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earlier adverse comment regarding the 
use of previously canned pineapple 
which was provided for in the proposal, 
published in the Federal Register of 
January 21,1974 (39 FR 2368). As a result 
of that adverse comment, FDA was 
persuaded not to provide for previously 
canned pineapple in the July 10,1979 
final regulation. In order to be consistent 
with the Codex standard for canned 
pineapple and with other canned fruit 
standards, FDA has reconsidered its 
earlier action and is revising 21 CFR 
145.180(a)(1) to provide for the use of 
previously canned pineapple and is 
allowing interested persons until July 28, 
1980, to submit written objections to this 
amendment.

The final regulation amending the U.S. 
standard of quality for canned pineapple 
appears elsewhere in this issue of the 
Federal Register.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 401,
701(e), 52 Stat. 1046 as amended, 70 Stat. 
919 as amended (21 U.S.C. 341, 371(e))) 
and under authority delegated to the 
Commissioner of Food and Drugs (21 
CFR 5.1), notice is given that the 
objections filed to.the final regulation 
amending the standard of identity for 
canned pineapple under $  145.180(a) are 
not accepted as valid, except that, in 
accordance with the foregoing: It is 
ordered, That § 145.180(a) as 
promulgated in the Federal Register of 
July 10,1979, be amended by revising 
paragraph (a)(1) to read as follows:

§ 145.180 Canned pineapple.
(a) Identity—{ 1) Ingredients. Canned 

pineapple is the food prepared from 
mature, fresh or previously canned, 
pineapple conforming to the 
characteristics of Ananas comosus (L.) 
Merrill and from which peel and core 
have been removed. The food consists 
of one of the optional styles of the 
pineapple ingredient specified in 
paragraph (a)(2) of this section and may 
be packed in one of the optional packing 
media specified in paragraph (a)(3) of 
this section, except water is not a 
suitable packing medium for crushed 
style. Crushed style additionally may be 
packed as heavy or solid pack as 
specified in paragraph (a)(4) of this 
section. The food may also contain one, 
or any combination of two or more, of 
the following safe and suitable optional 
ingredients:

(i) Natural fruit flavors.
(ii) Mint flavor.
(iii) Spices, spice oils.
(iv) Vinegar or organic acids.
(v) Dimethylpolysiloxane in an 

amount not greater than 10 milligrams/ 
kilogram (10 parts per million) by weight

of the finished food as a defoaming 
agent.

The food is sealed in a container and, 
before or after sealing, is so processed 
by heat as to prevent spoilage.
★  '* ■ - *

Any person who will be adversely 
affected by the foregoing amendment to 
the final regulation to provide for 
previously canned pineapple as an 
optional ingredient of canned pineapple 
may at any time on or before July 28, 
1980, submit to the Hearing Clerk (HFA- 
305), Food and Drug Administration, Rm. 
4-62, 5600 Fishers Lane, Rockville, MD 
20857, written objections thereto and 
may make a written request for a public 
hearing on the stated objections. Each 
objection shall be separately numbered 
and each numbered objection shall 
specify with particularity the provision 
of the régulation to which objection is 
made. Each numbered objection on 
which a hearing is requested shall 
specifically so state; failure to request a 
hearing for any particular objection 
shall constitute a waiver of the right to a 
hearing on that objection. Each 
numbered objection for which a hearing 
is requested shall include a detailed * 
description and analysis of the specific 
factual information intended to be 
presented in support of the objection in 
the event that a  hearing is held; failure 
to include such a description and 
analysis for any particular objection 
shall constitute a waiver of the right to a 
hearing on the objection. Four copies of 
all documents shall be submitted and 
shall be identified with the Hearing 
Clerk docket number found in brackets 
in the heading of this regulation. 
Received objections may be seen in the 
above office between the hours of 9 a.m. 
and 4 p.m., Monday through Friday.

Effective date. Except as to the 
amendment that may be stayed by the 
filing of proper objections, compliance 
with this amendment to the final 
regulation may begin July 29,1980.
Notice of the filing of objections or lack 
thereof will be published in the Federal 
Register. Accordingly, except as to that 
provision being herein amended, the 
effective date of § 145.180(a) as 
published in the Federal Register of July 
10,1979 (44 FR 40276) is confirmed as 
follows: Compliance with this 
regulation, including any required 
labeling changes, may have begun on 
September 10,1979, and all affected 
products intially introduced or initially 
delivered for introduction into interstate 
commerce on or after July 1,1981, shall 
fully comply.
(Secs. 401, 701(e), 52 Stat. 1046 as amended,
70 Stat. 919 as amended (21 U.S.C. 341,
371(e)))

Dated: June 19,1980.
William F. Randolph,
Acting A ssociate Com m issioner for 
Regulatory A ffa irs.
[FR Doc. 80-19105 Filed 6-28-80; 8:45 am] 
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21 CFR Part 145
[Docket No. 76P-0026]

Canned Fruits: Canned Pineapple; 
Amendment of Standard of Quality
AGENCY: Food and Drug Administration, 
HHS.
ACTION: Final rule.

s u m m a r y : The Food and Drug 
Administration (FDA) is amending the 
U.S. standard of quality for canned 
pineapple. This amendment is based on 
the quality features of the 
Recommended International Standard 
for Canned Pineapple developed by the 
Codex Alimentarius Commission.
OATES: Effective July 1 , 1981 for all 
affected products initially introduced or 
initially delivered for introduction into 
interstate commerce on or after this 
date. Voluntary compliance: August 26,
1980. Objections by July 28,1980. 
ADDRESS: Written objections to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-62, 5600 
Fishers Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION CONTACT:
F. Leo Kauffman, Bureau of Foods (HFF- 
214), Food and Drug Administration, 200 
C St. SW., Washington, DC 20204, 202- 
245-1164.
SUPPLEMENTARY INFORMATION: A 
proposal to amend the United States 
standard of quality for canned pineapple 
(21 CFR 145.180(b)) was published in the 
Federal Register of July 10,1979 (44 FR 
40336). The proposal was published in 
consideration of the quality provisions 
of the Recommended International 
Standard for Canned Pineapple (Codex 
standard) developed by the Codex 
Alimentarius Commission of the Food 
and Agriculture Organization of the 
United Nations and of the World Health 
Organization (FAO/WHO). One letter 
containing several comments was 
received in response to the proposal.

1. One comment opposed changing the 
U.S. standard to conform to the 
requirements of the Codex standard and 
to metric dimensions.

The preamble to the proposal 
published in the Federal Register of July 
10,1979, stated that the United States, 
as a member of the FAO/WHO, is under 
treaty obligation to consider all Codex 
standards and to adopt, insofar as 
practicable, the Codex standards
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developed by the Codex Alimentarius 
Commission.

Further, it stated that the metric 
system is generally used throughout the 
world and in the United States for 
technical purposes, and may eventually 
be adopted by this country for common 
usage. No information or data were 
submitted in support of the comment 
opposing the proposed metric 
provisions. Therefore, FDA concludes 
that the international metric system 
should be used in the U.S. standard of 
quality for canned pineapple with the 
equivalent units of the U.S. customary 
system shown parenthetically. FDA 
calls particular attention to the fact that 
metric units are used only for 
specifications in standards and not in 
labeling.

2. A second comment stated that 
Codex labeling provisions may not be in 
conformance with the Fair Packaging 
and Labeling Act of 1966.

FDA does not have the authority to 
change the labeling or other provisions 
of the Codex standard. The labeling 
aspects of the Codex standard were 
considered in thd final regulation 
amending the standard of identity for 
canned pineapple (21 CFR 145.180(a)(5)) 
which was published in the Federal 
Register of July 10,1979 (44 FR 40276). 
Elsewhere in this issue of the Federal 
Register, FDA is publishing a 
confirmation of the effective date of this 
final regulation amending the standard 
of identity for canned pineapple (21 CFR 
145.180(a)). All labeling requirements 
adopted in accordance with the Codex 
standard are consistent with FDA food 
labeling requirements as specified in 21 
CFR 101 and with the Fair Packaging 
and Labeling Act of 1966 and 
subsequent amendments.

3. A third comment stated that the 
quality aspects of the Codex standard 
appear to be lower than the present U.S. 
standard of quality, and that U.S. 
requirements should not be lowered.

FDA agrees that there are quality 
aspects of the Codex standard which 
are lower than the requirements of the 
present U.S. standard of quality. 
However, in no instance did FDA 
propose the lowering of a U.S. 
requirement based on a lower Codex 
requirement.

