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TITLE 61
LEGISLATIVE RULE ‘

DEPARTMENT OF AGRICULTURE Dee 70 303 455
SERIES 4B

FROZEN DESSERTS AND IMITATION FROZEN DESSERTS:: of wooi VIAaiNlA

SE CRETARfGFSTATE
§61-4B-1. General.
1.1. Scope. -- This zrule establishes the reguirements

governing the manufacture and distribution of frozen desserts and
imitation frcozen desserts.

1.2. Authority. -- W. Va. Code, §15-11R-10
1.3. Filing Date. --
1.4, Effective Date. --

561-4B-2. Incorporation by Reference.

2.1. The following documents are adopted in their entirety:

2.1.4a. ‘Tltle 21 Code of FedeTaT Requlations (Frpeil 2 355C
1 5.5 .
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2.1.b. Title 40 Code of Fedexszsl Regulaticns (Faly—22500
July 1, 1994)
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2.1.¢c. IEEE 16th edition of the "Standard Methods for the
Examination of Dairy Products' published by the American Public
Health Association, 1015 Eighteenth Street, N.¥W., Washington,
D.C. 20036.

2.1.4. IE=k 16th edition and supplements to the "0fficial
Methods of Analysis" published by the Asscociation of 0Official
Analytical Chemists, Suite 400, 2200 Wilson Boulevard, Arlington,
Virginia 22201.

2.1.e. &= 7th edition and supplemenis to the "U.3. Food
and Drug Administration Bacteriological AaAnalytical Manual®
published by the Asscciation of Official Analytical Chewmists,
Suite 400, 2200 Wilscon Boulevard, Arlington, Virginia 22201.

§61-4B-3. Definitions.
3.1. "Active cultures" means microorganisms in the wviable

state. that are added tc a product to produce characteristic
gualities in the finished product.
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3.2. TM"Hermetically seazled container" means a ¢ontainer that
is designed and intended toc be secure against the entry of
microorganisms and thereby maintain the commercial sterxility of
its contente after processing.

3.3. "Milk products! includes products made from the milk
products from a cow, geoat or shesp.

3.4. "Product" means a Ifrczen dessert or imitatiom  -frozen
dessert. '
3.5, V"Summary suspensions" are suspensions issued in casss

where conditions constituting a hazard to the public health,
safety or welfare regquires Iimmedlate action.

3.6. " '"Zterilized" means tha condition achieved by the .
application of heat, chemical sterilant(s) or othsr treatment
considered appropriazte by the commissiconer that rendesrs the
product or eguipment free ol viable microorganisms.

§61-48-4. Definitions and Standards of Identity.

4.1. The provisions of 21 CFR Part 138 establish standards
of identity for ice-cresam, Erozen custard, french ice cream,
french custarxrd ice cream, geoat’'s milk ice cream, goat’s milk
frozén custard, gost’s milk french ice cream, ice milk, goat’s
milk ice milk, mellorine, fruit sherbet and non-fruilt sherbet.

4.2. Frozen yogurt is the food which is prepared by freezin
while stirring a mix consisting of the ingredients permitted in
ice ~cream. All dairy ingredients =hall be pasteurized or
ultrapasteurized. Szfe and suitable sweetening agents may bes
used. Such ingredients are cultured after pasteurizaticn by one
or more strains of Lactobacillus bulgaricus and Streptococcus
thermophilous. Fruit, nuts or other flavoring materials may be
added before or after the mix is pasteurized and cultured. The
standard plate count reguirement for frozen desserts applies conly
to the mix prior to culturing. Frozen voguri, exclusive of any
flavoring, shall contain not less than 2.25% milkfat, not lessg
than 8.25% milk solids not fat, and have a titratable acidity of
not less than 0.3% expressed &g lactic acid. This characteristic
acidity isg developed as a result of the bacterial activity, and
no heat or bactericstatic treatment, other than refrigeraticn,
which xresults in destructicn or partial destructicn of the
crganisms, shall be avpplied to the product after such culturing.
Frozen yoguri finished product shall weigh not less than 5 pounds
ver gallon. On the Iabel the strains cf bacteria may be
collectively referred to as yvogurt culture. The dame of the food
is frozen vogurt.

