FURTHER INFORMATION CONTACT: 
John W. Gordon, Bureau of Foods (HFF- 
335), Food and Drug Administration, 200 
C St. SW., Washington, DC 20204, 202- 
426-9463.
SUPPLEMENTARY INFORMATION: FDA is 
conducting a comprehensive review of 
human food ingredients classified as 
GRAS or subject to a prior sanction. The 
agency has issued several notices and 
proposed regulations (see the Federal 
Register of July 26,1973 (38 FR 20040)), 
initiating this review. Under this review, 
the safety of Japan wax has been 
evaluated. In accordance with the 
provisions of § 170.35 (21 CFR 170.35), 
the agency proposes to delete this 
ingredient from the GRAS list. The use 
of Japan wax as an indirect food 
ingredient will continue under existing 
food additive regulations.

Japan wax is a tallow obtained from 
the fruits of the oriental sumac, Rhus 
succedanea (Japan, Taiwan, and Indo­
china), R. vernicifera (Japan) and R. 
trichocarpa (China, Indo-China, India, 
and Japan). Japan wax is prepared 
mostly from the mesocarp by hot 
pressing the immature fruit. Depending 
upon the method of preparation, the 
commercial tallow may contain more or 
less of the kemal fat that alters its 
melting range. Japan wax mgy be 
bleached by exposing flakes to sunlight 
for some days or weeks. The wax is 
unusual in that it contains glycerides of 
the Cis-Cas dibasic acids and also has a 
particularly high content of tripalmitin. 
The former are credited with giving 
Japan wax its characteristic properties 
of toughness and ability to be kneaded 
without crumbling.

Japan wax is used in the manufacture 
of candles, wax matches, pomades, 
creams, polishes, textile finishes, and 
sizing. It is also used as a lubricant for 
cordage and leather dressing.

Japan wax is currently listed in 
§ 182.70 (21 CFR 182.70) as a GRAS 
substance migrating from cotton and
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cotton fabrics used in dry food 
packaging, under a regulation published 
in the Federal Register of June 10,1961 
(26 FR 5224). As a regulated substance, 
Japan wax is listed in § 73.1(b)(2) (21 
CFR 73.1(b)(2)) for use in diluents in 
color additive mixtures for coloring shell 
eggs, in § 175.105 (21 CFR 175.105) for 
use in adhesives, in § 175.350 (21 CFR 
175.350) for use as an optional substance 
in vinyl acetate/crotonic acid 
copolymer, and in § 176.170 (21 CFR 
176.170) for use as a component of paper 
and paperboard in contact with aqueous 
and fatty foods.

No information was requested on 
Japan Wax during the National Academy 
of Sciences/National Research Council 
(NAS/NRC) survey of food 
manufacturers on the use of GRAS 
ingredients in food, and none was 
submitted. However, information from 
other sources indicates that in recent 
years total annual imports have varied 
from 321,000 pounds in 1968 to 97,000 
pounds in 1972. From the largest annual 
import it may be calculated, assuming a 
population of 205 million, that about 2 
milligrams are available per person per 
day. Most domestic consumption is 
apparently in nonfood uses. Thus, the 
quantity used in cotton packaging 
materials for dry foods is likely to be a 
fraction of a milligram per person per 
day. No data are available on the extent 
of migration of Japan wax from 
packaging material to food, but it is 
reasonable to assume that only a small 
percentage of the Japan wax that is 
present will migrate. It is probable, 
therefore, that exposure from this source 
is not more than a small fraction of a 
milligram per person per day.

Japan wax was the subject of a search 
of the scientific literature from 1920 to 
the present. The criteria used in the 
search were chosen to discover any 
articles that considered (1) chemical 
toxicity, (2) occupational hazards, (3) 
metabolism, (4) reaction products, (5) 
degradation products, (6) 
carcinogenicity, teratogenicity, or 
mutagenicity, (7) dose response, (8) 
reproductive effects, (9) histology, (10) 
embryology, (11) behavioral effects, (12) 
detection, and (13) processing. A total of 
129 abstracts on beeswax and Japan 
wax was reviewed, and 11 particularly 
pertinent reports from the literature 
survey have been summarized in a 
scientific literature review. Of the 
abstracts, six dealt specifically with 
Japan wax, and one particularly 
pertinent report was summarized in the 
review. In addition, eight other sources 
containing data on Japan wax or its 
constituents were consulted.