4. A fourth comment questioned 
whether the proposal has been 
coordinated with the U.S. Metric Board 
or with Pub. L. 94-168, 89 Stat. 1009, Sec. 
6(5), which states that “* * * the Board 
shall—(5) encourage the retention, in 
new metric language standards, of those 
United States engineering designs, 
practices, and conventions that are 
internationally accepted or that embody 
superior technology; * *

Although there was no direct 
coordination of the proposed 
amendment for canned pineapple with 
the Metric Board, FDA is of the opinion 
that, by encouraging the use of the 
metric system by including metric units 
in the agency’s food standards, it is in 
accordance with the referenced Public 
Law.

Certain editorial changes are made in 
the final regulation set out below for the 
purpose of clarification.

After considering the comments 
received and other relevant information, 
FDA concludes that it will promote 
honesty and fair dealing in the interest 
of consumers and facilitate international 
trade to amend the U.S. standard of 
quality for canned pineapple as set out 
below.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 401,
701(e), 52 Stat. 1046 as amended, 70 Stat. 
919 as amended (21 U.S.C. 341, 371(e))) 
and under authority delegated to the 
Commissioner of Food and Drugs (21 
CFR 5.1), Part 145 is amended by 
revising § 145.180(b) to read as follows;

§ 145.180 Canned pineapple.
% * * * *

(b) Quality. (l)T h e standard of 
quality for canned pineapple is as 
follows:

(1) Core material. In the case of all 
styles, not more than 7 percent of the 
drained weight of the contents of the 
container consists of core material as 
determined by the method prescribed in 
paragraph (b)(3)(ii) of this section.

(ii) Uniformity of weight and shape.
(0) Slices. The drained weight of-the 

largest unit in the container is not more 
than 1.4 times the drained weight of the 
smallest unit.

(Z>) H alf slices and quarter slices. The 
drained weight of the largest unit in a 
container is not more than 1.75 times the 
drained weight of the smallest unit, 
except for an occasional broken piece 
due to splitting or an occasional whole 
slice not completely cut through.

(c) Broken slices. (J) Not more than 10 
percent of the drained weight of the 
contents of the container consists of 
pieces having an arc of less than 90°.

[2] Not more than 5 percent of the 
drained weight of the contents of the 
container:

(1) Consists of pieces that measure in 
thickness less than 8 millimeters (0.31 
inch) or more than 25 millimeters (1 
inch); or

(//) Consists of pieces that measure 
less than 19 millimeters (0.75 inch) in 
width as measured from the outer edge 
to the inner edge.

(5) Not more than 5 percent of the 
drained weight of the contents of the

container consists of broken slices 
having an outside diameter differing by 
as much as 9.5 millimeters (0.37 inch) 
from that of those present in greatest 
proportion by weight.

(¿0 Spears. The drained weight of the 
largest unit in the container is not more 
than 1.4 times the drained weight of the 
smallest unit.

(e) Tidbits. Not more than 15 percent 
of the drained weight of the contents of 
the container consists of units each of 
which weighs less than three-fourths as 
much as the average drained weight of 
all the untrimmed units in the container.

(/) Chunks. Not more than 15 percent 
of the drained weight of the contents of 
the container consists of pieces 
weighing less than 5 grams (0.18 ounce) 
each.

(g) Cubes. Not more than 10 percent of 
the drained weight of the contents of the 
container consists of units that will pass 
through a screen with square openings 
of 8 millimeters (0.31 inch) and not more 
than 15 percent of the drained weight 
consists of units weighing more than 3 
grams (0.11 ounce) each.

(/?) Pieces. Not more than 20 percent 
of the drained weight of the contents of 
the container consists of units that will 
pass through a screen with square 
openings of 8 millimeters (0.31 inch).

(iii) Blemishes. Blemishes consist of 
surface areas and spots that contrast 
strongly in color or texture with the 
normal pineapple tissue or thpt may 
penetrate the flesh. Blemishes are 
normally removed in preparation of 
pineapple for culinary use and include 
any of the following, if in excess of 1.6 
millimeters (0.06 inch) in the longest 
dimension on the exposed surface of the 
unit: deep fruit eyes, pieces of shell, 
brown spots, bruised portions, and other 
abnormalities.

[a] Slices, half slices, quarter slices, 
broken slices, spears, tidbits, chunks, 
cubes, and pieces. Not more than 12.5 
percent by count of the units in the 
container, may be blemished; but in 
containers having not more than 5 units, 
1 unit may be blemished; in containers  ̂
having more than 5 units, but not more 
than 10 units, 2 units may be blemished 
and in containers having more than 10 
units, but not more than 32 units, 4 units 
may be blemished.

(¿>) Crushed. Not more than 1.5 
percent of the drained weight of the 
contents of the container consists of 
fragments bearing blemishes.

(iv) Excessively trimmed. Slices, half 
slices, and quarter slices are considered 
excessively trimmed if the portion 
trimmed away exceeds 5 percent of the 
apparent physical bulk of the perfectly 
formed unit and if the trimming destroys 
the normal circular shape of the outer or



Federal Register /  Vol. 45, No. 126 /  Friday, June 27, 1980 j Rules end Regulations 43393

inner edge of the unit. Broken slices, 
spears, and tidbits are excessively 
trimmed if the trimming destroys the 
normal shape of the unit.

(0) Slices, half slices, and quarter 
slices. Not more than 7.5 percent by 
count of the units in the container may 
be excessively trimmed, but in 
containers having not more than 10 
units, 1 unit may be excessively 
trimmed; and in containers having more 
than 10 units, but not more than 27 units, 
2 units may be excessively trimmed.

(6) Broken slices and spears. Not ^
more than 15 percent by count of the 
total units in the container may be 
excessively trimmed.

(c) Tidbits. Not more than 15 percent 
of the drained weight of the contents of 
the container consists of excessively 
trimmed units.

(v) Mashed. A unit that has lost its 
normal shape because of ripeness that 
bears no mark of mechanical injury is 
not to be considered mashed.

(а) Slices, half slices, and quartet 
slices. Not more than one unit in 
containers of 25 units or less, and not 
more than 3 units in containers of more 
than 25 units, are mashed.

(б) Broken slices. Not more than 5 
percent by count of the units in the 
container are mashed.

(c) Spears. Not more than 1 unit in the 
container is mashed.

(d) Tidbits. Not more than 3 units in 
containers of less than 150 units, and not 
more than 2 percent of the units in 
containers of 150 units or more, are 
mashed.

(e) Chunks. Not more than 3 units in 
containers of less than 70 units, and not 
more than 5 percent of the units in 
containers of 70 units or more, are 
mashed.

(vi) Acidity. In the case of all styles, 
not more than 1.35 grams of acid, 
calculated as anhydrous citric acid, is 
contained in 100 milliliters of the liquid 
drained from the product 15 days or 
more after the pineapple is canned.

(vii) Excessive liquid. The drained 
weight of crushed pineapple is not less 
than 03 percent of the net weight of the 
contents of the container.

(2) Sampling and acceptance: 
Determine compliance as specified in 
§ 145.3(o).

(3) Methodology: The method to be 
employed to determine whether canned 
pineapple meets the requirements of 
paragraph (b)(l)(i) through (vi) of this 
section are as follows:

(1) Determine the drained weight of 
the canned pineapple by the procedure 
prescribed in § 145.3(n).

(ii) Identify and separate any core 
material cleanly from each of the units 
in the container, and weigh the

aggregate of the core material. Calculate 
the percent core material to determine 
compliance with paragraph (b)(l)(i) of 
this section.

(iii) In the case of slices, half slices, 
quarter slices, spears, tidbits, chunks, 
and pieces, check the weight of the units 
against the requirements of paragraph
(b)(l)(ii) (a), (A), [d], (e), if), and (A) of 
this section.

(i^) In the case of broken slices, check 
the dimensions of each unit against the 
requirements of paragraph (b)(l)(ii)(c) of 
this section.

(v) In the case of cubes, and pieces, 
determine compliance with paragraph
(b)(l)(ii) ig) and (A) of this section by 
placing the units, a few at a time, on the 
mesh of a U.S. Standard No. 8 sieve (8- 
millimeter (0.31 inch)) mesh. After 
shaking gently, remove those units that 
remain on the sieve before testing the 
next portion. Continue portion-wise until 
all units are tested, then determine the 
aggregate weight of those units that 
have passed through the sieve.

(vi) Except in the case of crushed 
pineapple, segregate and count each unit 
that is blemished as defined in 
paragraph (b)(l)(iii) of this section. In 
the case of crushed pineapple, segregate 
each fragment of crushed pineapple 
bearing a blemish and determine the 
aggregate weight of such fragments to 
determine compliance with paragraph 
(b)(l)(iii)(A) of this section.