4,3, Frozen dietazy dairy dessert i1s a frozen dessgert
prepared for persons who wish to restrict their intake of
ordinary sweetening ingredients. It is produced by ZIfreezing
while stirring a pasteurized mix cconsisting of the ingredients
permitted in ice cream. It shall contain no sugars other than
those naturally present in the milk sclids or flavering agents
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which have been added. It may contain edible carbchydrates other
than sugars. The name of the food is frozen dietary dairy
desssrt.

4.3.a. The statement "Contains ¥ milkifat" shall be

placed prominently on the label. The blank shall be filled in
with the percentage of milkfat in the product.

2.4, Milkshake 1s 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
flavoring, shall not contain less than 3.25% milkfat and shall
contain not less than 13.25% milk solids nect fat. The name of
the fcood is milkshake. -

561-4B-5. Frozen Dessgert Manufacturer Permit.

5.1. Individuals, churches, fraternal ocrganizations and othex
organizations manufacturing product for members of their group or

their guests on an intermittent and infrequent basis are exsmpt

from the permitting requirements cof W. Va. Code, §19-11B-3.
§61-4B-6., Labeling.

6.1. Any person distributing product in a package of any form
shall attach a label with the following information, except as
provided in subsecticn =5 §.5 of this ~rule:

§.1.a. The brand name, 1f any, and the product nama. The
product name is the name established in the definition or the
standard of identity, as described in section 4 of this rule, or
a2 name that accurately identifies and describes the product. The
name shall not ke so similar to the name of any other food so as
to be confusing to the average consumer—;

§.1.b. The quantity of the product in the container shsail
e expressed in pounds, cunces, gallons, pints, quarts or fluid
cunces. A combination of numerical count and weight may be used
for multi-unit packages. In addition to these units, metric
declarations may ke used. All statements of guantity sghall be
accurate with reasgonable variations due to packaging allowed—;

€.1.c. The name and address of the manufacturer, packer or
distributor. The zddress shall include the citv, state and ziop
code. A street address is reguired to identify the firm when
there are several firms of that name in that cityv or if the
strest address 1is not available through a city or telephone
directory. When the product is not manufactured by the ecexpany
firm whose name appears on the label, the name shall be gualifiad

by a phrase that reveals the cempanyis firm’s connection with the
food+ such as "Manufactured Ifoxr "- or "Distributed by

1.d. A lot designaticn or code date to provide
identification of the product with a specific productiocn time

-y OV
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period. In” addition, i1f 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.

6§.1.48.4. In the case &f mix being seold to a retailer,
the product shall have a use bv date on the container or the
retailer ghall be advised in writing by the distributcor of how to
calculate the use by date from the manufacture date or lot code
on_the containers; and

6.1.2. _If ingredient statements or nutriticnal claims are
made on the prcduct label or in lakbeling, the reguirements of 21
CFR, Part 101, as incorporated by reference in section 2 of this
rule, must be met. ’

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

6§.3. No manufacturer or distributcr may use the terms "home-
made" or "farm made" to.describe a product unless the product is
actually manufactured in the home or on the farm, except that the
word "Homemade" may be used ag a hrand name.
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6.4 A manufacturer or distributor may use descriviors, such
as "free, Nlight, " "raduced, " Tlegg, " V"iower, ' =tao., in
contunction with a standard of identitv listed in secticn 4 of
this rule and as outlined in 21 (CFR, Part 101 adopted bv
reference in §61-4B-2.1.a. of thig rule.

&4+ £.5. A manufacturer or distributor shall not distribute
any package, of whatever form, without a complete lakel attachead
except IZor:

£t 5.5.a. Product sold at the place of manuiacturing in
any package that is. not completely closed when offered for sale
or that is closed at the time of sale. This preduct is exempt

from the label reguirements of W. Va. Code, §19%9-112-4 and of this
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section for gquantity and for the name and addrzss of the
manufacturer, packer or distributor—;

5=+ £.5.b. Product sold at the place cf manufacturing
that 1= placed in a package after the customer orders the
product. This product is exempt from all labsling reguirements
of W. Va. Code, §19%-11B-4 and ¢f this gection of the rule—;

==+ £.5.c. Product sold in & container from which
preduct is dipped, and commonly known as a "bulk container,!' and
where the product is net offered for sale to the ultfimate
consumer in the bulk container. This product i1s exempt from the
label reguirements of W. Va. Code, §15-113-4 and of thisg section
for the name and address of the packer, manufactursr or
distributor, provided that the product labkel identifies the
manufacturing location by means cf a plant number or other means.
The product is also_exempt from the label requirements of W. Va.
Code, B§15-11B-4 for the product name and guantity cf the
contents, provided that the gquantity of contents of the sizs
cantainer (s8) sold and the product name(s) are c¢learly indicated
on the inveoice—; or,

f—Et-d+ £6.5.4d. Product packaged in units sold in a mulci-
unit centainer, preovided that each individual unit remains within
the multi-unit container during distribution and the multi-unit
container is labeled according to the regquirements of W. Va.
Code, 519~11B-4 and of this section of the rule.

