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STATEMENT OF CIRCUMSTANCES

Regulatory Protection Division
West Virginia Department of Agriculture

Frozen Desserts and Imitation Frozen Desserts

LEGISLATIVE RULE
§61-4b—-1 et seq.

These amendments to the existing rule are necessitated by
changes in CFR 21 with regard to the labeling of frozen desserts
and the standards of identity of the same. The proposed changes to
the rule include removal of regquiring NSF approval for frozen
dessert equipment, the additicn of the requirement of a USE BY date
on mix, and the removal of low-fat and non-fat descriptors which
are no longer in sync with federal reguirements.



” ' APPENDIX B

FISCAL NOTE FOR PROPOSED RULES

. Frozen Desserts and Imitation Frozen Degserts
Rule Titla: =

Type of Rule: X TLegislative Intezrgrative Procadural

e £ of Agri
Agency West V:.:g:z.m.a Departme:_‘l of Agriculture

Addrass Regulatory Protection Division

19C0 Kanawha Blvd., East

Charleston, WV 25305

1. Effect of Proposed Rule

TSTIMATED TOT s © s O s O ! s 0 s 0
cest . ) |
Q 0 Q 0 0
PERSONAL SERVICES |
CURRENT EXPENSE | 0 C o - 0 0
REPAIRS & 0 0 0 0 i
ALTERNATIONS \
TQUIPMENT | O 0 0 0 o
!
O i

2. Expl ticn of above estimatas:

This is an existing rule and the changes being offered are expected to have
no fiscal impact. R

3. Objectives of these zules:

To align state regulations with Federal guidelines and eliminate sections
of the rule that were found to be unworkable,



Rule Title: Frozen Desserts and Imitation Frozen Desserts

Explanation of Qverall Econcmic Impact of Proposed Rule.

a. Econcmic Impact on State Government.

Nene
B. Economic Impact on Political Subdivisions; Specific
Industries; Specific groups of Citizens.
Nona
c. Econemic Impact on Citizens/Public at Large.
None

Date: 7 //ggg;/ﬁgéf;fﬂ’
A;z;iiizizzﬁiz%nc Head or'Authorzzed.Reprensentat;ve




DATE ; July 31, 19¢Z2

TO: LEGISLATIVE RULE-MAXKING REVIEW CCMMITTEE

FROM: Bob Meorris, Assistant Commissioner

LEGISLATIVE RULE TITLE: [rozen Desserts and Imitation Frozen Desserts

19-11B-10
L. Authorizing statute(s) citation

2. a. Date filed in State Register with Notice of Hearing
Filed June 23, 1995, for 30 day comment pericd.

B. Wwhat other notice, including advertising, did ycu give
¢f the hearing?

Mail copies of the proposed rule to six industry representatives ‘

and issued cne press release.

Not i
c. Date cf Hearing(s) Not Applicable

d. Attach List <f perscns whe appeared at hearing,
comments ruecsived, amendments, reascns for amendments.

X
Attached No comments recaived

2. Date you filed in State Register the agency agproved
proposed Leglslative Rule follewing public hearing:
(be exact)

July 31, 1995

£f. Name and phone number(s} c<¢f agency perscn(s) to
contact for additional information:

Robert G. Morris, Assistant Commissioner 304-558-2201

John E. Liggett, Assistant Director Reglatory Protection 304--558-2227




If the statute under which you promulgated the submitted
rules ragquires certain findings and determinaticns to be
made as a cendition precadent te thelr promulgation:

a.

Give the date upcn. which vyou filed in the State
Register a nctice of the time and place ¢f 2 hearing
for the taking of evidences and a2 general descrfpt;on
of the issues to be decided.

NotApplicable

Not Applicable
Date of hearing:

On what date did you file in the State Register the
findings and determinaticns required together with the
reascons theresfor? :

Net Applicable

Attach f*nd_ngs and determinaticns and reasons:
Not Applicable

tiached




Summary
Frozen Desserts and Imitation Frozen Desserts
§61-4A-1 et geq.
West Virginia Department of Agriculture

Legislative Rule

This is a modificaticon to an existing legislative rule. The
axisting zrule establishes the reguirements governing the
manufacture and distribution cf Ifrozen desserts and imitation
frozen desserts. The existing rule includes incorporation by
reference of several federal zregulations as well as several
naticnally established standards for the sampling and testing of
frozen desserts.

The existing rule also includes standards of identity not
defined 1in the CFR, frozen dessert labeling requirements,
misbranding - sectiocn, adulteration gecticn, manufacturing
conditions for frozen desserts, prohibited acts, animal health
regquirements for the milk being used in frozen desserts, powers
and duties cf the commissioner, apprroved sampling and testin
methods, a sectiocn cutlining the requirements for an approved
laboratory, an enforcement policy for frozen desserts, and
cleaning and sanitizing guide for frozen dessert eguipment.

The proposed changes to the rule inciude: removal of the
secticn requiring NSF approval for frozen dessert eguipment, the
additicn cf the requirement of a use by date on mix, the removal
of lowfat and nonfat descriptors which are no longer in sync with
federal regquirements, corraction to the Ifrozen mix thawing
temperagture, the addition of the prohibiticn of selling outdated
mix, and the removal of the approved laboratory secticn which did
not work as coriginally conceilved.

- |
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TITLE 61 o
LEGISLATIVE RULE RECEIVED

DEPARTMENT OF AGRICULTURE 495
§
B9340 21 pyoa 27

SERIES 4B A .
FROZEN DESSERTS AND IMITATION FROZEN DESEERTS Ws7 yinns
STORFIsAY f2 orays
§61-48~1. General.
1.1. Scope. --.  This rule establishes the reguirements

governing the manufacture and distributicn of frozen desserts and
imitation frczen desserts.