(vii) Except in the case of chunks, 
cubes, pieces, and crushed pineapple, 
inspect all the units in the container to 
determine those that have been 
excessively trimmed, as defined in 
paragraph (b)(l)(iv) of this section.

(viii) Except in the case of cubes, 
pieces, and crushed pineapple, count the 
total units in the container and the 
number of mashed units to determine 
compliance with paragraph (b)(l)(v) of 
this section.

(ix) Determine the total acidity of the 
drained liquid by titration, using the 
following method: Measure with a 
pipette 10 milliliters of the unfiltered 
drained liquid into a 250-milliliter 
Erlenmeyer flask. Add 25 milliliters of 
distilled or deionized water and 0.3 
milliliter of 1-percent phenolphthalein 
solution. Titrate with one-tenth normal 
sodium hydroxide solution to a faint, 
permanently pink coloration. Multiply 
the number of milliliters of one-tenth 
normal sodium hydroxide required by
0.064 to calculate the number of grams 
of anhydrous citric acid per 100 
milliliters of drained liquid to determine 
compliance with paragraph (b)(3)(vi) of 
this section.

(4) If the quality of canned pineapple 
falls below the standard prescribed in 
paragraph (b)(1) o f this section, the label

shall bear the general statement of 
substandard quality specified in 
§ 130.14(a) of this chapter, in the manner 
and form specified in that section; 
however, if the quality of the canned 
pineapple falls below standard with 
respect to only one of the factors of 
quality specified in paragraph (b)(l)(i) 
through (vii) of this section, there may 
be substituted for the second line of the 
general statement of substandard 
quality (“Good Food—Not High Grade”), 
one of the following new Unes, placed 
after the corresponding designation of 
paragraph (b)(1) of this section that the 
canned pineapple fails to meet:

(i) "Poorly cored” or “Excessive 
core”.

(ii) “Mixed sizes” or “Irregular small 
pieces”, as appropriate.

(iii) "Blemished” or “Contains 
blemished pieces”.

(iv) “Excessively trimmed”.
(v) “Mashed units” or “Contains 

mashed units”.
(vi) “Excessively tart”.
(vii) “Contains excess liquid”.
Any person who will be adversely

affected by the foregoing regulation may 
at any time on or before July 28,1980, 
submit to the Hearing Clerk (HFA-305), 
Food and Drug Administration, Rm. 4 - 
62, 5600 Fishers Lane, Rockville, MD 
20857, written objections thereto and 
may make a written request for a public 
hearing on the stated objections. Each 
objection shall be separately numbered 
and each numbered objection shall 
specify with particularity the provision 
of the regulation to which objection is 
made. Each numbered objection on 
which a hearing is requested shall 
specifically so state; failure to request a 
hearing for any particular objection 
shall constitute a waiver of the right to a 
hearing on that objection. Each 
numbered objection for which a hearing 
is requested shall include a detailed 
description and analysis of the specific 
factual information intended to be 
presented in support of the objection in 
the event that a hearing is held; failure 
to include such a description and 
analysis for any particular objection 
shall constitute a waiver of the right to a 
hearing on the objection. Four copies of 
all documents shall be submitted and 
shall be identified with the Hearing 
Clerk docket number found in brackets 
in the heading of this regulation. 
Received objections may be seen in the 
above office between the hours of 9 a.m. 
and 4 p.m„ Monday through Friday.

Effective date. Except as to any 
provisions that may be stayed by the 
filing of proper objections, compliance 
with this final regulation, including any 
required labeling changes, may begin 
August 26,1980, and all affected
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products initially introduced or initially 
delivered for introduction into interstate 
commerce on or after July 1,1981 shall 
fully comply. Notice of the filing of 
objections or lack thereof will be 
published in the Federal Register.
(Secs. 401, 701(e), 52 Stat. 1048 as amended, 
70 Stat. 919 as amended (21 U.S.C. 341, 
371(e)))

Dated: June 19,1980.
William F. Randolph,
Acting Associate Com m issioner fo r  
Regulatory A ffairs.
[FR Doc. 80-19080 Filed 6-20-80; 8:45 am]

BILLING CODE 4110-03 -M

21 CFR Part 146
[Docket No. 78P-0039]

Canned Fruit Juices; Lemon Juice; 
Standards of identity and Filf of 
Containers; Confirmation of Effective 
Date
a g e n c y : Food and Drug Administration. 
ACTION: Confirmation of effective date.

SUMMARY: This document confirms the 
effective date for compliance with the 
standards of identity and fill of 
container for lemon juice that were 
published in the Federal Register of 
February 5,1980 (45 FR 7784).
DATES: Effective July 1,1981 for aU 
affected products initially introduced 
into interstate commerce on or after that 
date. Voluntary compliance may have 
begun March 7,1980.
FOR FURTHER INFORMATION CONTACT:
F. Leo Kauffman, Bureau of Foods (HFF- 
214), Food and Drug Administration, 200 
C St. SW., Washington, DC 20204,202- 
245-1164.
SUPPLEMENTARY INFORMATION: A final 
regulation establishing standards of 
identity and fill of container for lemon 
juice (21 CFR 146.114) was published in 
the Federal Register of February 5,1980 
(45 FR 7784). The final regulation 
provided that any person who would be 
adversely affected could at any time, on 
or before March 6,1980, file written 
objections to the final regulation and 
request a hearing on the specific 
provisions to which there were 
objections. No objections have been 
filed.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 401,
701(e), 52 Stat. 1046, 70 Stat. 919 as 
amended (21 U.S.C. 34L 371(e))) and 
under authority delegated to the 
Commissioner of Food and Drugs (21 
CFR 5.1), notice is given that § 146.114 
Lemon juice (21 CFR 146.114) as 
promulgated in the Federal Register of 
February 5,1980 (45 FR 7784) will

become effective July 1,1981. Voluntary 
compliance may have begun March 7, 
1980.

Dated: June 20,1980.
William F. Randolph,
Acting Associate Com m issioner fo r  
Regulatory A ffairs.
[FR Doc. 80-19324 Filed 6-26-80; 8:45 am]
BILLING  CODE 4 11 0 -03 -M

21 CFR Part 155
[Docket No. 75P-0322]

Canned Peas and Canned Dry Peas; 
Standards of Identity, Quality, and Fin 
of Container
AGENCY: Food and Drug Administration. 
ACTION: Final rule.

SUMMARY: This document amends the 
standards of identity, quality, and fill of 
container for canned peas and, by cross- 
reference, for canned dry peas by, 
among other things, (1) providing for 
specified nutritive carbohydrate 
sweeteners; (2) providing for garnishes 
of other vegetables; (3) continuing to 
permit artificial color to be used, but 
requiring declaration as part of the 
name of die food instead of a label 
statement of substandard quality; (4) 
establishing a limit for hlond and yellow 
peas; and (5) employing statistical 
sampling plans as a basis for 
determining compliance with quality 
and fill requirements. This action is for 
the purpose of promoting honesty and 
fair dealing in the interest of consumers 
and facilitating international trade. 
DATES: Effective July 1,1981 for all 
affected products intially introduced or 
initially delivered for introduction into 
interstate commerce on or after this 
date. Voluntary compliance: August 26, 
1980. Objections by: July 28,1980. 
ADDRESS: Written objections to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-62, 5600 
Fishers Lane, Rockville, MOD 20857.
FOR FURTHER INFORMATION CONTACT:
F. Let) Kauffman, Bureau of Foods (HFF- 
214), Food and Drug Administration, 200 
C St. SW., Washington, DC 20204, 202- 
245-1164.
SUPPLEMENTARY INFORMATION: The 
Food and Drug Administration (FDA) 
published a proposal in the Federal 
Register of June 7,1977 (42 FR 29014) to 
amend the U.S. standards of identity, 
quality, and fill of container for canned 
peas (21 CFR 155.170) and canned dry 
peas (21 CFR 155.172), to adopt, insofar 
as practicable, both the Recommended 
International Standards for Canned 
Green Peas (Codex standard) and a 
proposal by the Com Refiners

Association, 1001 Connecticut Ave. 
NW., Washington, DC 20036. The 
agency also proposed a definition 
section (21 CFR 155.3) setting out a 
sampling and acceptance procedure for 
canned vegetables. Further, the agency 
proposed editorial amendments to the 
standards of quality for canned green 
beans and canned wax beans (21 CFR 
155.120), and standards of quality and 
fill of container for canned com (21 CFR 
155.130) and canned tomatoes (21 CFR 
155.190) to delete the sampling and 
acceptance procedure appearing in each 
of those standards and to  reference the 
sampling and acceptance procedure 
proposed for the definition section for 
Part 155—Canned Vegetables.