§.7 Any dailrv product or imitation dairv product being
shipped in interstate commerce must meet the labeling
reguirements of the U. 8. Feood and Drug Administraticon. TIf anv
vortion of this section i1s found tftgo be in conflict with the
federal labeling recuirements for products shipgped in interstate
commerce, the federal reguirements take precedentg.

§61-4B-7. Migbranded.

7.1. Any preduct referred te in W, Va., Code, §138-11B-1 =t
seqg.” or.this rule is misbranded if:

7.%.a. Itz container is so made, formed or filled as to be
misleading;

7.1.. It purpcrts to be or iz representad as a food for
which a definition or standard of identity has been prescribed in
secticn 4 o¢f this . rule. and 1ts gquality does not m=et the
regllirements of the definition or standard ¢ identity; or,

7.l.c. It purports to be or is represented as a focod fozr
special dietaxy usesg, unlegs its label kezsrs such information.
concerning its dietary properties as is necessary to fully inform
Ehe purchaser as to its value for such uses.

§61-4B-8., Adulteration.

8.1. A product is adulterated 1iZ:
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8.1.a. Any substance has been added to the preduct or
mixed or packed with the preduct so as to make it appear of
greater value than it is, and the substance is not clearly noted
in the ingredient statement or by other means on the label;

8.1.b. Any bactericidal substance has been added to the
product, such as a sanitizer, preservative or any other chemical
with bactericidal properties. A product is neot adulterated due

to-the presence of any sanitizer residue where the residue is
caused as a normal conseguence of sanitizing the equipment while
using standard industry practices;

g.1.c. The bacterial counts, except for sterile
hermetically sealed products, exceed a count of 50,000 per gram
for the standard plate count and/ocr 10 per gram for the coliform
group count;

g.1.4d. The bacterial counts for sterile hermetically
sealed product exceed <1 per gram for standard plate count and{or
<1 per giam for the coliforwm group;

8.1.e. The manufacturing conditions desigrnated by &kese
this rules are not met;

€.1.f. The zone shown in the bacillus sterothermophilus
test i1s greater than or egual to lémm, indicating adulteration
with beta-lactam antibiotics; or,

8.1.g. Pathogenic bacteria are in the product.

8.2. Tclerances for the presence of pesticide residues are
thoge tolerances designated in 40 CFR, Part 185, as adopted by
reference in section 2 of &=ese—wwles this rule. Tolerances for
the presence of antibiotice are those tolsrances designated in 21
CFR, Part 556, as adopted by reference.in section 2 of Shese
=gtes—this rule. Tolerances for unavoidable poiscnous or
deleteriocus substances are those tolerances desicnated in 21 CFR_
Part 1CS.30, as adopted by refersnce in section 2 of £hege—tuless
this zule. Laboratery telerances E£or—the method used will be
added to tThege tcolerances.

§61-4B-%. Manufacturing Conditicns.

9.1. The entire manufacturing establishment, including
fixtures, furnishings, machinery, apparatus, implements,
utensils, receptacles and all eqguipment used to manufacture,
store, Kkeep, handle, distribute or serve product shall be
maintained, operated and gtored in a clean and sanitary manner by
the manufacturer.

9.2. A1l eqguipment, utensils, containers and viving used by
a manufacturer shall be constructed of a smeoth, nontoxic,
impervious, corrosion-resistant materizl and fabricated in such
a manner that there could be no contamination of the pVoduc's
handled therein. Aﬁ_ eculoment shall be caoabWe of beﬁng easily
sanitized. 12
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9.3. The manufacturer shall keep all eguipment in good
working order and condition at all times that the eguipment is
used to.marnufacture a product.

solution used in cleaning or sanitizing will remain inside the
eguipment in substantial amounts after the draining process.