1.2. Authority. -- W. Va. Code §12-113B-10
1.3. ~Filing Date. --.
1.4. EIfective Date., --
§61-4B-2. Incorporaticn by Reference.
2.1. The following documents are adopted in their entirety:

2.1.a., Title 21 Code cf Federzl Regulaticns (Amxil -——20945
April 1, 1535}

2.1.b. Title QQ,Code of Federal Regulations (Sedv—=3556
July 1, 19813 '

2.1.c. +=&k 16th edition of the "Standard Methods for the
Examination of Dairy Products" published by the American Public
Health Association, 1015 Eighteenth Street, N.W., Washincgton,
D.C. 2003¢. S . .

2.1.d. Z==B leth editicn and supplements to the "Official
Methods o©f Analysis" published by the Asscociation of Official
Analytical Chemists, Suite 400, 2200 Wilson Boulevard, Arlington,
Virginia 22201. ; —

2.1.e. &8k 7th edition and supplements to the "U.S. Food
and Dxug Administration Bactericlogical Anszlytical Manual"
published by the Association ¢f 0fficial Analytical Chemists,
Suite 400, 2200 Wilson Boulevard, Arlington, Virginia 22201.

§61-4B-3. Definitions.
3.1. "Active cultures" means microorganisms in the wviable
state that are added to a product to produce characteristic

gualities in the finished product.

3.2. "Hermetically sealed container" means a contalner that




is designed and intended tc be secure against the santry o
microorganisms and thereby maintain the commercial sterility o
its contents after processing.

£
£

3.3, "Milk products" includes products made from the milk
products from a cow, goat or sheep.

3.4, "Product" means a frozen dessert or imitaticn frozen
dessert. )
3.5. "Summary suspensions" are suspensions issued in cases

where conditions constituting a hazard to the public health,
safety or welfare requires immedizte action.

3.6. " "Sterilized" wmeans the condition achieved by the
application of heat, chemical sterilant(s) or other treatment
considered appreopriate by the commissioner that renders the
vroduct or eguipment free of viable microorganisms.

§61-4B-4. Definitions and Standards of Identity.

4.1. The provisicons of 21 CFR Part 135 establish standards
of identity for ice cream, frozen custard, french ice cream,
french custard ice cream, geoat’s milk ice cream, goat’s milk
frozen. custard, geoat’s milk french ice cream, ice milk, goat’'s
milk ice milk, mellorine, fruit sherbet and ncn-fruit sherbet.

while stirring a mix_consisting of the ingredients permitted in
ice cream. All dairy ingredients shall ke pasteurized or
Ultrapasteurized. Safe and suitable sweetening agents may be
used. .Such ingredients are cultured after pasteurization by one
or more strains of Lactckacillus bulgaricus and Streptococcus
thermophilous. Fruit, nuts or cother flavoring materizls may be
added befcore or aftexr the mix is pasteurized and cultured. The
standard plate count requirement for frozen desserts applies only
to the mix prior te culturing. Frczen yogurt, exclusive of any
flavering, shall contain not less than 3.25% milkfat, not less
than 8.25% milk solids not f£at, and have a titratable acidity of
nct less than 0.3% expressed as lactic acid. This characteristic
acidity is develcoped as a result of the bacterizl activity, and
no heat oxr bactericstatic treatment, other than refrigeration,
which results in desstruction or partial destructiocn of the
organisms, shall be applied to the product aftex such culturing.
Frozen yvogurt finished product shall welch not less than 5 pounds
per gallon. On the label the strains of bacteria may be
collectively referred to as vogurt culture. The name c¢f the food
is frozen vogurt. -

4.2. Frozen yogurt is the fcod which is prepared by freezing

4.3. Frozen dietary dairy dessert is a frozen dessert
prepared for perscons wnce wish te xzestrict their intake of
crdinary sweetening ingredients. It is produced by freezing
while stirring a pasteurized mix consisting of the ingredients
permitted in ice cream. It shall contain no sugars other than
those naturally present in the milk sclids or flavoring agents
which have been added. It may contain edible carbohydrates other
than sugars. The name of the food is frozen dietary dairy
dessert. '
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4.2.a. The statement "Contains % milkfat" shall be
placed preminently on the label. The blank shall be filled in
with the percentage of milkfat in the product.

4.4. Milkshake is the food which is prepared by freezing
while stirring a pasteurized mix consisting of the ingredients
permitted in ice cream. Safe and suitable sweetening agents may
be used. Caseinates may be added. Milkshakes, exclusive of any
flavering, shall not contain less than 2.25% milkfat and shall
contain not less than 13.25% milk solids rnot fat. The name of
the focd is milkshakse.

§61-4B-5. Frozen Desgsert Manufacturer Permit.

5.1. Individuals, churches, fraternal organizaticns and othar
crganizations manufacturing product for members of their group or
their guests on an intermittent and infrequent basis are exempt
from the permitting requirements of W. Va. Code §1S5-11iR-3.

§61L-4B-5. Labeling.

6.1. Any person distributing product in a package of any form

shall attach a label with the following informatiocn, except as
provided in subsection 4% 6.3 of this rule:

6§.1.a. The brand name, if any, and the product name. The
product name i1s the name established in the definiticon or the
standard of ldentity, as descriked in section 4 of this rule, or
a name that accurately identifies and describes the product. The
name shall not be so similar to the name of any other food so as
to be confusing to the average consumer. :

6.1.b. The guantity of the product in the container shall
be expressed in pounds, ounces, gallons, pints, quarts or fluid
cunces. A combinaticon of numerical count and weight may be used
for multi-unit packages. In addition to these units, metric
declarations may be used. All statements of quantity shall be
accurate with reascnable variations due to packaging allowed.