Comments were received from six 
consumers, an association representing 
consumers, two canners, two trade 
associations representing canners of 
canned peas, and a food chain. No 
adverse comments were received 
concerning the proposed editorial 
amendments regarding canned green 
beans and canned wax beans, canned 
com, and canned tomatoes. The 
comments and the agency’s responses 
are given below:

Percentage Labeling of Ingredients
1. One comment favored label 

declaration of the percentage of 
ingredients, especially salt and sugar, 
because of a personal problem with 
hypoglycemia (low blood sugar).

FDA, the U.S. Department of 
Agriculture (USDA), and the Bureau of 
Consumer Protection of the Federal 
Trade Commission (FTC) held a series 
of five public hearings between August
1978 and October 1978 to discuss 
various food labeling issues. FDA also 
sponsored in 1978 a survey of food 
shoppers to obtain information on their 
views of certain aspects of food, 
labeling. On the basis of the information 
obtained and their review of current 
regulatory laws and policies, the 
agencies have developed tentative 
positions on various food labeling issues 
including percentage ingredient labeling 
that were set out in a notice published in 
the Federal Register of December 21,
1979 (44 FR 75990). For this reason, it is 
premature to provide for percentage 
ingredient labeling in the regulations set 
out below.
Flavorings and Flavor Enhancers

2. One comment opposed the 
provisions for the optional addition of 
salt, monosodium glutamate, disodium 
inosinate, disodium guanylate, 
hydrolyzed vegetable protein, autolyzed 
yeast extract, spice, and natural 
flavorings to canned peas. It stated that 
the only purpose of the ingredients is to
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disguise the “true flavor” of the peas, 
and consumers who want flavored 
canned peas can add the flavors. The 
addition of “sodium ingredients,” the 
comment stated, “is contrary to 
medically sound policy and may 
contribute to hypertension.”

FDA notes that these ingredients are 
already provided for in the present 
standard of identity for canned peas 
and, when used, the label statement of 
ingredients alerts consumers that such 
ingredients are present. The agency 
further notes that canned peas without 
such added ingredients are available in 
the so-called “dietetic” sections of food 
stoes. Therefore, FDA concludes that the 
standards for canned peas and canned 
dry peas should continue to provide for 
these ingredients and has so provided in 
the regulations as set out below in 21 
CFR 155.170(a)(2) and, by cross- 
reference, in 21 CFR 155.172(a).

Nutritive Carbohydrates Sweeteners
3. One comment said that the 

amendment to provide for the optional 
use of any safe and suitable nutritive 
carbohydrate sweetener in lieu of 
specifying a limited number of specific 
sweeteners is against the “stated wishes 
of consumers.” A second comment urged 
that the standard permit no added 
sweeteners on the basis that wrinkled 
peas have a natural sweetness and 
early, June, or early June peas are not 
particularly sweet but have a unique 
flavor of their own. The comment 
believed that the added sweetener gives 
the consumer a product other than the 
natural product. The comment further 
stated that since the peas may absorb 
some of the added sweetener, the 
caloric content of the peas may be 
increased. However, the comment 
continued, should FDA decide to permit 
added sweetener, the standard should 
specify the particular sweeteners that 
may be used. A third comment said com 
sweeteners are a good, inexpensive 
product; but amendment of the standard 
to allow the optional use of such 
sweeteners could cause a dramatic 
upheaval in the sugar market and force 
the government to purchase tremendous 
amounts of sugar as price supports. This 
would not happen “just from peas but 
surely other vegetables would not be far 
behind.”

The comment referring to the 
proposed provision for the optional use 
of safe and suitable nutritive 
carbohydrate sweeteners as being 
against the “stated wishes of 
consumers” was unsupported by 
documentation or data. The agency 
agrees that consumers generally are 
ppposed to unnecessary added 
ingredients. However, it is not aware

that consumers consider as unnecessary 
the use of nutritive carbohydrate 
sweeteners in the amounts generally 
added by manufacturers to canned peas. 
The agency notes that sweeteners have 
long been considered to be suitable 
ingredients for canned peas and other 
canned vegetables and have not been 
limited to any maximum amount. 
Further, it notes that the standards of 
identity for canned green beans and 
canned wax beans (21 CFR 155.120(a)) 
and canned com (21 CFR 155.130(a)) 
provides for the use of safe and suitable 
nutritive carbohydrate sweeteners while 
the standard for "certain other canned 
vegetables” (21 CFR 155.200(a)) provides 
for the use of com sweeteners in 
addition to sucrose. Therefore, FDA 
concludes that it is reasonable to 
provide for nutritive carbohydrate 
sweeteners. The agency maintains that 
food standards should provide, 
whenever possible, for classes of 
permitted functional optional 
ingredients so that manufacturers will 
have flexibility in the selection of 
specific ingredients used in foods. If the 
ingredient is unsafe, it may not be used. 
However, based on information 
resulting from the series of public 
hearings held between August 1978 and 
October 1978, it now appears that 
consumers desire a specific listing, by 
name, in food standards of those 
ingredients which characterize the food 
rather than simply a general provision 
for the use of “safe and suitable” 
ingredients. A notice requesting public 
comment on a tentative proposed 
revision of the agency’s policy regarding 
the use of “safe and suitable” provisions 
in food standards was published in the 
Federal Register of December 21,1979 
(44 FR 75990). Consistent with consumer 
desire, FDA is therefore listing in the 
final regulations set out below the 
individual nutritive carbohydrate 
sweeteners that may be used. The 
agency requests comments about the 
completeness of the list. Comments 
should be submitted to the Hearing 
Clerk during the period for objections. If 
any commonly used nutritive 
carbohydrate sweeteners have been 
omitted, they will be included in the 
notice confirming the effective date of 
the final regulation.

The agency is aware that some 
individuals may prefer unsweetened 
canned peas. However, it points out that 
whenever a sweetener is used, it must 
be declared in the ingredient statement 
by its common or usual name, thus 
alerting consumers to its presence. 
Concerning the comment about an 
increase in the caloric content of canned 
peas resulting from added sweetener,

the agency points out that the sweetener 
is not added in sufficient amount to 
decrease the nutritional value or to 
significantly increase the caloric content 
since such an amount would produce a 
product not organoleptically acceptable 
to the consumer. However, those who 
wish to avoid high calorie foods may do 
so by seeking out foods which bear 
nutritional labeling and/or foods to 
which no sweetener has been added. 
Concerning the comment about the 
possible increase in price supports in the 
sugar market resulting from providing 
for the optional addition of com 
sweeteners to canned peas, the agency 
has not been provided with data on the 
costs involved. In any event, it has no 
authority to prohibit a safe and suitable 
ingredient simply because it has a price 
advantage over a competing ingredient.
Color Additives

4. Three comments favored and four 
comments opposed the proposal to 
delete the requirement that artificially 
colored peas be labeled “Below 
standard in quality artificially colored” 
and to require that, if any color additive 
has been added, the name of the food 
shall include the term “artificially 
colored.” One comment stated that the 
provision to allow the addition of added 
artificial colors is against thè “stated 
wishes of consumers.” A second 
comment stated that the only purpose 
for artificially coloring peas is to 
deceive consumers as to the quality of 
the peas since off-color is considered a 
defect by the U.S. and Codex standards. 
There is no assurance, the comment 
stated, that the proposal will inform 
consumers that artificially colored 
canned peas are below standard in 
quality. A third comment stated that 
consumer acceptance of canned peas 
may be affected by “unusual color hues” 
produced by the coloring agents. The 
comment did not define the term 
“unusual color hues.”

The agency points out that the present 
standard of identity for canned peas 
provides for the use of artificial color, 
and the only change proposed was to 
delete the provision in the standard of 
quality which requires that when 
artificial color is present, the label shall 
bear the statement “Below standard in 
quality artificially colored,” and instead 
require that when artificial color is used 
the name of the food shall include the 
term “artificially colored.” Such labeling 
is a more direct method of informing the 
consumer that color has been added. 
Further, canned peas, regardless Of 
whether they would be artifically 
colored, are required to comply with the 
standard of quality. The comment 
referring to the provision to allow the
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addition of artificial color as being 
against the “stated wishes of 
consumers” was unsupported by 
documentation or data. As stated in 
comment 3 above, the agency agrees 
that consumers generally are opposed to 
unnecessary added ingredients. 
However, the agency is unaware that 
consumers consider as unnecessary the 
use of color additives in the amounts 
generally added by manufacturers to 
canned peas. The agency is of the 
opinion that the use of suitable artificial 
colors would not mask off-color peas 
and would not produce “unusual color 
hues” in artificially colored canned 
peas. FDA concludes that color 
additivies are suitable ingredients of 
canned peas and canned dry peas and 
has so provided in 21 CFR 155,170
(a)(2)(x) and, by cross-reference, in 21 
CFR 155.172(a) of the regulations as set 
out below.