9.4 The manufacturer shall install all ecuipment sc that no

9.5. The manufacturer shall completely disassemble and clean
all equipment that contains product or resgidues of product within
two hours of the time that the equipment has reached or excesded
a. cemperature of 45°F ox when any condition causing, or likely to
cause, adulteration o¢f the precduct has occurred. Equipment
desigmed to achieve _a daily heat treatment Ifor reduction of
viable bacteria is exempt from the provisions of this subsection
regarding temperature but not the provision of section 8 of these
#=tes this rule regarding any condition that has caused or is
Likely to cauge adulteration.

¢.6. The manufacturer shall provide wash tanks of adeguate
size to wash and sanitize all equipment parte and utensils at the
location where the manufacturing takes place or in reasonsble
proximity to it. The condition of the wash tanks shall not cause
adulteration of the sguipment parts or the utensils placed in it.

9.7. The manufacturer shall provide a hand-washing facility
with running hot and cold water, soap and individual towels or a
mechanical hand dryver at all times in the vicinity of the freezer
when it iz producing a product, except for those manufacturers
operating at fairs, outings, carnivals and other affairs of shert
duraticn, who may use single-gervice cleaning towels.




8.8, The manufacturer shall make available to each person
involved in the manufacturing operation proper, suiltable and
adecuate toilets and lavatories for each person involved in the
manufacturing cperatlion.

9.9. The manufacturer shall nct employ any perscn that has
an contagiocus or infectious disease in or about the
manufacturing operation. The clothing habite and conduct of the
emplovees shall be conducive to and promote cleanliness and
sanitization.

9.10. The manufacturer shall sanitize all intermediate
containers, such as pails or pouring contalners, in which mix
comes 1n contact immediately priocr Lo their use.

§.11. The manufacturer shall nct stors non-perishables in
locker rooms, tollet rooms or thelr vestibules, garbags rooms or
mechanical rooms.

§61-4B-10. Prohliblted Acts.

10.1. N¢ person may use non-pasteurized eggs or egg products
in any product unless the product is pasteurized subseguent to
the addition of the eggs cor sgg products.

10.2. No person may ofifer for sale, transport or distribute
£rozen product that has been allowed to exceed a temperature of
0°F, except that:

10.2.a. A manufacturer may oifer for sale at the point of
manufacture a soft-serve type frozen product whose temperature
has not exceeded 45°F at any time; and -

1¢.2.b. A perscon may coffer for sale at retall any fxozen
product that i1is held in small cuantities for the purpose of
softening the product so that it can be dipped as long asgs that
product temperature is not allowad to exceed 45°F at any time.

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

10.4. No person mady Use a product that i1s drained from the
freezer at the end of a producticn 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 person may use any spilied, overflowed and/oxr leaked
products in manufacturing any other product.

10.¢6. ~Nc person may reconstitute powdered mixes with non-
potable water or in an unsanitary mannsr. Sweh—preducs
Reconstituted powdered mixes shall be cooled to a temperature of
35-40°F within four hours after rsconstituting.

10.7. ©No person may thaw frozen mixes in such a manner that
any porticon of the product will-be—asbove sxceeds 4£8°F S0°F., fo=
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10.8. No person may use stesl wool or metal sponges for
cleaning eguipment and utensils used for manufacturing.

10.2. ~ No person may use any method for sanitizing that
adversely afifectes the equipment, dairy product or the health cf
the consumers consuitiing the product. Howsver, the commissioner
will not prohibit the use of chemicals commonly used in the
industry for cleaning and sanitizing dairy equipment using normal
industry practices due to the causing of corrcsion of the
equipment, as long as the corrogsion caused by such use is
minimal. ' '

10.10 No person may offer for sale a mix product or a2 frozen
desgert manufaciured from 2 mix product having ap expired gell-by
or use-byv code date.

§61-4B-11. Animal Health.

11.1. All products shall be made from milk products or milk-
derived ingredients Ifrom herds which are located in a Modified
Bccredited Tuberculosis Area or a Tuberculosis Free Area as
determined by the U.S. Department of Agriculturse, Provided, that
herds located in an area that fails to maintain such accredited
status shall have been accredited by the U.S. Department of
Agriculture ag tuberculosgis free, or shall have passed an annual
tuberculosis test that is pexformed by a veterinarian aceredited
by the U.mited S.Eates Devartment of Agriculture, Animal and
Plant Health Inspecticn Service.