€.1.¢c. The name and address of the manufacturer, packer or
distributor. The address shall include the city, state and zip
code. A street address is required to identify the firm when
there are several firms of that name in that city or if the
street address is not available through a city or telephone
directory. When the product is not manufactured by the company
whose name appears on the label, the name shall be qualified by
a phrase that reveals the company’s connection with the food;
such as "Manufactured for ", or "Distributed by v,

6.1.4. A lot designation or code date to provide
identification of the prcduct with a specific production time-
pericd. In additicn, 1f the name on .the label is not the

manufacturer, the lot designation or code date shall identify the
manufacturer in addition to a specific production time-period.

§.1.4d.A. In the case of mix being scld to a recailer the
product ghall have a use bv date con the contziner or the retailer
shall be advised in writing of how to calcoulare the usze by date




from the manufacture date or lot code on the containers.

5§.1.e. If ingredient gtatements or nutriticnal claims are
made on the product label or in labeling, the regquirements of 21
CFR Part 101, as incorporated by reference in section 2 of this
rule, must be met.

£.2. No person nay use a product name on a menu, sign or any
other advertising unless that name clearly reflects the accurate
name of the product.

£.2. No manufacturer or distributor may use the terms "home
made" or "fzrm made" to desgscribe a product unless tha product is
actually manufactured in the home or on the farm, except that the
word "Homemade" may be used as a brand name.
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5.4 Degcriptors such as "free, "light'", "reduced", "legs”,
"Tower”, etc. may pe usgsed in conjunction with a standard of

identitv listed in section 4 of this rule and gs cutlined in 21
CFR Part 101 adopied by reference ip 861-48-2.31.a. of this rule.

65— 5.5. A manufadturer or distributor shall not distribute
any package, of whatever form, without a complete label attached
except for:

&+ 6.5.a. product sold at the place of manufacturing in
any package that is not completely closed when offered for sale
or that is clesed at the time of sale. This product is exempt
from the label reguirements cf W. Va. Code §13-11R-4 and of this
section for gquantity and for the name and address of the
manufacturer, packer or distributor.

f=6- £.5.0b. product sold at the place cof manufacturing
that is placed in a package after the customer orders the

product. This product is exempt Zrom all labeling reguirements
of W. Va. Code §19-11B-4 and o¢f this secticon of the yule.

56—+ §.5.¢. product sold in a container fxom which
product 1s dipped, and commeonly known as a "bulk container", and
where the product is ncot offered for sale to the ultimate




consumer in the bulk container. This product is exempt from the
lzbel requirements of W. Va. Code §19-11B-4 and of this secticn
for the name and address o©of the packer, manufacturer or
distributor, provided that the product lakel identifies the
manufacturing location by means of a plant number oxr cther means.
The product is also exempt from the label requirements of W. Va.
Code §19-11R-4 for the product name and guantity of the contents,
provided that the quantity of contents of the size container(s)
sold and the product name(s) are clearly indicated on the
invoice. : -

=54 5.5.4.  product packaged 1in units sold in a
multciunit container, provided that each individual unit remains
within the multi-unit container during distribution and the
multiunit container is labsled acceording te the reguirements of
W. Va. Ccde 319-11B-4 znd of this section of the rule.

§61-4B-7. Misbranded.

7.1. Any product referred to in W. Va. Code §19-11B-1 et seg.
or this rule is misbranded if:

. 7.1L.a. lts container is sco made, formed, or £illed as to
be misleading;

7.1.b. it purports to ke or is represented as a food for
which a definition or standard of identity has been prescribed in
section 4 of this xrule and its quality deoes not meet the
requirements of the definition or standard cof identity; or

7.L.C. it purports tc be or is represented as a food foxr
special dietary uses, unless its label bkears such information
concerning its dietary properties as is necessary to fully inform
purchaser as to its value for such uses.

§61-4B-8. Adulteration.
8.1. A product is adulterated if:

8.1.a. any substance has been added tc the product or
mixed or packed with the product sc as tc make it appear of
greater value than it is, and the substance is nct clearly noted
in the ingredient statement or by other means on the label;

8.1.pb. any bactericidal substance has been added to the
product, such as a sanitizer, preservative or any other chemical
with bactericidal properties. A product is not adulterated dus
toc the presence of any sanitizer residue where the residue is
caused as a ncormal conseguence of ganitizing the ecuipment while
using standard industry practices;

8.1.c. . the bacterial counts except for sterile
hermetically sealed oroducts, exceed a count of 50,000 per gram
for the standard plate count and/or 10 per gram for the ccocliform
group count;

g§.1.4. the bacterial counts £or sterile hermetically
sealed product excead <1 per gram for standard plate count and/oxr




<1 per gram for the ccliform group:;

8.1l.e. the manufacturing conditions designated by these
rules are not met;

g.1.£., . the zone shown in the Bacillusg sterothermophilus
test 1s greater than or egual to lemm, indicating adulteration
with beta-lactam antibiotics; or

8.1.g. pathogsnic bacteria are in the prcduct.

8.2. Tolerances for the presence of pesticide residues are
these tolerances designated in 40 CFR Part 185, as adepted by
reference 1in sgection 2 of these =xules. Tolerances for the
presence of antibictics are those tolerances designatsed in 21 CFR
Part 558, as adopted by reference in secticon 2 ©f these rules.
Tolerances for unavoidable poisconous cor deleteripus substances
are those tolerances designated in 21 CFR 108.30, as adopted by
reference in section 2 of these rules. Laboratory tolerances for
the method used will be added to these tolerances.