Calcium Salts
5. One comment stated that allowing 

the addition of calcium salts is against 
the “stated wishes of consumers.”

The agency notes that the comment 
was unsupported by documentation or 
data. As stated in comment 3 above, the 
agency agrees that consumers generally 
are opposed to unnecessary added 
ingredients. However, the agency is 
unaware that consumers consider as 
unnecessary the use of calcium salts in 
the amounts that would be generally 
added by manufacturers to canned peas. 
The agency proposed to provide for the 
optional use of any safe and suitable 
calcium salts as firming agents on the 
basis that in the occasional instances 
where very soft water is used for 
washing, blanching, and processing, the 
peas may become somewhat mushy 
unless firming agents are used. The 
agency believes that there is a 
technologically valid use for calcium 
salts as firming agents in canned peas 
under the conditions described. The 
agency points out that when a calcium 
salt is used, it must be declared on the 
label by its common or usual name, thus 
alerting the consumer to its presence. 
FDA concludes that calcium salts are 
suitable ingredients for use in canned 
peas and, therefore, has so provided in 
21 CFR 155.170(a)(2}(xi) and, by cross- 
reference, in 21 CFR 155.172(a) of die 
regulations as set out below.
Seasonings and Garnishes

6. One comment stated that the 
provision allowing the addition of 
garnishes is against the “stated wishes 
of consumers.” A second comment 
stated that a regulation should be 
written to assure Grade A products and 
to assure that the market is not flooded

with canned peas containing low quality 
mixtures of granishes.

The comment referring to the 
provision to allow the addition of 
garnishes as being against the “stated 
wishes of consumers” was unsupported 
by documentation or data. As stated in 
comment 3 above, the agency agrees 
that consumers generally are opposed to 
unnecessary added ingredients. 
However, the agency is unaware that 
consumers consider as unnecessary the 
use of garnishes in the amount that 
generally would be added by 
manufacturers to canned peas. The 
agency notes that the present standard 
of identity for canned peas provides for 
green or red peppers, onions, garlic, and 
horseradish as seasonings. As stated in 
the preamble to the proposal, the agency 
is of the opinion that providing for 
suitable seasoning agents and garnishes 
in reasonable proportions as provided 
for by the Codex standard will afford 
the consumers a wider choice of 
products in the marketplace. Further, the 
proposed regulations would require the 
declaration, as part of the name or in 
close proximity to the name of the food, 
of any seasoning or garnishing that 
characterizes the food. Therefore, FDA 
concludes that it is reasonable to 
provide for seasonings and garnishes as 
proposed and has so provided in 21 CFR 
155.1^0(a)(2)(xii) and, by cross- 
reference, in 21 CFR 155.172(a) of the 
regulations as set out below. The agency 
points out that authority under the 
Federal Food, Drug, and Cosmetic Act is 
limited to establishing minimum 
standards of quality and that voluntary 
grade standards which would identify 
Grade A products are established by the 
U.S. Department of Agriculture.
Designation of Sweet Peas as “Green”

7. One comment from a trade 
association stated that there is 
substantial consensus among its 
member companies opposing the use of 
the term “green” for label designation to 
distinguish sweet-type peas from 
Alaska-type peas.

D ie agency has reconsidered its 
proposal to restrict use of the term 
“green” to the sweet wrinkled varieties. 
FDA concludes that the word “green” is 
descriptive of both the the sweet 
wrinkled varieties and smooth-skin 
varieties, or hybrids thereof, and. 
therefore, has provided for such optional 
use in 21 CFR 155.170(a)(3)(i) of the 
regulation as set out below.

Petit Pois
8. Three comments opposed the 

provision that the term “petit pois” may 
be used when an average of 80 percent 
or more of the peas will pass through a

circular opening of a diameter of 8.75 
millimeters (0.34 inch) for sweet green 
wrinkled peas and 8.2 millimeters (0.32 
inch) for smooth-skin or substantially 
smooth-skin peas, such as Alaska-type 
peas. One comment said the term “petit 
pois” should continue to be permitted in 
the labeling of peas that will pass 
through a circular opening with a 
diameter of 7.1 millimeters (0.28 inch) 
(commonly referred to as a No. 1 sieve) 
in that consumers recognize the term as 
meaning very small peas. A second 
comment stated that, in a survey, four 
companies favored the proposal, 14 
opposed it, and one had no opinion. The 
comment said there is a difference of 
opinion whether the term should be 
limited to peas that will pass through a 
No. 1 sieve or to peas that will pass 
through both No. 1 and No. 2 sieves. The 
comment concluded, however, that there 
is no justification for allowing “petit 
pois” to be used for larger size peas of 
one varietal type than another. The third 
comment said the majority of the 
industry favors restricting the use of the 
term “petit pois” to peas that wiE pass 
through a No. 1 sieve with an allowance 
for peas of the No. 2 sieve size.

The agency has reconsidered its 
proposal and concludes that the term 
“petit pois” may be used in conjunction 
with the product name only when an 
average of 80 percent or more of the 
peas will pass through a circular 
opening of 7.1 miUimeters (0.28 inch). 
FDA has so provided in the regulation 
as set out below (21 CFR 
155.170(a)(3)(i)).

Quality Standard
9. Four comments were concerned 

with the 12-percent total defect 
limitation for “defective” peas in canned 
peas. One of these comments expressed 
concern that the proposal would lower 
the quality of canned peas and stated 
that there should be no aUowance for 
defective peas. Two of the comments 
were concerned that the proposal 
provided for an increase in defective 
peas.

It was the intent of the agency in the 
June 7,1977 proposal to adopt the most 
stringent, reasonable criteria for 
ensuring the quality of canned peas. The 
agency recognizes that it is impractical 
to produce canned peas completely free 
of defects such as blond and yellow 
peas, blemishes, pea fragments, and 
extraneous vegetable material (vine, leaf 
or pod material). Therefore, both the 
existing standard and the proposed 
amendment set out maximum levels for 
specific defects. In addition, the 
proposed amendment provides for a 
total maximum defect level of 12 percent 
if the specific defect levels are not
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exceeded. It is the agency’s opinion that 
this 12-percent defect level will result in 
higher quality canned peas than 
required by the present standard, which 
does not provide for a cumulative 
maximum defect level. When any of the 
defect levels are exceeded, the standard 
(21CFR 155.170(b)(3)) requires that the 
label show that the product is below 
standard in quality. FDA concludes that 
the limitation of 12 percent for total 
defects including blond and yellow peas, 
blemishes, pea fragments, and 
extraneous vegetable material is in the 
interest of consumers and has so 
provided in 21 CFR 155.170(b)(l)(vii) of 
the regulation as set out below.

Blond and Yellow Peas
10. Three comments opposed the 

provision that not more than 2 percent 
of the drained weight may be blond 
peas, i.e., yellow or white edible peas.
One comment stated that blond peas do 
not detract from the wholesomeness of 
the product. A second comment said 
that in a survey, five companies favored 
the proposal, 12 opposed it, and two had 
no opinion. Included in the comment 
was a statement that “Blond peas, as we 
know them, (strictly as color mutations) 
are entirely different from yellow peas 
found in foreign canned peas.” The 
agency understands from subsequent 
conversations related to this comment, 
copies of memoranda of which are on 
file with the Hearing Clerk, that blond 
peas have not been a problem to the 
extent that they would exceed the 
proposed 2-percent limitation. However, 
it was stated that a potential problem 
may exist where there is heavy vine 
growth which tends to prevent the pods 
from receiving adequate sunlight. As a 
result, there is a greater chance of the 
pods containing some blond peas, i.e., 
peas without sufficient chlorophyll. The 
second comment further questioned why 
there should be any limitation on blond 
peas and stated that the 2-percent 
limitation should be for yellow mature 
(not succulent) peas. The third comment 
suggested that 21 CFR 155.170(b)(l)(i) 
should be revised to make it consistent 
With the Codex standard. It stated that, 
in industry, blond peas lack chlorophyll, 
and are generally young peas with 
typical flavor that result from 
uncontrollable growing conditions and 
are impractical to remove in the canning 
process. However, yellow peas, the 
comment continued, can be considered 
‘a true defect” since they are 
overmature peas of yellow seeded 
varieties. This difference between blond 
and yellow peas’, the comment 
concluded, had been argued at the 
Codex Alimentarius meetings with the 
result that the Codex standard considers

yellow peas (overmature peas) as 
defects but excludes blond peas as 
defective peas.