The select Committee on GRAS 
Substances (the Select Committee), 
composed of qualified scientists chosen 
by the Life Sciences Research Office 
(LSRO) of the Federation of American 
Societies for Experimental Biology 
(FASEB), has examined the available 
information on Japan wax. The scientific 
literature review shows the following 
information, as summarized in the report 
of the Select Committee:

Only one early study, involving the 
feeding of Japan wax to four rats, was 
available to the Select Committee. Four 
rachitic rats were fed Japan wax at a 2 
percent level (about 2 g per kg of body 
weight) in their rations. Two animals 
gained weight over 8 to 16 days and one 
lost weight; the fourth lost weight and 
died after 22 days. No antirachitic effect 
was produced by feeding the wax.

Digestibility of tripalmitin (M.P.
66.5° C), the major constituent of Japan 
wax, was determined in adult female 
rats fed rations containing 15 percent of 
the triglyceride (about 10 g per kg of 
body weight). Coefficient of digestibility 
was 12.8 for rations containing 7 percent 
of the Osborne-Mendal salt mixture (6.1 
mg calcium and 0.9 mg magnesium per 
gram ration) and 27.9 for rations in 
which the calcium and magnesium salts 
had been omitted from the salt mixture. 
However, digestibility of tripalmitin as a 
component of a diet containing 
unsaturated fats may be higher since 
increasing the fluidity of saturated fats 
by the addition of unsaturated fat 
markedly increases the digestibility.

In vitro mutagenic evaluation of Japan 
was using Saccharomyces cerevisiae, 
strain D4 and Salmonella typhimurium, 
strains TA-1536, TA-1537, and TA-1538, 
with and without metabolic activation 
with liver, lung, kidney or testis 
homogenates from mice, rats, or 
monkeys revealed that it exhibits no 
genetic activity. Dimethylsulfoxide was 
used as the solvent; dose levels of the 
wax were 0.015 to 0.060 percent in the 
Salmonella tests and 0.125 to 0.500 
percent in the tests with Saccharomyces.

No reports were available to the 
Select Committee on the acute toxicity, 
long-term feeding carcinogenicity or 
teratogenicity of Japan wax.1

All of the available safety information 
on Japan wax has been carefully 
evaluated by the Select Committee. It is 
the opinion of the Select Committee that:

Japan wax is a substance of plant 
origin which is [listed as] generally 
recognized as safe (GRAS) as a

1 "Evaluation of the Health Aspects of Japan Wax 
as a Substance Migrating to Food From Cotton and 
Cotton Fabrics Used in Dry Food Packaging," Life 
Sciences Research Office, Federation of American 
Societies for Experimental Biology, 1975, p. 4.

substance migrating to food from cotton 
and cotton fabrics used in dry food 
packaging. However, the Select 
Committee found no information on the 
acute toxicity of this substance, or 
reports of long-term feeding studies, or 
studies of its carcinogenicity or 
teratogenicity.2

The Select Committee concludes that, 
in view of the nearly complete lack of 
biological studies, it has insufficient 
data upon which to evaluate the safety 
of Japan wax as a substance migrating 
to food from cotton and cotton fabrics 
used in dry food packing. After 
considering all available data, including 
the Select Committee's report, FDA 
agrees with the conclusion of the Select 
Committee. However, before deciding 
on a course of regulatory action, the 
agency approached a wax trade 
association to determine whether any of 
its members could supply additional 
safety data on Japan wax. The 
association’s response was that there 
were no additional safety data 
available. FDA also inquired whether 
any of the association’s members would 
be willing to conduct or sponsor an LDso 
study on the ingredient. The association 
responded that because the quantity of 
Japan wax used for food purposes is 
small, there is no interest in sponsoring 
this study. FDA concludes, therefore, 
that Japan wax must be removed from 
the GRAS list as an ingredient migrating 
to food from cotton and cotton fabrics 
because there is insufficient information 
to affirm it as GRAS. If, however, during 
the comment period, information is 
presented that supports the safe use of 
Japan wax in cotton and cotton fabrics 
for use in dry food packaging, FDA will 
reconsider its proposal to remove this 
ingredient from the GRAS list. 
Alternatively, FDA approval for this use 
of Japan wax may be sought through the 
GRAS or food additive petition 
procedures as outlined in § 170.35 (21 
CFR 170.35) or § 171.1 (21 CFR 171.1).