§61-4B3-3. Manufacturing conditions.

g.1. The . entire manufacturing establishment, including
fixtures,  furnishings, machinery, apparatus, implements,
utensils, receptacles and all equipment used to manufacture,
stere, keep, handle, distribute or serve product shall be
maintained, operated and stcocred in a clean and sanitary manner by
the manufacturer. : -

9.2. All eguipment, utensils, cecntainers and piping used by
a manuiacturer shall be constructed of a smooth, nontoxic,
impervicus, corrcsion-resistant material and fabricated in such
a manner that there could ke no contamination of the products
handled therein. All eguipment shall be capable of being easily
sanitized. 2 ' . e : 3 S
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9.3. The manufacturer shall keep all equipment in .good
working order and condition at all times that the equipment is
used to manufacture a product.

§.4. The manufacturer shall install all ecuipment so that =no

sclution used in cleaning or sanitizing will remain inside the
equipment in substantial amounts after the draining process.

9.5. The manufacturer shall completely disassembls and clean
all equipment that contains product or residues of product within
two hours of the time that the equipment has reached or exceeded
a temperature of 45°F or when any condition causing, or likely to
cause, adulteration of the product has ococurred. Equipment
designed to achieve a daily heat treatment for reduction of
viabie bacteria is exempt from the provisicns of this subsection
regarding temperature but not the provision of gsecticn 8 cf these
rules regarding any condition that hasg caused or is likely to
cause zdulteration.

9.6. The manufacturer shall provide wash tanks of adaguate
size to wash and sanitize all equipment parts and utensils at the
location where the manufacturing takes place or in reascnable
proximity to it. The condition of the wash tanks shall not cause
adulteration of the eguipment parts or the utensils placed in it.

£.7. The manufacturer shall vprovide a hand washing facility
with running hot and cold water, soap and individual tcowels or a
mechanical hand dryer at all times in the vicinity of the freezerxr
when it is producing a precduct, except for those manufacturers
operating at fairs, outings, carnivals and other affairs of short
duration, who may use single service cleaning towels.

9.8. The manufacturer shall make available to each person
invelved in the manufacturing operation proper, suitable and
adeguate tecilets and lavatories for each person involved in the
manufacturing cperation.

$.9. The manufacturer shall not employ any person that has
any contagiocus or ~ infecticus disease in or about the
manufacturing coperation. The clothing habits and conduct of the
employees shall be conducive to and promote cleanliness and
sanitization. :

9.10. The manufacturer sghall sanitize all intermediate
containers, such as pails or pouring containers in which mix
comes in contact immediately prior to their use.

9.11. The manufacturer shall not store non-perishakbles in
locker rooms, tollet rooms or their vestibules, garbage rooms or
mechanical rooms.

§61-4B2-10. Prohibited acts.

10.1. No perscon may use non-pasteurizéd eggs or =2gg products
in any product unless the product 1s pasteurized subseguent to
the addition of the eggs or egg products.




10.2. No perscn may cfifer for sale, transport cor distribute
frozen product that has been allowed to exceed a temperature of
0°F, except that;

10.2.a. a manufacturer may offer for sale at the point of
manufacture a soft-serve type frozen product wheose temperature
has not exceeded 45°F at any time.

10.2.b. a person may offer for sale at retail anv frozen
product that is held in small gquantities for the purpose of
softening the product so that it can be dipped as long as that
product temperature is not allowed to exceed 45°F at any time.

10.3. No person may produce any product in equipment that has
not been sanitized.

10.4. No person may use a preduct that is drained from the
freezer at the end of a production run, called rerun, that has
been allowed to exceed a temperature of 45°F or that is likely to
cause adulteration of the product produced when it is used.

10.5. No.perscon may use any spilled, overflcowed and leaaked
products i1n manufacturing any other product.

10.6. ©No perscn may reconstitute powdered mixes with non-
petable water or in an unsanitary manner. Such product shall be
cooled to a temperature of 35-40°F within 4 hours after
raconstituting.

10.7. No gersch may thaw frozen mixeg in such a manner that
any portion of the preduct will be—sbeve sxceed 444F S(0°F. feo=

i0.8. No person may use steel wool or metal sponges for
cleaning equipment and utensils used for manufacturing.

10.3. No perxscon may use any method for sanitizing that
adversely affects the equipment, dairy product or the health of
the consumers consuming the product. However, the commissioner
will not prchibit the use of chemicals commonly used in the
industry for cleaning and sanitizing dairy egquipment using normal
industry practices due .to the causing of corrosion of the
eguipment as long as the corrcsion caused by such use is minimal.

10.20 No person mav offer for gale a mix product or a frozen
dessert manufactured from a mix product having an expired sell-bv
or use-bv code date.

§61-4B-11. Animal Health,.

11.1." ALl products shall be made from milk products or milk-
derived ingredients from herds which are located in a Modified
Accredited Tuberculosis Axrea or a Tuberculcosis Free Area as
determined by the U.S. Department of Agriculture, Provided, that
herds located in an area that fails to maintain such accradited
status shall have been accredited by the U.3. Department of
Agriculture as tuberculosis free, or shall have passed an annual
tuberculosis test that is performed by a veterinaxian accredited




by the United States Department of Agriculture, An;mal and Plant
Health Inspection Service.

11.2. All products ghall be made from milk products or milk-
derived ingredients from herds which are under a brucellosis
eradication program which meets one of the following conditions:

1l1.2.a. the herd is located in a Certified Brucellosis-
free Area as defined by the U.S. Department of Agriculture and
enrclled in the testing program for such ares;

il.2.p. the herd meets the U.S. Department of Agriculture
requirements for an individually certified Brucellosis-free herd;

11.2.¢. ~the herd is participating in a milk ring testing
program at least four times per year at approximately 90 day
intervals, and any herd where any animal has a pos;tlve milk ring
test shall all animals that are preoducing milk, or that have
recently produced milk, tested with the milk ring test within 20
davs from the date of the labeoratorvy ring tests; or

11.2.d4. the hexrd has had an individual blood agglutinaticn
test annually with an allowable maximum grace period not
exceeding 2 months.