The agency notes that the proposed 
quality provision restricting “blond” 
peas (i.e., yellow or white but edible 
peas) to not more than 2 percent was 
based on color and not on whether or 
not canned peas are succulent. FDA 
agrees that blond peas do not affect the 
wholesomeness of the food. However, 
FDA is of the opinion that when 
consumers purchase canned peas they 
expect the peas to be green in color as 
indicated elsewhere in this preamble. 
The agency recognizes that a limitation 
based on color that includes blond peas 
will be a deviation from the Codex 
standard, but FDA believes that it is in 
the consumers’ interest to establish such 
a limitation. Therefore, FDA concludes 
that such a limitation is reasonable and 
is requiring in 21 CFR 155.170(b)(l)(i) of 
the regulation as set out below that not 
more than 2 percent of the drained 
weight is blond and/or yellow peas, i.e., 
yellow or white but edible peas.

Maturity
11. One comment said that a majority 

of the canners who responded to its 
questionnaire desired the maximum 
alcohol-insoluble solids (AIS) for Alaska 
or other smooth-skin varieties to remain 
at 23.5 percent since there are times 
when growing conditions may cause 
difficulties in meeting the proposed 21- 
percent AIS. A second comment said 
that a 21-percent requirement is too 
restrictive to include all types of peas, 
that is, the Alaska-type. A third 
comment said that in a survey, six 
companies favored the proposal, eight 
opposed it, and five had no opinion. This 
comment favored use of the 
tenderometer rather than AIS as a 
measure of pea maturity.

The agency noted in the proposal that 
the higher AIS (23.5 percent) was 
established because of the growing 
conditions in certain eastern areas of 
the U.S. but that the amount of Alaska- 
type peas now grown in these areas has 
decreased to the point that it may be 
feasible to pack such peas before they 
develop an AIS above 21 percent. The 
comments reveal, however, that Alaska- 
type peas grown in other areas of the 
U.S. may at times not meet the 21- 
percent AIS. Therefore, FDA concludes 
that a maximum 23.5-percent AIS for 
smooth-skin peas, such as Alaska-type 
peas or hybrids having similar 
characteristics, is reasonable and has so 
provided in 21 CFR 155.170(b)(l)(vi) of 
the regulation as set out below. The 
agency recognizes that the tenderometer 
is widely used to measure the maturity 
of fresh peas, but usually prior to size

and maturity separations. In the absence 
of data on the basis of which to 
establish maximum levels of maturity , 
using the tenderometer, the test based 
on AIS in 21 CFR 155.170(b)(l)(vi) of the 
regulation as set out below has been 
retained.
Extraneous Matter and Filth

12. One comment urged that the 
standard of identity include a defect 
action level for extraneous matter and 
filth. No data or information were 
submitted in support of the comment.

The agency notes that the standard of 
quality set out in 21 CFR 155.170(b)(lJ(v) 
provides for a limitation for extraneous 
vegetable material. The presence of 
other extraneous material and filth in 
canned peas, however, constitutes 
adulteration which is not considered a 
part of food standards but is dealt with 
under other sections of the a c t The 
agency advises that no defect action 
levels have been established for canned 
peas since it is not aware of a 
demonstrated problem in this regard. 
However, anyone who has data 
demonstrating that a need exists should 
submit such data and request that an 
appropriate defect action level be 
provided for under 21 CFR 110.99.

Drained Weight
13. One comment urged that a 

minimum drained weight provision be 
included in the standard of identity, as 
is included in the standards of identity 
for various other canned vegetables. No 
data or information were submitted in 
support of the comment.

The agency notes that minimum 
drained weight requirements are 
established in fill-of-container standards 
and not standards of identity. A 
proposal was published in the Federal 

-Register of December 9,1977 (42 FR 
62282), to amend or establish standards 
of fill of container to require minimum 
drained weights for certain canned 
foods but not including canned peas. As 
discussed in the June 7,1977 proposal, 
the agency is now in the process of 
obtaining data to support specific 
drained weight requirements for canned 
peas.

Therefore, FDA concludes that it is 
inappropriate to consider establishing a 
minimum drained weight requirement 
for canned peas in this final regulation. 
The proposed fill of container procedure 
in 21 CFR 155.170(c}{2) has been 
editorially amended to delete reference 
to drained weight in the regulation as 
set out below.

In consideration of the comments 
received and other relevant information, 
FDA concludes that it will promote 
honesty and fair dealing in the interest



43398 Federal Register / Vol. 45, No. 126 / Friday, June 27, 1980 / Rules and Regulations

of consumers to establish a definition 
section; to amend the standards of 
identity, quality, and fill of container for 
canned peas and canned dry peas; to 
amend the standards of quality for 
canned green beans and cannéd wax 
beans; and to amend the standards of 
quality and fill of container for canned 
corn and canned tomatoes as set forth 
below. Amendments to the standards of 
identity, quality, and fill of container for 
canned peas as set out below are also 
applicable, by cross reference, to 
canned dry peas unless otherwise noted 
in the latter regulation.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 401,
701(e), 52 Stat. 1046 as amended, 70 Stat. 
919 as amended (21 U.S.C. 341, 371(e))) 
and under authority delegated to the 
Commissioner of Food and Drugs (21 
CFR 5.1), Chapter I of Title 21, Part 155 
is amended as follows:

1. In Subpart A by adding a new 
subpart heading and new § 155.3 to read 
as follows:

Subpart A—General Provisions

§ 155.3 Definitions.
For the purposes of this part:
(a) The procedure for determining 

drained weight is set forth in the 
“Official Methods of Analysis of the 
Association of Official Analytical 
Chemists,” 13th Ed., 1980,1 section 
32.001-32.003, which is incorporated by 
reference.

(b) Compliance means the following: 
Unless otherwise provided in a 
standard, a lot of canned vegetables 
shall be deemed in compliance for the 
following factors, to be determined by 
the sampling and acceptance procedure 
as provided in paragraph (c) of this 
section, namely:

(1) Quality. The quality of a lot shall 
be considered acceptable when the 
number of defectives does not exceed 
the acceptance number (c) in the 
sampling plans.

(2) Fill o f container. A lot shall be 
deemed to be in compliance for fill of 
container (packing medium and 
vegetable ingredient) when the number 
of defectives does not exceed the 
acceptance number (c) in the sampling 
plans.

(3) Drained weight. A lot shall be 
deemed to be in compliance for drained 
weight based on the average value of all 
samples analyzed according to the 
sampling plans.

1 Copies may be obtained from: Association of 
Official Analytical Chemists, P.O. Box 540. 
Benjamin Franklin Station, Washington, DC 20044. 
or examined at the Office of the Federal Register 
Library.

(c) The sampling and acceptance 
procedure means the following:

(1) Definitions—(i) Lot. A collection of 
primary containers or units of the same 
size, type, and style manufactured or 
packed under similar conditions and 
handled as a single unit of trade.

(ii) Lot size. The number of primary 
containers or units in the lot.

(iii) Sample size. The total number of 
sample units drawn for examination 
from a lot.

(iv) Sample unit. A container, a 
portion of the contents of a container, or 
a composite mixture of product from 
small containers that is sufficient for the 
examination or testing as a single unit. 
For fill of container, the sample unit 
shall be the entire contents of the 
container.

(v) Defective. Any sample unit shall 
be regarded as defective when the 
sample unit does not meet the criteria 
set forth in the standards.

(vi) Acceptance num ber (c). The 
maximum number of defective sample 
units permitted in the sample in order to 
consider the lot as meeting the specified 
requirements.

(vii) Acceptable quality level (AQL). 
The maximum percent of defective * 
sample units permitted in a lot that will 
be accepted approximately 95 percent of 
the time.

(2) Sampling plans.

Size of container

'  n  1 c 2

Net weight equal to or less than 1 kg 
(2.2 lb):

4,800 or less ............................................ 13 2
4,801 to 24 ,000 ...................................... 21 3
24,001 to 48 ,000.................................... 29 4
48.001 to 84 ,000.................................... 48 6
84,001 to 144,000.................................. 84 9
144,001 to 240,000............................... 126 13
Over 240,000........................................... 200 19

Net weight greater than 1 kg (2.2 lb) but 
not more than 4.5 kg (10 lb):

2,400 or less ............................................ 13 2
2,401 to 15,000 ...................................... 21 3
15,001 to 24 .000 .................................... 29 4
24,001 to 42 ,000.................................... 48 6
42,001 to 72,000.................................... 84 9

. 72,001 to120 ,000 ................................... 126 13
Over 120,000.......................................... 200 19

Net weight greater than 4.5 kg (10 lb):
600 or le ss ........................- ----- ---------- 13 2
601 to 2 .0 0 0 ........................................ . 21 3
2,001 to 7 ,2 0 0 .................................... . 29 4
7,201 to 15,000...................................... 48 6
15,001 to 24 ,000...... 84 9
24,001 to 42 .000 ................................ 126 13
Over 42 ,000............................................. 200 19

V» = number of primary containers in sample. 
‘c  -  acceptance number.

