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LEGISLATIVE RULE r
DEPARTMENT OF AGRICULTURE Dec 200 308 1'%

SERIES 4C FICE OF WEST VIAG!KIA
DAIRY PRODUCTS AND IMITATION DAIRY PRODUCTSCRHARYO:bTME
§61-4C-1. General.
1.1. Scope - This legislative .zule establishes the

requirements governing the manufacture and distribution of dairy
products and imitation dairy products. Frozen desserts, as defined
by WV Code, §18-11A-1 et seg., Eeaptexr 35— PAxtiele—in  will be
enfoxced by WV _Code, §19-11B-1 of seq. Chapter—20—DNsprcicsles 11D oF

R = and legislative rules promulgated under that

article.

1.2. Authority - §19-112-10

1.3. Filing Date -

1.4, Effective Date -

§61-4C-2. ZIncorporation by Reference.

2.1.. The Iollowing documents are adoptad in their entirety:
2.1.a. Title 21 Code of Federal Regulations {Apeii—I
290244 (April 1, 1895)
2.1. Title 40 Code of Federal Regulations Sudvy—i—
oz (July 1, 1994)
2.1.¢. 16th edition of the "Standard Methods for the

Exeamination of Dairy Products" published by the American Public
Health Associaticn, 1015 Eighteenth Street, N.W., Washington, D.C.
200386, - -

2.1.4d. l1éth edition and supplements to the "Ooffigial
Methods of 2Analysis" published by the ZAssociation of 0Official
Analytical Chemists, Suite 400, 2200 Wilson Boulevard, Arlington,
Virginia 22201. '~

2.1.e. 7th edition and supplements to the "U.S. Food and
Drug Administraticn Bacteriological Analytical Manual” published by
the Assocociation of 0fficial Analvtical Chemists, Suite 400, 2200
Wilson Boulevard, Arlington, Virginia 22201.




§61-4C-3. Definitions and Standards of Identity.

3.1. The provisionsg of 21 CFR Part 131 =stablish standards of
identity £&r milk znd c¢ream, which include milk, acidified milk,
cultured milk, cultured buttermilk, concentrated milk, condensed
milk, sweetened condensad milk, sweetened condensed skimmed milk,
lowfat dry milk, nenfat dry milk, nonfat dxry milk Zortifisd with
vitamins & and D, evaporated milk, evaporated skimmed wmilk, lowiat
milk, acidified lowfat milk, cultured lowfat milk, cultured lowiat
buttermilk, skim milk, nonfat milk, acidified skim milk, acidified
nonfat milk, cultured skim milk, cultured ncnfat milk, dry whole
milk, dry cream, heavy cream, hezavy whipping cream, light cream,
coffee cream, table cream, light whipping cream, whipping cream,
gour cream, cultured sour cream, acidified sour cresam, eggnceg,
half-and-half, sour half-and-hal:i, cultured sour half-and-half,

acidified sour half- apd half, vyogurt, lowiat yogurt and nonfat
vogurt.
3.2. "Milk preoducts" includes vproducis made from the milk

products from a cow, goat or sheesp.

2.3. The provisicons of 21 CFR Part 133 establish standaxrds of
identity for cheese and related cheese preducts, which include
asiago fresh, asiage soft, asizgo medium, aslago <ld, hlue, rick,
cacilocavallo. giciliano, c¢heddar, <¢olby, cocok or koch Lkaese,
cottage, dry curd cottage, lowfat cottage, cream, edam, gammelost,
gorconzola, gouda, gruyere, limburger, monterey, monterey Jack,
high moisture jack, mozzarella, scamorza, part-skim moczzarella,
part-skim scamorza, muenster, munscer, neufchatel, nuworld,
parmesan, provolone, reggiano, romano, roguefort, samsoe, sap sago,
swigg, emmentaler, sheev’s milk blue-mold, blue-mold cheese from
sheep’s milk, swiges, emmentaler, ccld-pack, and pasteurized blended
cheesge. S ] _

3.4. The provisicns of 21 CFR Part 135 establish standards of
identity for ice cream, frozen custard, french ice cream, Ifrench
custard ice cream, goat's milk ice cream, goat’s milk frozen
custard, goat’s milk Lrencq.'ce cream, mellorine, frult sharbet and
nonfruit sherbet.

3.5. Goat tmilk is the normal lacteal sscretion, practically
free of colostrum, obtalned by the complete milking of one or more
healthy goats. Goat milk sold in retail packages shall contain not
less than 2.5 percent milkfat and not less than 7.5 percent milk
solids nct fat,

3.6. Butter ig made exclusively from milk cor c<ream, oxr both,
with or without common salt, and with or without additional
coloring matter, and containing not legs than 80 percent by welight
of milkfat, all tolerances having been allowed for.

2.7. The provisions of 21 CFR Part 16€ establish the standard
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of identity for margarine and cleomargarine.

3.8. A dalry product or imitation dairy product for which no
standard of identity exists may be defined by the Commissioner
acceording to current acceptable industry and government standards
and practices. .

VU S, Joie o P R I =
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sz lno Persons interested in distributing a dairv
product wnich is not coveraed by a standard of identity— must obtain
a temporary marketing permit mrior to the distributicn.

4,2, Persong interested in obtaining a temporarv marketing
permit for a dalry product shall apply by letter to the
commissioner. A4 label for each product shall be submitted with the
letter.

4.3. The ccommissioner has thirty days to review the
informaticon in the letter and elther issue or deny a temporary
marketing permitc.

valid for = : : =
one-year periocd from the date of issue; however the commissioner
may raguest information supperting the continued approval of the
dairy product in the interim.