§61-4B-12. Powers and Duties of the Commissiocner.

12.1. The commisgioner shall inspect and sample product from
all frozen desserts and imitation frozen desserts manufacturers
within the limits of his or her resourceas.

12.2. The commissicner recommends that each frozen dessert
and imitation frozen dessert manufacturer supplement the sampling
performed by the commissioner with izndependsem:ts tfests by an
aooreved indevpendent laboratory.

12.3. All products from frozen desserxt and imitation frozen

dessert manufacturers taken hy;u—samElexweaﬁ%eyeeeby—aﬁ—aﬁﬁfeveé
Iaboratory—ad all-products—Etalkes by the commissioner for testing

are conSLdered ofrzczai product samb?es ALl —test—resuits on
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12.3.a, The conmissioner mayv have gervice sample (s) taken
of frozen desserts cor imitation frozen dessexrts, which would be
considered unofficizl. )

12.4. Onlyv officiz]l samples will be considered when applilving
the enforcement policy.

§61-4B-13. Approved sampling and testing metheds.

13.1. Procedures for the collection and holding cf cfficial
product samples, the selection and preparation of apparatus,
media and reagents, and the analytical procedurss, incubkation,
reading and reporting of results, shall be in compliance the
standards set forth in the Standard Methods for the Examination
of Dairy Products, the Official Methods o¢f 2Analysis, or



procedures referenced in 21CFR, all adopted by reference in
gection 2 of thege ruleg, or other methods as approved Ly the
commissioner whichever method is applicable to the product being
tested. ,

13.2. The Roege-Gottlieb Fat Extracticn Method of testing for
milkfat is adopted as the approved method for determining the
milkfat content of preduct and is approved for all milkfat
testing. -

13.2.a. Milkfat tolerances for lewfat and nenfat products
are + ,15%,. Tolerances for the method will be added to this
tolerance, :

13.3. Aseptically processed products packaged in hermetically
sealed containers shall be opened in accordance with prccedures
published in the U.S. Food and Drug 2Administration
Bactericlogical 2Analyitical Manual, as adopted by reference in
section 2 of these rules. ) '

13.4. The testing methods for drug residues in product are
those listed in 21CFR Part 556, as adopted by referende in
section 2 of these rules,  where applicakle.




§61-4B-35 14. Enforcement policy.

15 14.1. The ccommissioconer may assess a violaticn of W. Va.
Code §19-11B-1 =t seq. or of these rules against the
manufagturer of product and/or the distributor of the mix used to
manufacture the product. ’

1= 14.2. The commissioner will assess any vielations of W.
Va. Ceode 819%-11B-1 et seg. or of this rule to the distributor

for mix sampled from unopened containers. The company will not
be assessed additiconal cumulative notices of viclaticns until the
commissicner has determined.that the f£irm bas had adegquate notice
of the pTEVlouS notice, generally‘lo days from the mailing of the
notice of violation.

=5 14.2,  Whenever one of the last five conssacutive offigial
product sample(s) taken on ssparate days within a cone vear period
are found to be adulterated or misbranded, the commissioner shall
send a written "First Nectice!" to the manufacturer or distributor

whichever 1is appropriate. This notice shall notify the
manufacturer cr distributor of the viclation of W. Va. Code §iS-
11B--1 et seq. or of these rules and the enforcement policy

established by this secticn <¢f the rule.

15 14.4., Whenever two of the last fivé conseécutive official




product sample (s) taken on separate days within a one year period
are found te be adulterated cor misbranded the commissioner shall
gend a written "Second Notice!" to the manufacturer or distributor
whichever is appropriate.

= 14.4.a. The commissiconer shall collect additicnal
official product sample(s) within 21 days of the sending of a
Second Notice to the manufacturer or distributor, buk shall not
collect product samples before the lapse of 7 days from the
sending of & Second Notice.

= 14.5. Whenever three of the last five consecutive cfficial
product sample(s) taken on separate davs within a one year pericd
are focund to be adulterated or misbranded the commissioner shall
gend a written "Third Notice" to the manufacturer c¢r distributor

whichever is apprcpriate.

15 14.5.a. The commissioner shall collect additicnal
official product sample(s) within 21 days of the sending of the
Third Notice to the manufacturer or distributor, but shall nect
collect additional product samples before the lapse of 7 days
from the date of sending cf the notice.

22 14.6. The commissioner will issue a "Shut-down Order" for
a pariod of 24 hours to a manufacturer or distributor when the
record of the firm indicates that effective action has not been
takan to correct the causes of the viclations, for instance when
three out of the last five samples from the same machine are
viclative. The "Shut-down Order" will normally be issued with
the "Third Notizce". The "Shut-down Crder" will give the reasons
for the order, state the portion of the manufacturing or
distributing operation that 1s prohibited from coperating while
the crder is in effect, give conditions of the order, state the
length of time that the Shut-down Order will be in effect and
specify a time and place for a hearing to be held in this matter.
Except that in the case where the public health, safety or
welfare 1s at risk, the commissioner will issue an immediate
Shut-down Order and give nectice to the manufacturer or
digtributor under the provisions of subdivision 15.6.a. of this
rule.