FDA has reviewed the regulated uses 
of Japan wax as a diluent in color 
additive mixtures for shell eggs, as a 
component of adhesives, as an optional 
substance in vinyl acetate/crotonic acid 
copolymers, and as a component of 
paper and paperboard in contact with 
aqueous and fatty foods. The agency 
concludes that these regulated uses of 
Japan wax may continue pending their 
evaluation under the safety review ot 
regulated food additives.

* “Evaluation of the Health Aspects of Japan Wax 
as a Substance Migrating to Food From Cotton ana 
Cotton Fabrics Used in Dry Food Packaging, 1 
Sciences Research Office, Federation of American  
Societies for Experimental Biology, 1975, p. 5.
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Copies of the scientific literature 
review of Japan wax, the mutagenic 
screening test for the ingredient, and the 
report of the Select Committee are 
available for review at the Dockets 
Management Branch (address above), 
and may be purchased from the 
National Technical Information Service, 
5285 Port Royal Rd., Springfield, VA 
22161, as follows:

Title Order No. Price
code Price 1

Beeswax and Japan 
wax (scientific 
literature review).

PB-233-854/AS.... A03...... $6.00

Japan wax (Select 
Committee report).

PB-262-657/AS.... A02...... 5.00

Japan wax 
(mutagenic 
evaluation, tier I, 
microbial test).

PB-254-513/AS.... A03...... 6.00

’ Price subject to change.

This proposed action does not affect 
the present use of Japan wax in pet food 
or animal feed.

The agency has determined under 21 
CFR 25.24(d)(6) (proposed December 11, 
1979; 44 FR 71742) that this action is of a 
type that does not individually or 
cumulatively have a significant impact 
on the human environment. Therefore, 
neither an environmental assessment 
nor an environmental impact statement 
is required.

FDA, in accordance with the 
Regulatory Flexibility Act, has 
considered the effect that this proposal 
would have on small entities including

small businesses and has concluded that 
the removal of Japan wax from the 
GRAS list will not cause measurable 
economic effect. Therefore, FDA 
certifies in accordance with section 
605(b) of the Regulatory Flexibility Act 
that no^ignificant economic impact on a 
substantial number of small entities will 
derive from this action.

In accordance with Executive Order 
12291, FDA has carefully analyzed the 
economic effects of this proposal and 
the agency has determined that the 
proposal will not result in a major rule 
as defined by the Order.
List of Subjects in 21 CFR Part 182

Generally recognized as safe (GRAS) 
food ingredients; Spices and flavorings.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 201 (s),
409, 701(a), 52 Stat. 1055, 72 Stat. 1784- 
1788 as amended (21 U.S.C. 321(s), 348, 
371(a))) and under authority delegated 
to the Commissioner of Food and Drugs 
(21 CFR 5.10), it is proposed that Part 182 
be amended in § 182.70 Substances 
migrating from cotton and cotton fabrics 
used in dry food packaging by removing 
the entry for “Japan wax”.

The agency hereby gives notice that it 
is unaware of any prior sanction for the 
use of this ingredient in food under 
conditions different from those 
identified in this document. Any person 
who intends to assert or rely on such a 
sanction shall submit proof of its 
existence in response to this proposal.

The regulation proposed above will 
constitute a determination that excluded 
prior-sanctioned uses would result in 
adulteration of the food in violation of 
section 402 of the Federal Food, Drug, 
and Cosmetic Act (21 U.S.C. 342), and 
the failure of any person to come 
forward with proof of an applicable 
prior sanction in response to this 
proposal constitutes a waiver of the 
right to assert or rely on it later. Should 
any person submit proof of the existence 
of a prior sanction, the agency hereby 
proposes to recognize such use by 
issuing an appropriate regulation under 
Part 181 (21 CFR Part 181) or affirming it 
as GRAS under Part 184 or 186 (21 CFR 
Part 184,186), as appropriate.