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

1i.2.a. The herd is located in a Certified Brucellcsis
Free Avea as defined by the U.S. Department of Zgriculture and
enrclled in the testing program for such area;

12.2.b. .The herd meets the U.S8. Department of Agriculture
reguirements for an individually Certified Brucellosis Free Eerd;

11.2.¢. The herd is participating in a tilk ring testing
program at lesast four times per year at approximately 90 day
intervals, and any herd where any animal has a positive milk ring
tegt shall have all animals that are producing milk, or that have
recently produced milk, tested with the milk ring test within 30
days from the date cf_the laboratory ring tests; or

11.2.d. The herd has had an individual blood agglutination
test annually with an allowable maximum grace period not
exceeding two months,

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

12.12. The commissioner shall inspect and sample product from
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all frozen desserts and imitation frozen desserts manufacturers
within the limits of his or her resourxrces.

12.2. The commissioner recommends that each frozen dessert
and imitation frczen dessert manufacturer supplement the sampling
performed by the commissioner with Zi=mdepe=dent tests by an
ssereved independent lakoratory.

12.3. ALl products from frozen dessert and imitation frozen

desgsert manufacturers taken bywa—aaH5~ef—eﬁpweyeé—ﬂy—a%—a@pfeveé

lalorstoryr—and et -producss—takes by the commﬂss1oner for Lestln

are congidered official product samples. sass es—en
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12.2.a8. The commissicner may have service sample(s) taken

of frozer desserts or imitation frozen desserts, which would be

considered uncfficial.

12.4. The commissioner will consider onlv official samples
when. applving the enrforcement policy.

§61-4B-13. Approved Sampling and Testing Methods.

13.1. Procsdures for the collection and heolding of official
product samples, the selection and vpreparation cf . apparatus,
media and reagents, and the analvtical procedures, incubation,
reading and reporting of results shall be in compliance with the
standards set forth in the Standard Msthods for the Examination
of Dalry Products, the Qfficial Methods of Analysis or procedures
refersnced in 21 CFR, all adopted by reference in section 2 of
fhese—eules thisg rule, or ciher methods a3 approved by the
commisgioner, whichever method is applicable to the product being
tested.

13.2. The Roese-Gottlieb Fat .Extraction Method of testing for
milkfat. is adopted as the approved method for determining the.
milkfat content of product and i1s approved for all milkfat
tegting.

13.2. Milkfat tolerances for lowfat and nonfat products
ars = 5%. Tceclerances 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 procedures

puklished in the U.S. Food and Drug Administration
Bactericlogical Analytical Manual, as adopted by reference in
gection 2 of Ehege—swtes this rule.

13.4. The testing mesthods for drug residues in product are

those ligted in 21 CFR, Part 556, as adopted by reference in
section 2 of £hese—¥ules this rule, where applicable.

Fel—4BP—1 4 —Approved—Ilaboratories—
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§61-4B-15 14. Enforcement Poclicy.

= 14. " The commigsioner may &assess a violation of W. Va.
Code,..§15- LWB 1 et seg. cr of Eﬁewe—fﬁ:eﬂ this rule agalnst the

manufacturer of preduct and/or the distributor of the mix usad to
manufacture the product.

5 14.2. The commissioner will assess any viclations of W.
Va. Code, §12-11B-1.et seqg. or of thig zrule to the distributor
for mix sampled from uncpened containers. The company will not
be assessed additicnal cumulative notices of violations until the
commissicner has determined that the firm hag had adesquate notice
of the previous notice, generally Zften days from the mailing of
the notice of wviclation.

15 14.3. Whenever onég of the last five consecutive officizl
product sample (s} taken on separate days within a one vesar period
are found to hbe adulterated cor misbranded, the commissioner shall
saend a written "First Notica" to the manufacturer or distributor

whichever i1z appropriate. This notice ghall notify the
manufacturer or distributor of the viclation of W. Va. Code, §195-
11B-1 et geg. or of £kese—wules this rule and the enforcement

policy established by this section of the rule,

5 14.4. Wheneverx two of the last five consecutive official
product sample(s) taken cn separate days within a one. vear period
are found to be adulterated or misbrandad, the commissioner shall
send a written "Second Notilice to uhe mamufac;u*ev or distributor
whichever iz appropriate.

= 14.4.a. The commiggioner shall collact additional
official product sample(s) within 21 days of the sending of a
SBecond Neotice t¢o the manufacturer or distributeor, but shall not
collect preoduct samples before the lapse of 7 days from the
sending of_a Second Notize.