25 14.6.a. The commissioner will issue an immediate Shut-
down Order without giving the manufacturer or distributor the
opportunity to be heard where there 1s a hazard te the public
health, safety or welfare. In these cases, the manufacturer ox
distributor will ke given the cpportunity to regquest a hearing
before the commissioner after the notification of the crder is
received by the manufacturer or distributoer. All Shut-down
Orders iesued due tc non-compliance with subdivisions 8.1.c.,
g.1.4., or 2.1.g. of this rule are considered to involve a risk
to the public health, safety or welfare.

5 14.6.b. _The manufacturer or distributor will ke
responsible for causing all cperaticns covered by the Shut-down
Ordar to ceasge and follow all other conditicns of the order. AL
the end of the pericd of the corder, the manufacturer or
distributocr may resume operations without further acticn by the
cominissioner.




L5 14.7. If after a Shut-down Order has been issued the
commissioner finds that effective corrective action has not bean
taken, he may issue a suspension <¢f the Frczen Desserts
Manufacturer Permit. The suspension shall state the time that
the suspensicon will become sffective, glve the reasons for the
suspens;on,and specify a time and place for a hearing to be held
in this matter. Except that in the case of a summary suspension
the commissioner will give the manufacturer the cpportunity to
regquaest a hearing in this matter subsequent to the notification
of the suspension. . - _

= 1l4.7.a. A7l sugspensions due to nen-conformance to
subdivisions 8.1.¢c., .d. or 8.1.g. cf this rule are summary
suspensions.

5 14.7.b. A suspension o©of <the Frozen Dedserts

Manufacturer Permit zremains in effect until the manufacturer
submits and the commissioner accepts a written plan of correction
and a rsguest for a reinstatement of the permit.

= 14.7.c. The commissiconer has seven days from the date
of receipt of this applicaticn to respond to a suspension in the
case of violations of subdivisions 8.1.c., 8.1.d. or 8.1.g. of
this rule and Icurteen days to respond for all other wviclaticns
cf W. Va. Code §19-11B-1 et seq. ‘or these rules. The
commisgioner " will accept cor deny the application for a
reinstatement o¢f the permit and will give the terms and
conditicons under which the permit will ke reinstated.

= 14.8. If the commiSSione* finds that after the f£irm has
regsumed production following a suspension of their Frozen
Desgertg Manufacturer Permit that effective corrective action has
net been taken, then the commissicner will hold z hearing to
determine if the Frozen Desserts Manufacturer Permit should be
revoked.

15 14.9. Perscons whe manufacture a product on an intermittent
or infrequent basis, sc¢ that the standard enficrcement pclicy
cannot apply, will enter into a consent agreement with the
commissioner £f£or correction of all items found to be not in
conformariceé with W. Va. Code §135-11B-1 et seg. oY these rules.

5 14.10. Whenever an antibiotic or pesticide residue test
is found tc be azbove tolerance, the commissicner shall nctify the
manufacturer and/or distributor immediately of this fact and
shall begin an investigation tc determine the cause of the
residue. The commissioner shall require that any person found to
be responsibkble for the residue shall correct the cause of the
residue priocr toc the resumption <f the manufacturing or
distribution of the product.

== 14.11. A perscon who performs a recall by wvoluntarily
removing preoduct Ifxom sale and distribution in an effective
manner 0 as to limit the potential harm to the health and well-
being of the public may be eligible for exemptions f£rom the
normal enforcement policy. The commissicner shall consider the
facts of each case when making a decision on an exemption.




£ 14.12. The commissiconer may apply the enforcement policy
in a liberal manner in cases where 21l official product sample
results that involve a product in the form azctually sold to the
public have been found to be in conformance with W. Va. Code §19%-
11B-1 et seqg. or these rules.

= 14.13. The commissioconer may suspend the standard
enforcément policy in cases where such action 1s necessary to
protect the public health, safety or welfare.

5 14.14. Resamples will only be taken from machines that
were shown to be producing viclative product the previous visit,
except for resamples needed tc check that the non-vioclative
status is being maintained according to the fellowing schedule:

5 14.14.a. After a first nctice and one non-violative
sample, regamples will be taken between 5 to 6 months after the
non-violative sample.

L5 14.14.b. fter a seccnd notice and cone neon-violative
sample, resamples will be taken betwesen 3-4 meonths after the non-
viclative sample. )

= 14.14.c. QOther resamples may be considered necessary to
determine that the non-vioclative status is being maintained. -

§61-4B-1& 15, Cleaning and sanitizing.

+= 15.1. Procedures used for cleaning and sanitizing
equipment and utensils that come in contact with product shall
substantially comply with the guidelines set forth in this
section.

=& 15.1.a. The manufacturer shall theoyroughly rinse all
egquipment used durilng the manufacturing process with lukewarm
water until the water runs clear.

iz 15.1.b. The manuraCCLre* shall use a sultable detergent
designed to remove the product from all surfzces of the
eguipment, including inside the freezer. The cleaning proceéss
must be sufficient to remove all product and lubricant residues
and sheculd be performed in hot (approximately 120°F) water.

= 15.1.c. The manufacturer shall sanitize all clean
surfaces that are likely to come in contact with product with a
suitable bactericidal chemical before use for manafactur_rd (oka
storage of a prcduct.

is 15.1.4. Prior to use, the manufacturer will ncot handle
or axpose to the zir any portion of equipment or containers that
have been sanitized.

sanitizing, the manufacturer will hold the freezer draw tube open
te allow all remaining sanitizer to be removed from the machine.

s i5.1.e. When adding mix o the Ifreezer after
]

£ 15.1.£. The mapuﬁacturer is encouraged to use an acidic

mllkstone remover occasionally.




Summary of Comments to Proposed Rules

Frozen Desserts and Imitation Frozen Desgsserts
§61-4b-1 et seg. '

This is an amendment to an existing rule. A public comment
period was open from June 23, 1885, to July 25, 18S85. A news
release was issued announcing the comment periocd and the proposad
rule was sent to gix industry representatives for their comment.
The comments are summarized below with the agency resgponse.