2. By revising § 155.120(b)(3) to read 
as follows:

§155.120 Canned green beans and 
canned wax beans.it *  *  *  *

(b) * * *
(3) Determine compliance as specified 

in § 155.3(b) except that a lot shall be 
deemed to be in compliance for 
extraneous plant material based on an 
average of all containers examined.
* * * * *

3. By revising § 155.130 (b)(4) and
(c)(2) to read as follows:

§ 155.130 Canned corn.
*  *  *  *  *

(b) * * *
(4) Determine compliance as specified 

in § 155.3(b).
* * * * *

(c) * * *
(2) Determine compliance as specified 

in § 155.3(b).
* * * * *

4. By revising § 155.170 to read as 
follows:

§ 155.170 Canned peas.
(a) Id e n tity—(1) D e fin itio p . Canned 

peas is the food prepared from fresh or 
frozen succulent seeds of the pea plant 
of the species P isu m  sa tivu m  L. but 
excluding the subspecies m acrocarpum . 
Only sweet wrinkled varieties, smooth- 
skin varieties, or hybrids thereof may be 
used. The product is packed with water 
or other suitable aqueous liquid medium 
to which may be added one or more of 
the other optional ingredients set forth 
in paragraph (a)(2) of this section. Such 
food is sealed in a container and, before 
or after sealing, is so processed by heat 
as to prevent spoilage.

(2) O p tio n a l in g red ien ts. In addition to 
the optional packing media provided for 
in paragraph (a)(1) of this section, the 
following safe and suitable optional 
ingredients may be used:

(i) Salt.
(ii) Monosodium glutamate.
(iii) Disodium inosinate.
(iv) Disodium guanylate.
(v) Hydrolyzed vegetable protein.
(vi) Autolyzed yeast extract.
(vii) One or any combination of two or 

more of the dry or liquid forms of sugar, 
invert sugar sirup, dextrose, glucose 
sirup, and fructose.

(viii) Spice.
(ix) Flavoring (except artificial).
(x) Color additives.
(xi) Calcium salts, the total amount of 

which added to firm the peas shall not 
result in more than 350 milligrams/ 
kilogram (0.01 ounce/2.2 pounds) of 
calcium in the finished food.

(xii) Seasonings and garnishes:
(a) Pieces of green or red peppers or 

mixtures of both, either of which may be 
dried, or other vegetables not exceeding 
in total 15 percent of die drained weight 
of the finished food.
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(6) Lemon juice or concentrated lemon 
juice. . 1

(e) Mint leaves.
(d) Butter or margarine in a quantity 

not less that 3 percent by weight of the 
finished food, or other vegetable or 
animal fats o r oils in a quantity not less 
than 2.4 percent by weight of the 
finished foods. W hen butter, margarine, 
or other vegetable or animal fats or oils 
are added, emulsifiers or stabilizers or 
both may be added, but no color, spice, 
or flavoring simulating the color or 
flavor imparted by butter or margarine 
may be used.

(3) Labeling, (i) The name of the food 
is “peas” and m ay include the 
designation “green.” The term “early,” 
“June,” or “early June” shall precede or 
follow the name in  the case  of smooth- 
skin peas or substantially smooth-skin  
peas, such as A laska-type peas or 
hybrids having similar characteristics. 
Where the peas are of sw eet green  
wrinkled varieties or hybrids having 
similar characteristics, the name m ay  
include the designation “sw eet,” 
"wrinkled,” or any combination thereof. 
The term “petit pois” m ay be used in 
conjunction with the name of the food 
when an average of 80 percent or more 
of the peas will pass through a circular 
opening of a diam eter of 7.1 millimeters 
(0.28 inch). If any color additive has 
been added, the name of the food shall 
include the term “artificially colored.”

(ii) The following shall be included as  
part of the name o r in close proxim ity to 
the name of the food:

(a) A declaration of any flavoring th at 
characterizes the food, as  specified in
§ 101.22 of this chapter.

(¿) A declaration of any spice, 
seasoning, or garnishing that 
characterizes the product, e.g.,
“seasoned with green peppers”, 
“seasoned with butter”, “seasoned with
■-------- oil”, the blank to be filled in with
the common or usual name of the oil, 
"with added spice”, or, in lieu of the 
word spice, the common or usual name 
of the spice.

(c) The w ords “vacuum  pack” or 
“vacuum packed" when the weight of 
the liquid in the container, as 
determined by the method prescribed in 
§ 155.3(a) is not more than 20 percent of 
the net weight, and the container is 
closed under conditions creating a high 
vacuum in the container.

(4) Ingredient statement. Each  of the 
optional ingredients used shall be 
declared on the label as  required by the 
applicable sections of Part 101 of this 
chapter.

(b) Quality. (1) The standard of 
quality for canned peas is as  follows:

(i) Blond and yellow peas. Not more 
than 2 percent of the drained weight is

blond an d /o r yellow peas, i.e., white or 
yellow but edible peas.

(ii) Blem ished peas. Not more than 5 
percent of the drained weight is  
blemished p eas, i.e., slightly stained or 
spotted peas.

(iii) Seriously blem ished peas. Not 
more than 1 percent of the drained  
weight is seriously blemished peas, i.e., 
peas that are hard, shrivelled, spotted, 
discolored, or otherwise blemished to an  
extent that the appearance or eating 
quality is seriously affected.

(iv) Pea fragments. Not more than 10 
percent of the drained weight is pea  
fragments, i.e., portions of peas, 
separated or individual cotyledons, 
crushed, partial or broken cotyledons, 
and loose skins, but excluding entire 
intact peas with skins detached.

(v) Extraneous vegetable material.
Not more than 0.5 percent of the drained  
weight is extraneous vegetable m aterial, 
i.e., vine or leaf or pod m aterial from the 
pea plant or other such m aterial.

(vi) Alcohol-insoluble solids. The 
alcohol-insoluble solids of smooth-skin  
or substantially smooth-skin peas, such 
as A laska-type peas or hybrids having 
similar characteristics, m ay not be more 
than 23.5 percent and, of sw eet green  
wrinkled varieties or hybrids having 
similar characteristics, not more than 21 
percent based on the procedure set forth 
in the “Official M ethods of A nalysis of 
the A ssociation of Official A nalytical 
Chemists,” 13th Ed., 1980,1 section  
32.012, which is incorporated by 
reference.

(vii) Limitation. The sum of the pea 
m aterial described in paragraph (b)(1)
(i), (ii), (iii), (iv), and (v) of this section  
shall not exceed  12 percent.

(2) Determine com pliance as specified  
in § 155.3(b);

(3) If the quality of canned peas falls 
below  the standard prescribed in 
paragraph (b)(1) of this section, the label 
shall b ear the general statem ent of 
substandard quality specified in
§ 130.14(a) of this chapter, in the m anner 
and form therein specified; but in lieu of 
such general statem ent of substandard  
quality when the quality of canned peas  
falls below the standard in only one 
respect, the label m ay bear the 
alternative statem ent, “Below standard  
in quality ”, the blank to be filled 
in with the w ords specified after the 
corresponding paragraph under 
paragraph (b)(1) of this section which 
such canned peas fail to  meet, as  
follows: (i) “E xcessive blond an d /or  
yellow  p eas”; (ii) “E xcessive blemished

1 Copies may be obtained from; Association of 
Official Analytical Chemists, P.O. Box 540, 
Benjamin Franklin Station, Washington, DC 20044, 
or examined at the Office of the Federal Register 
Library.

p eas”; (iii) “E xcessive seriously 
blemished p eas”; (iv) “E xcessive p ea  
fragm ents”; (v) “E xcessive vegetable  
m aterial”; (Vi) “E xcessive m ealy”. Such 
alternative statem ent shall immediately 
and conspicuously precede or follow  
without intervening Written, printed, or 
graphic m atter, the nam e “p eas” and 
any w ords and statem ents required ot 
authorized to appear with such nam e by 
paragraph (a)(3) of this section.

(c) Fill o f container. (1) E xcep t in the 
case  of vacuum pack  peas, the fill of pea 
ingredient and packing medium, as 
determined by the general method for 
fill of container prescribed in § 130.12(b) 
of this chapter, is not less than 90  
percent of the total capacity  of the 
container.