Interested persons may, on or before 
September 7,1982 submit to the Docket 
Management Branch (address above), 
written comments regarding this 
proposal. Two copies of any comments 
are to be submitted, except that 
individuals may submit one copy. 
Comments are to be identified with the 
docket number found in brackets in the 
heading of this document. Received 
comments may be seen in the office 
above between 9 a.m. and 4 p.m., 
Monday through Friday.

Dated: June 14,1982.
William F. Randolph,
Acting A ssocia te Comm issioner for  
Regulatory Affairs.
[FR Doc. 82-18443 Filed 7-8-82; 8:45 am]

BILLING CODE 4160-01-M
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DEPARTMENT OF LABOR

Employment Standards 
Administration, Wage and Hour 
Division

Minimum Wages for Federal and 
Federally Assisted Construction; 
General Wage Determination 
Decisions

General wage determination decisions 
of the Secretary of Labor specify, in 
accordance with applicable law and on 
the basis of information available to the 
Department of Labor from its study of 
local wage conditions and from other 
sources, the basic hourly wage rates and 
fringe benefit payments which are 
determined to be prevailing for the 
described classes of laborers and 
mechanics employed on construction 
projects of the character and in the 
localities specified therein.

The determinations in these decisions 
of such prevailing rates and fringe 
benefits have been made by authority of 
the Secretary of Labor pursuant to the 
provisions of the Davis-Bacon Act of 
March 3,1931, as amended (46 Stat.
1494, as amended, 40 U.S.C. 276a) and of 
other Federal statutes referred to in 29 
CFR 1.1 (including the statutes listed at 
36 FR 306 following Secretary of Labor’s 
Order No. 24-70) containing provisions 
for the payment of wages which are 
dependent upon determination by the 
Secretary of Labor under the Davis- 
Bacon Act; and pursuant to the 
provisions of part 1 of subtitle A of title 
29 of Code of Federal Regulations, 
Procedure for Predetermination of Wage 
Rates (37 FR 21138) and of Secretary of 
Labor’s Orders 12-71 and 15-71 (36 FR 
8755,8756). The prevailing rates and 
fringe benefits determined in these 
decisions shall, in accordance with the 
provisions of the foregoing statutes, 
constitute the minimum wages payable 
on Federal and federally assisted 
construction projects to laborers and 
mechanics of the specified classes 
engaged on contract work of the 
character and in the localities described 
therein.

Good cause is hereby found for not 
utilizing notice and public procedure 
thereon prior to the issuance of these 
determinations as prescribed in 5 U.S.C. 
553 and not providing for delay in 
effective date as prescribed in that 
section, because the necessity to issue 
construction industry wage 
determination frequently and in large 
volume causes procedures to be

impractical and contrary to the public
interest. , . . .

General wage determination decisions 
are effective from their date of 
publication in the Federal Register 
without limitation as to time and are to 
be used in accordance with the 
provisions of 29 CFR Parts 1 and 5. 
Accordingly, the applicable decision 
together with any modifications issued 
subsequent to its publication date shall 
be made a part of every contract for 
performance of the described work 
within the geographic area indicated as 
required by an applicable Federal 
prevailing wage law and 29 CFR, Part 5. 
The wage rates contained therein shall 
be the minimum paid under such 
contract by contractors and 
subcontractors on the work.
Modifications and Supersedeas 
Decisions to General Wage 
Determination Decisions

Modifications and supersedeas 
decisions to general wage determination 
decisions are based upon information 
obtained concerning changes in 
prevailing hourly wage rates and fringe 
benefit payments since the decisions 
were issued.