Comment #1 o

Two comments were recelved endorsing the rule as proposed
with no recommended changes.

Comment #2

One commenter suggested changing the standard of identity
for frozen vyogurt te allow Zfor lowfat E£rczen vyogurt
products. T

Agency Response to Comment #2

Since frozen vogurt 1s not standardized at the Federal level
an attempt was made to provide guidance at the state level.
This was an existing provision in the rule and was not one
of the proposed changes. The agency feels the standard
serves its intended purpose of establishing a level plaving
field for industry to meet; however, the agency agrees that
industry must be allowed to produce products that deviate
from the standard of identity in some respects in corxder to
meet consumers demand. Conseguently, section 6.4 of the
rule has keen modifisd in yesponse to thig comment.

Comment $#3

Cne commenter suggested changing the standard of identity
for milkshakes to allew for leowfat milkshake products.

Agency Response to Comment #3

This comment is similar tc comment #2 and the agency will
modify section 6.4 of the rule to accommodate this request.

Comment $#4

Two commenters -suggested parts or all of §61l-4b-6 be
remcved. One commenter indicated section 6.2 should be
removed because many health congcilence consumers are locking
for low fat alternatives and the menu is one of the main
sources for their making these types of decisicns. The
second commenter indicated that the Federal Nutrition
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Labeling and Education Act had precedence and section 6
should be deleted in its entirsty.

Agency Response to Comment #4

The first comment suggested the removal of section 6.2. The
agency feels the menu is an integral part of a consumers
decigion regarding the foeds they eat. Az a result this
information nesds to accurately reflect the foods describad.
The changes indicated in section 6.4 will allow and regquire
industry to more accurately describe the products they are
selling. ) '

The secend comment suggested the remcval of section 6 in its
entirety. The agency feels this section is necesszaxy for
those commodities which do not enter intc interstate
commerce. The section has been revised so as to accommodate
the Federal rule and not ke in conflict with the same.
Additicnally, the Nutrition Labeling and Educaticn Act has
given the states authority for enforcement. Although this
gsection does not reflect the entirety ¢f the NLEAZ it. does
gsexrve to direct irndustry as tc the agency responsikle for
answering quegtions regarding the labeling of their frozen
dessgert products.

Commant #5

One commenter pointed out that the FDA has removed the
standard of .identity for icemilk and goats milk icemilk -
referencing 5% Federal Register 47072.

Agency Response to Question #5

The agency will change the §61-4b-2.1l.a. to reflect the most
current version.of the referenced CFR where the standards
are still listeg but deletion dates for the standards of
identity are also listed.

Comment #6

Cne commenter indicated that removal of the approved
laboratories would i1mpact the state government and a
specific industry in the state.

Agency Response to Comment #6

The agency has proposed the removal of the approved
labeoratory secticn because it seemed to not be working as it
was originally conceived te work. Currently thexe is only
one approved lab and it 1s out of state. As a result there
is no impact on industry in the state. Additionally, in
conversations with industry they seemed to indicate a
continued use of the independent lab regardlesgss of the rule
change. The removal of approved labs would have no impact




on state government since sampling is currently keing done
at retail Ilccations where independent laks are Dbeing
utilized.

Comment &7

Cne commenter states that no independent lab would be able
to compete with a free government service for unofficial
gamples (or service samples) nor will they be able to do
officizl samples.

Agency Responsge to Comment #7

The removal of approved laboratories does not preclude
industry for obtaining samples from an independent
laboratory although it dees remove an incentive when the
gamples can ncht be cificial. The service samples cutiined
in the rule will permit the commissioner to assist firms in
finding the source of adulteration in their products without
jeopardizing the firms livelihood. This is wvery useiful in
establishing a good working relaticnship with the firm. It
further solidifies the idea that both the agency and
industry are striving to assure the safety and quality of
the finished prcducts being provided to the consumer.

Comment #8

One comnmenter suggested the removal of the wording "or other
methods as approved by the commigsioner" as was added by
this rule change in section 13.1.

Agency Regponse Lo Comment #3

The 2Agency added this language to accommodate possikle
improvements in the sampling and testing methods which would
compliment Che Standard Methods. New Gtechnigues such as
cquick tests or improvements in testing methcedclogies would
pe able tec be evaluated tc improve operations and
pectentially reduce costs.

Commant #9

One commenter suggested adding the estimated cost of doing
gservice sgamples to the figcal note. :

Agency Response to Comment #9

The agency does not anticipate to accumulate any additicnal
costs with the use of service samples. The only change
expected is the name of the sample to ke uncfficial rathex
than official and the allowance to bhe taken immediately
following technical assistance to the firm or on an
announced basis. Service samples will not be considered in
the enforcement policy.

»




‘Barbara 7. Smith

1207 Larchwood Rd.
Charleston, WV 25314

304°342-1755
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July 18, 1995

Mr. John Liggett

West Virginia Department of Agriculture
Regulatory Protectieon Division

1200 Kanawha Blvd., East

Charleston, WV 25305

RE: Frozen Dessert and Imitation Frozen Dessert Rules

Dear John,

Thank you for the cppertunity to comment on these
regulations and to assist with the development of regulations
that will serve the needs of the public and businesses of this
state.

Powers of the commissioner

The rule, as written, allows the commissioner to change the terms
for civil and criminal liability without notification tec the
public or the legislature by changing the laboratory testing
requirements (13.1) without going through the public nctificaticn
and legislative processes.