15 14.5. Whenever three of the lasgst five consecutive official
product sample (s) taken on separate days within a one year period
are IZound to ke adulterated or misbranded the commissioner shall
send a written "Third Notice" to the manufacturer or distributor
whichevér is appropriate. '

iI= 14.5.a. The commigsioner sghall collect additional
official product sample(s) within 21 days of the sending of the
Third Notilce to the manufacturer or distributor, but shall not
collect . additional product samples before the lapse of 7 days
from the date of sending of the Third Notice.

12




5 14.6. The commissioner will issue a "Shui-Down Order! for
a period of 24 hours to a manufacturer or distributor when the
record of the firm indicates that effective action has not been
taken to correct the causes ¢f the viclations, for instance when
three ocut of the last five samples from the same machine are
viclative. The commissicner will normally issue a "Shut-Down
Order"” with the "Third Notice". The "Shut-Down Order" will give
the reasons for the Ordeér, state the porticn of the maﬁufactLang
or distributing ope*aulon.bhat is p?O“_b¢CEQ from operating whils
the Oxder is in effect, give conditions of the Order, state the
length of time that the Shut-Down Oxder 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 is at risk, the commissioner will issue an Immediate .
Shut-Down Order and give notice to the manufacturer or
distributor undexr the provisions of subdivision 15.8.a. of this
rule.

5 14.6.a. The commissioner will issue an Immediate Shut-
Down Order without giving the manufacturer or distributor the
cpportunity to be heard where there is a hazard to the public
health, safety or welfars. In these cases, the manufacturer or
distributor will be given the opportunity to reguest a hearing
before the commissioner after the notification of the Order is
recsived by the manufacturer or distributor. 211 Shut-Down
Craers issued due to non-compliance with subdivisions 3.1.c.
8.1.d. or 8.1.g. of this rule are considered to involve a risk EO
the public health, safety or welfare.

e I4.6.b. The manufacturer or distributor witi—ke are
responsiple for causing all operations covered by the Shut-Down
Order to cease and for following all other conditions of the
Order. At the end of the period of the order, the manufacturar
or distributcr may resume operau;ons without further action by
the commissionsr. . :

e 124.7. If after a Shut-Down Order has been issued the
commiggioner finds that effective corrective acticn has not been
taken, he or she may issue a suspensicn of the Frozen Dasserts
Manufacturer Permit. The suspension shall state the time that
the suspension will become sffective, give the reasons for the
suspensich 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 commissionsr will give the manufacturer the opportunﬂty to
reguest a Hearlng in this matter subsequent to the notification

of the suspension.

5 14.7.a. All suspensions due to non-conformance to
subdivisions 8.1.¢., 8.1.d. or 8.1.g. of this rule are summary
suspensions. , -

= 14.7.b. A  suspvension of ‘the Frozen Desserts
Manufacturer Permit remains in effect until the manufacturer
submits and the commissioner accepts a written plan of correction
and a regquest for a reinstatement of the permit.

13




== 14.7.c. The commissioner has seven days from the date
of receipt of this—spplicatien a written plan of correction and
a reguest for the reingtatement of the permit to respond to a
suspension in the case of viclations of subdivisions 8.1.c.,
8.1.d. or 8.1.g. of this rule and fourteen davs to resvond for
all other vicolaticons of W. Va. Code, §19-11B-1 et seg. or shess
ades this rule. The commissicner will accept or deny the
application for a reéeinstatement of the permit and will give the
terms and conditions under which the permit will be reinstated.

== 14.8. 1If the commissicner finds that after the firm has
resumed production following a suspension of their Frozen
Degserts Manufacturer Permit that effective corrective act*on_bas
not been taken, then the commissioner wiid shall hold a heari Lng
to determines if the rozen Desserts Manufacturer Permit should be
ravoked.

=5 14.9. Persons who manufacture a product on an intermittent
or infreguent basis, so that the standard enforcement policy
cannot. apply, will enter intoc a consent agreement with the
commissioner for correction of zll items found to be not in
conforiance with W. Va. Code, §15-11B-1 et szag. or these wules
this rule. .

== .14.10. Whenever an antibiotic or peSulClGe residue test
is —ou“d to be above tolerance, the commissioner shall notify the
manufacturer and/ocr distributor immediately of this fact and
shall begin an investigation to determine the cause of the
residue. The commissioner shall require that any person found to
be responsible for the residide shall corrsct the cause of tha
residue prior to the wyesumption of the manufacturing or
distributicon of the product.