The determinations of prevailing rates 
and fringe benefits made in the 
modifications and supersedeas 
decisions have been made by authority 
of the Secretary of Labor pursuant to the 
provisions of the Davis-Bacon Act of 
March 3,1931, as amended (46 Stat.
1494, as amended, 40 U.S.C. 276a) and of 
other Federal statutes referred to in 29 
CFR 1.1 (including the statutes listed at 
36 FR 306 following Secretary of Labor’s 
Order No. 24-70) containing provisions 
for the payment of wages which are 
dependent upon determination by the 
Secretary of Labor under the Davis- 
Bacon Act; and pursuant to the 
provisions of part 1 of subtitle A of title 
29 of Code of Federal Regulations, 
Procedure for Predetermination of Wage 
Rates (37 FR 21138) and of Secretary of 
Labor’s Orders 13-71 and 15-71 (36 FR 
8755,8756). The prevailing rates and 
fringe benefits determined in foregoing 
general wage determination decisions, 
as hereby modified, and/or superseded 
shall, in accordance with the provisions 
of the foregoing statutes, constitute the 
minimum wages payable on Federal and 
federally assisted construction projects 
to laborers and mechanics of the 
specified classes engaged in contract 
work of the character and in the 
localities described therein.

Modifications and supersedeas

decisions are effective from their date of 
publication in the Federal Register 
without limitation as to time and are to 
be used in accordance with the 
provisions of 29 CFR Parts 1 and 5.

Any person, organization, or 
governmental agency having an interest 
in the wages determined as prevailing is 
encouraged to submit wage rate 
information for consideration by. the 
Department. Further information and 
self-explanatory forms for the purpose 
of submitting this data may be obtained 
by writing to the U.S. Department of 
Labor, Employment Standards 
Administration, Wage and Hour 
Division, Office of Government Contract 
Wage Standards, Division of 
Government Contract Wage 
Determinations, Washington, D.C. 20210. 
The cause for not utilizing the 
rulemaking procedures prescribed in 5 
U.S.C. 553 has been set forth in the 
original General Determination 
Decision.
Modifications to General Wage 
Determination Decisions 

The numbers of the decisions being 
modified and their dates of publication 
in the Federal Register are listed with 
each State.
Arkansas: AR82-4006........... .—
District of Columbia: DC81-3040..
Maryland: DC81-3040....................
Virginia: DC81-3040............ .........
Florida: GA82-2041------ -----------
Georgia: GA82-2041...... ..............
District of Columbia: GA82-2041.
North Carolina: GA82-2041.........
South Carolina: GA82-2041 ..........
Virginia: GA82-2041...... .............
Kansas:
T  KS82-4016............... ..............

KS82-4017........ .............;.......
California: CA81-5143..................
Colorado: CO82-5104..... ............
Connecticut:

CT82-3001............................
CT81-3032..............................

Oregon: OR82-5100.......... »........
Washington: WA81-5163............
Texas: TX82-4033.........................
New York: NY61-3030.................

Apr. 16.1982. 
Apr. 16,1982. 
Aug. 21,1981. 
Feb. 26,1982.

Feb. 5,1982. 
Feb. 15.1981. 
Mar. 12,1982. 
Dec. 4,1981. 
June 18,1982. 
May 1,1981.

Supersedeas Decisions to General Wage 
Determination Decisions 

The numbers of the decisions being 
superseded and their dates of ̂  
publication in the Federal Register are 
listed with each State. Supersedeas 
decision numbers are in parentheses 
following the numbers of the decisions 
being superseded.

Arkansas: June 19,1981.
June 19,1981-
Oct. 30,1981.

Virginia: Nov. 27,1981.
Nov. 27.1981.
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Please note that we are changing the 
format for Federal Register wage 
decisions to coincide with the provisions 
of All Agency Memorandum No. 132 
dated January 29,1980 which provides 
that the Department will discontinue 
identifying fringe benefits separately. 
Rather, they will be stated as a 
composite figure which is the total 
hourly equivalent value of fringe 
benefits found to be prevailing. Fringe 
benefits which can not be stated in 
monetary terms will be shown in 
footnotes. This procedure is being 
phased in gradually.

Signed at Washington, D.C., this 2nd day of 
July 1982.
Dorothy P. Come,
Assistant Administrator, Wage and Hour 
Division.
BILLING CODE 4510-27-M
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