For instance, the testing of products forms the basis for civil
and criminal liability. The rule, as written, says that the
commissioner can use any method that he wishes, whether there is
basis in good science or not, without notification of the
businesses affected, the legislature, or the public. This is not
protective of the rights of the pecple ¢f this state.

The intent of publishing rules and going through the legislative
process is for all parties invelved, both businesses and the
public, to be apprised of how the enforcement of the law and
regulation affects their private and public rights. This rule,
as written, allows the commissioner to affect the private rights
of businesses and the public rights of individuals without any
notification at all; a clear vielation of the intent of the
cbjectives of the rule making process.
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Therefore I am asking for changes in the following language:
13.1. Sstrike the words "or other methecds as approved by the
commissioner,". Scientifically valid testing methods are
difficult to develop and this process i1s beyond the capability of
the agriculture labcratories. Additicnal valid, published,
testing metheds can be added by the rule making process.

Labeling

The Nutrition Labeling and Educaticon Act (21USCS§343.1) states
that no state may have any labeling requirements for food in
interstate commerce (essentially all food) that is different than
the federal requirements (set by the act and in Title 21 of the
U.S. Federal Regulations) unless the state petitions the federal
government for an exemption. Therefore, all the provisions of
Section 6 need to be deleted as the federal statute has
precadence. :

There have been changes to the standard of identity for ice milk,
goats milk ice milk, ice cream, and frozen custard that are
subseguent to the April 1, 1994 version of the Title 21 Code of
Federal Regulaticns and affect the provisions of Sections 4 of
this rule. The FR reference is (FR59 pg.4707%).

Fiscal note

This rule will eliminate the use of approved laboratories for
frozen dessert samples. This is an economic impact on state

government and a specific industry in this state. Will this

increase the number of samples that the state laboratory will
perform? If sco, there will be an increased cost to the state
which needs to be reflected in the fiscal note.

Also the cost of doing service samples (Section 12.3.a.) needs to
be added to the fiscal note.

Service samples

Section 12 allows the commissioner to take unofficial samples
{("service samples™) and he recommends that manufacturers also use
independent labs for testing. There will be ne independent
bacterioclogical labs available for such use because they will not
be able to compete with a free government service nor will they
be able to do officilal samples as Section 14 - Approved labs is
being removed.

Thank you again for the opportunity to comment on these rules.
Sincerely,

Corvbra O stsitl

Barbara J. Smith



SWS PARTNERSHIP MCDONALD'S

McDonalds 4004 MCCORKLE AVENUEZ, SUITE 4

* P.Q. BOX 4297
CHARLESTON, WV 25364
{304} 925~8357

July 20,1895

John Liggett, Assigstant Director
Regulatory Protection Division

West Virginia Department of Agriculture
Fax {304} 558-35S54

RE: Legislative Rule $61l-4b-a =t seq.

Dear John Ligget,

Thank yen for giving mé the opportunity to comment cn the
propoesed changes to the Frozen Dessert anéd Imitation Frozen
Dessert Leglislative Rule 8€6l-4b~2 et seq. '

I recommend the following changes In $61-4b-4 Definitions
and Standards of Identlty Secticn 4.2. Frozen vogurt shownld have
ne guidaline for milkfat. The reagon for my propesal is because
astxblishments stch as my McDonald's are gurrently using a lowfat
. 5% butterfat yogurt and customers appreciate the lowfat content
of our cones and sundaes, ’

I alsc recommend similar changes to $5l1-4b-f-4 Definitions
and Standards of Identlty Section £.4., Milkshakes should have no
guideline for milkfat. Once again Mchonald's is currently
serving milkshakes with 2% butiarfat and many of ocur weight
watching customers have éxpressed to us much appr=ciation fer
providing g menu alternative low in fxts,

Az for segtion $61l-4b-& Labeling Section §.2 it is my
recommendation that this entires paragraph be eliminated because
so many cof our weight consclous consumers are locking for low fat
alternatives which are offered in cur menu items and brought to
thelir attention through such advertising.

Pleagse consider my propesed changes and the wishes of our
cugtomers when reviewing these legislative changes. Thank you
for you time and cocperation.

Sinceresly,
Kogin, X Hirhlarn/
Roger Kirkland

Are3l suparvisor
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July 21, 19958

Mr,John Liggett, Assistant Directoer
Regulatory Protection Division

The West Virginia Department of Agriculturs
1500 Kanawha Boulevard,Zast
Charleston, WV 28305=-0170

Dear Jechn,

In response to the sSummary you sent on July 12 on Frozen
Desserts and Imitation Frozen Desserts, I think the changes are

geod and feel they will be of value to the producer and the
consumer as well.

Singerely,

£

David E.Mizear
Vice President Productien

DEM/m]

Brangh Offices: Greensburg, PA 412-837.3300 s Lancastsr, OH 514.854 8435
Gharissten, WV 304-744-8996 ¢ Falrmont, WV 304-363.8400 « Parkorstirg, WV 504863 5248
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Mr, John Liggett, Assistant Director
Regulatory Protection Division

The West Virginia Department of Agriculture
1900 Kanawha Beulevard East
Charieston WV 25302

Dear Mr, Liggett:

I have read the copies of two sets of regulations being submitted for consideration during
the 1996 Legislative Session that you sent to us.

I cannot find any changes in here that I disagree with; however, | strongly agree with the
new provision on 61-4B-20, 10,10 concerning the offer for sale of expired code date mix
products.

We appreciate the information, and being kept informed, on new regulations being
submitted to the Legislature. Please give me a call if I can be of any assistance.

Sincerely,
UNITED DAIRY, INC./VALLEY BELL

¥ Flonk Zhak

G. Frank Mash
Quality Comnrol

cc: David Miser
Jim Sutten

Telephone (304) 344-2511
Fax (304) 344-2518