5 14.11. A person who performs a recall by wvoluntarily
removing product from sale . and distribution in an effective
manner, s$o as to limit the potential harm to the health and well-
being of the public, may be eligible for exemptions from the
normal enforcement pclicy. The commissioner shall consider the
facts of each case when making a decision on an exemption.

*5 14.12. The commissioner may apply the enforcement policy
in a.liberal manner .in cases where all official product samole
results that involve a product in the form actually sold to the

public have been found toc be in conformance with W. Va. Code,
§18-11B-1 et seq. c¢r these—eules this rule.
15 14.13. The commligsioner may suspend the standard

enforcement policy in cases where such action is necessary to
protect the public health, safety or welfare.
= 14.14. 1 4 =l zem The commissicner will
ocnly collect resamples from machines that were shown to be
producing violative. product the previous visit, except for
resampTES needed to check that the non-violative status is being
maintained according to the following schedulse:




35 14.14.a. After a Flrst Notice and cone non-violativs

sample, resamples will be ;aken betwees 5 to & months after the
non-violative sample. :

5 14.14.Db. After a Second Notice and one non-viclative
gample, resamples will be taken bebwes=m 3 to 4 months after the
non-viglative sample.

= 14.14.¢. Other resamples may be considered necessary to
determine that the non-viclative status is being maintained.

§61-4B-+6 1l53. Cleaning and Sanitizing.

= 15.31.° Procedures used for cleaning and sanitizing
equipment and utensils that come in contact with producL shall
substantially comply with the guidelines set forth in this
section.

& 15.1.a. The manufacturer ghall thoroughly rinse all
equipment used during the manufacturing process with lukewarm
water until the water runs clear.

=& 15.1.b. The manufacturer shall use a suitable dstexgent
designed to zremove the product from =all surfaces of the
equipment including inside the freezer. The cleaning process
must pe sufficient to remove all product and lubricant residues
and should 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 uge for manufacturing or
steorage of a nroduct.

& 15.1.d4. Pricr tc use, the manufacturer will not handle -
or expose to the air any portion of equipment or containers that
have been sanitized.

= 15.1.e. When adding mix ©o the freezer after
sanitizing, the manufacturer will hold the freezer draw tube open
to.allow all remaining sanitizer to be removed from the machine,

& 15.1.f. The manufacturer is encouragsed to use an acidic
milkstone remover cccasionally,
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Ny 27 213FH°'38

West Virginia Legislature

? FIGE CF %‘ESTVLEG%HIA
Legislative Rule-Making Review CommitlegeCRETARY OF STATE
Room NB47-State Capitol
Charleston, West Virginia 25305
(304) 347-£340

Senatcr Mike Reoss, Co-Chair Angbra AASGraQag, gounseé
Del te Vickie Douglas, Co—-Chair Joe tizer sociate Counse

sieguEe Foas. November 14, 1995 Marie Nickerson, Admr. Assistant

NOTICE OF ACTION TAKFEN BY TEGISLATIVE RULE-MARING REVIEW COMMITTEE

TO: Ken Hechler, Secretary of State, State Register
TO: Mr. Robkert G. Morris
Assgistant Commissiconer
Dept. of Agriculture
Capitocl Complex
Charleston, WV 25305
FROM: Legislative Rule-Making Review Committee
PROPOSED RULE: Frozen Degserts and Imitatlion Frozen Desserts

The Legislative Rule-Making Review Committee recommends that the West Virginia

Legislature:
1. Authorize the agency to promulgate the Legislative Rule
{2} as originally filed
{b) as modified by the agency _X
2. Authorize the agency te¢ promulgate part of the Legislative
rule; a statement of reascns for such recommendation is
attached.
3. Ruthorize the agency to promulgate the Legislative rule

with certain amendments; amendments and a statement of
reagons for such recommendation is attached.

4. Authorize the agency to promulgate the Legislative rule
as modified with certain amendments; amendments and a
statement of reasons for such recommendation is attached.

5. Recommends that the rule be withdrawn; a statement of
reasons for such recommendation is attached.

Pursuant to Code 29A-3-11(c), thiz notice has been filed in the State
Register and with the agency proposing the rule.

ces Mr. John E. Liggett

Asst. Director
Regulatory Protection
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