(2) W hen the peas and liquid are  
rem oved from the container and  
returned thereto, the leveled peas  
(irrespective of the quantity of the 
liquid), 15 seconds after they are  so 
returned, completely fill the container. A  
container with lid attached  by double 
seam  shall be considered to be 
completely filled when it is filled to 5 
millimeters (0.2 inch) vertical distance  
below  the top of the double seam ; and a 
glass container shall be considered to be 
completely filled when it is filled to 13 
millimeters (0.5 inch) vertical distance  
below the top of the container.

(3) Determine com pliance for fill of 
container as specified in § 155.3(b).

(4) If canned peas fall below the 
standard of fill of container prescribed  
in paragraph (c)(1) an d /o r (2) of this 
section, the label shall bear the general 
statem ent of substandard fill specified  
in § 130.14(b) of this chapter, in the 
m anner and form therein specified.

5. By revising § 155.172 to read  as  
follows:

§ 155.172 Canned dry peas.
(a) Identity. Canned dry peas  

conforms to the definition and standard  
of identity, and is subject to 
requirements for label statem ent of 
optional ingredients prescribed for 
canned peas by § 155.170(a), except that:

(1) The optional pea ingredient is the 
dry seeds of the pea plant of the species 
Pisum sativum L. but excluding the 
subspecies macrocarpum.

(2) The nam e of the food is “cooked  
dry p eas” or “soaked dry p eas” . The 
optional term s specified by
§ 155.170(a)(3), “early”, “June”, “ sw eet”, 
“green”, “wrinkled”, or any combination  
thereof, shall not be used on the labels.

(b) Quality. (1) The standard of 
quality for canned dry peas is that 
specified for canned peas by
§ 155.170(b) excep t that:
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(1) The alcohol-insoluble solids 
maximums specified in
§ 155.170(b)(l)(vi) do not apply.

(ii) The skins of not more than 25 
percent by count of the peas in the 
container are ruptured to a width of 1.6 
millimeters (0.06 inch) or more.

(2) If the quality of canned dry peas 
falls below the standard of quality 
prescribed by paragraph (b)(1) of this 
section, the label shall bear the 
statement of substandard quality in the 
manner and form specified in
§ 155.170(b)(3) for canned peas, except 
that the words “Excessively mealy” 
shall not be used.

(c) Fill o f container. (1) The standard 
of fill of container for canned dry peas is 
that prescribed for canned peas by 
§ 155.170(c).

(2) If canned .dry peas fall below the 
standard of fill of container prescribed 
by paragraph (c)(1) of this section, the 
label shall bear the general statement of 
substandard fill specified in § 130.14(b) 
of this chapter, in the manner and form 
therein specified.

6. By revising § 155.190(b)(3) and by 
redesignating § 155.190(c)(2) as (c)(3) 
and adding a new paragraph (c)(2) to 
read as follows:

§ 155.190 Canned tomatoes.
* * * * *

(b) * * *
(3) Determine compliance as specified 

in § 155.3(b).
*  *  *  *  *

(c) * * *
(2) Determine compliance as specified 

in § 155.3(b).
(3) If canned tomatoes fall below the 

standard of fill of container prescribed 
in paragraph (c)(1) of this section, the 
label shall bear the general statement of 
substandard fill specified in § 130.14(b) 
of this chapter, in the manner and form 
therein specified.

Any person who will be adversely 
affected by the foregoing regulation may 
at any time on or before July 28,1980, 
submit to the Hearing Clerk (HFA-305), 
Food and Drug Administration, Rm. 4 -  
62, 5600 Fishers Lane, Rockville, MD 
20857, written objections thereto and 
may make a written request for a public 
hearing on the stated objections. Each 
objection shall be separately numbered 
and each numbered objection shall 
specify with particularity the provision 
of the regulation to which objection is 
made. Each numbered objection on 
which a hearing is requested shall 
specifically so state; failure to request a 
hearing for any particular objection 
shall constitute a waiver of the right to a 
hearing on that objection. Each 
numbered objection for which a hearing

is requested shall include a detailed 
description and analysis of the specific 
factual information intended to be 
presented in support of the objection in 
the event that a hearing is held; failure 
to include such a description and 
analysis for any particular objection 
shall constitute a waiver of the right to a 
hearing on the objection. Four copies of 
all documents shall be submitted and 
shall be identified with the Hearing 
Clerk docket number found in brackets 
in the heading of this regulation. 
Received objections may be seen in the 
above office between the hours of 9 a.m. 
and 4 p.m., Monday through Friday.

Effective date. Except as to any 
provisions that may be stayed by the 
filing of proper objections, compliance 
with this final regulation, including any 
required labeling changes, may begin 
August 26,1980, and all affected 
products initially introduced or initially 
delivered for introduction into interstate 
commerce on or after July 1,1981 shall 
fully comply. Notice of the filing of 
objections or lack thereof will be 
published in the Federal Register.
(Secs. 401, 701(e), 52 Stat. 1046 as amended,
70 Stat. 919 as amended (21 U.S.C. 341, 
371(e)))

Dated: June 20,1980.
Note.—Incorporation by reference 

approved by the Director of the Office of the 
Federal Register on March 11,1976, and is on 
file in the Federal Register Library.
William F. Randolph,
Acting Associat&Com m issioner fo r  
Regulatory A ffairs.
[FR Doc. 80-19369 6-26-80; 8:45 am]
BILLING CODE 4 11 0-03 -M

21 CFR Part 310
[Docket No. 79N-0177]

New Drugs; Sweet Spirits of Nitre Drug 
Products for Over-the-Counter Human 
Use
AGENCY: Food and Drug Administration. 
a c t io n : Final rule.

s u m m a r y : This document contains the 
final decision that any drug product 
containing sweet spirits of nitre is not 
generally recognized as safe effective 
and is misbranded for over-the counter 
(OTC) human use. Any sweet spirits of 
nitre drug product marketed for OTC 
use will be subject to regulatory action 
unless it is the subject of an approved 
new drug application. The Food and 
Drug Administration (FDA) is taking this 
action after considering all the available 
evidence which was set forth in the 
preamble to the proposal published in 
the Federal Register of February 22,1980 
(45 FR 11846). This final rule is part of

FDA’s ongoing review of OTG drug 
products.
EFFECTIVE DATE: June 26,1980.
FOR FURTHER INFORMATION CONTACT: 
William E. Gilbertson, Bureau of Drugs 
(HFD-510), Food and Drug 
Administration, 5600 Fishers Lane, 
Rockville, MD 20857, 301-443-4960.
SUPPLEMENTARY INFORMATION: In the 
Federal Register of February 22,1980, 
under § 330.10(a)(6) (21 CFR 
330.10(a)(6)), FDA issued a proposal to 
establish a regulation for OTC sweet 
spirits of nitre drug products, together 
with the conclusions and 
recommendations of file Advisory 
Review Panel on OTC Miscellaneous 
Internal Drug Products.

In accordance with § 330.10(a)(2) (21 
CFR 330.10(a)(2)), the data and 
information considered by the Panel 
were put on display in the Hearing 
Clerk's office, Food and Drug 
Administration (FDA), Rm. 4-62, 5600 
Fishers Lane, Rockville, MD 20857, after 
deletion of small amounts of information 
considered confidential.

In the preamble to the proposed 
regulation, FDA advised that it would 
not follow the full. OTC rulemaking 
procedure set forth in § 330.10 (21 CFR 
330.10) because the agency determined 
that use of any drug product containing 
sweet spirits of nitre for any purpose is 
contrary to the public interest and that 
action to remove all products containing 
sweet spirits of nitre from the market 
should be implemented expeditiously. 
The agency also advised that a final rule 
under the proposal would become 
effective on the date of publication in 
the Federal Register. Interested persons 
were invited to file, on or before March
24,1980, written comments regarding the 
proposed rule. No comments were 
received. Because of the risk to the 
public health involved in the use of 
sweet spirits of nitre drug products, the 
Commissioner has found that there is 
good cause to have this final rule 
become effective on the date of 
publication, as authorized by 5 U.S.C. 
553(d)(3) and by 21 CFR 10.40(c)(4)(ii). 
This final rule contains the agency’s 
final decision on OTC sweet spirits of 
nitre drug products and is effective 
immediately.

Sweet spirits of nitre contains 
between 3.5 and 4.5 percent of ethyl 
nitrite in alcohol and is also known as 
spirit of nitre, spirit of nitrous ether, and 
ethyl nitrite spirit. It has been marketed 
OTC for use as a diaphoretic to reduce 
fevers in children, as a diuretic, and as 
an intestinal antispasmodic for the 
treatment of flatulent colic in infants. It 
has also been used topically for cold 
sores and fever blisters. The agency has