4.4, The commlsswoner sha ll issue temborarv marketing permits

(=3

4.5.,. If no standard of identity exists at the time of the
permit’s expiraticn date, =z person may reapply for a tamporary
marketing permit for the same dairy productis).

4.6. The commissiocner may suspend the temporary marketing
permit at any time when he_ox she finds that the person or the
dairy product i1s not in compliance with WV Ccde, B18-11A-1 et sec.
or £kesge Lthis rules. 2 dalry product listed on thes suspendsd
temporary marketing vpermit must be removed from distributien in
this State by the pesrmittee.

4.7. Individuzls, churches, fraternzl organizatiopns and othsar
organizations distributing or manufacturing product for members of

their group or their gues;s on an intermittent and infreguent basis
are axempt from the permitting reguirements of WV Code, 1%-11A-3.

§61-4C-5., Labeling.

£5.1. Ezch dalry product or imitation dairy product for which
no standard of identity exists must have a label attached with the
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ollowlng information, except as provided in swbsection &=2+k—+ 5.5
of this rule:

5.1.a. The brand name, if any, and the product name.
The vroduct name is the name that accurately identifies and
describes the product._ The name shall not ke so gimilsr to the

name of any cther food. g0 asz to be confusing to the average
COonSumer—/;

5.1.b. The quantity of the product in the containexr
sEatl e expressaed in poun 1ds, ounces, galleons, pints, guarts ox
fluid ocunces. A combination of numerical count and weight may ke
used for multi-unit packages. In addition to these units, metric
declarations may ke used. All statements of guantity shall be
accurate with reasonabkle variaticons due to packaging allowed—:

5.1.c. The name zand address of the manufacturer, packer
or distributcor. The address shall include the city, state and zip
code. A street address i1s reguired to identify the £=m company
when there are several £iz=ms gompanies of that name in that city or
if the straet address 1s not avallable through a city or telephons
directory. When the product is not manufactured by the company
whose name appears on the label, the name shall be cualified by a
phrase. that reveals the company’s connection with the ﬂood,L such

ag "Manufactured for ", or "Distributed by "—; and

5.1.d. A lot designation or code date to provide
identification. of the prcoduct with a sgpecific preoduction time
peried. - In addition, if the name on the label 4is not the

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

5.2 &3 If ingredient statements or nutritional claims are
made on the product label or in 1a.oellng the reguirements of Z1I1
CFR Part 101, as incorpcrated by reference in section 2 of this
rule, must be met.

5.3 E1-£- 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.

5.4 &S=2=g- Products labeled as requiring refrigeration must
be maintained under refrigeration thrcughout distribution and whils
on retaill display.

5.5 SF-&—- A manufacturer or distributcr shall not
distribute any package, of whatever form, without a complete label
attached except for:.

5.5.a. SI+E5H— proauc; scid at the place of
manufacturing in any package that is not completely closed when
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cffered for sals or that is clecsed at the time of sale. This
product is exempt from the label regquirements of WV Code, IS-11A-4
and of this sectilon for gquantity and for the name and address of
the manurfacturer, packer or distributor—;

5.5.b. E—t-=5-+ product sold at the place of
manufacturing that is placed in a package after the customer orders
the product. This product is exempt from all labeling regquirements
of WV Code, 19-11A-4 and cf this section of the zule.

5.5.g. ==tk product sold in =z container from which
product is dipped, and commenly known as a "bulk container", and
where the product is not offered for sale to the ultimate consumer
irr the bulk container. This procduct is exempt £rom the Ilabel
regquirements of WV Code, 18-11a-4 and of this section for The name
and address cof the packer, manufacturer or distributor, provided
that the product label identifies the manufacturing lccaticn by
means of a plant number or other means. The product is alse sxempt
from the label reguirements of WV Code, 15-11A-4 for the product
name and guantity of the contents, provided that the guantity of
contants of the size container(s) scld and the product name(s) are
clearly indicated on the inveices ;_and,

5.5.8. ®+Ei-E-5- product packaged in units sold in a
multi-unit container, provided that each individual unit remains
within the multi-unit container during distribution and the multi-.
unit container is labeled according to the requirements of WV Ccde,
15-11A~-4 and of this sectiocn of the rule.

5.6 aAny dairy Pradduct or imitaticen dairy produck reing
shipped in interstate commerce muskt meetf the labeling regquirements

of the U.8. Food and Drug Administcration. -7 anv portion of this
section is found to be in conflict with the federal labeling
regquirements for products shivved in interstate commerce, the

fadéral recquirements take precedence,

§61-4C-6. Misbranded.

£.1. Any product referred to in WV Code, 1S5-11A-1L =t seq. or
this rule is misbranded if:

§.1.a. its container is so made, formed or f£illed as to
e misleading;

§.1.b. it purports to be cr is repressanted as a food Lor
which a definition or standard cf identity has besen prescribed in
section 3 of this zrule and its quality dJdoes not meet the
requirements of the definition or standard of identity;or,

6.1.c. 1t does not meet minimum labeling regquirements of
Title 21 Code of Féderal Regulations SApeil—3—=5854 (Ap»il 1,
1835} or Section 5 of this rule;
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§61l-4C-7. Adulteration,

7.1 A dairy product or imitation dalry product is

adulterated if:

7.1.a. any substance has been added to the product or
mixed or packed with the product so as to make it appear of greater
value than it i1s, and the substance 1g not c¢learly noted in the
ingredient statement or by other means on the label;

7.1.b. the Dbacterial counts, except for sterile
hermetically sealed products, exceed a count of 50,000 per gram for
the standard plate count and/or 10 ver gram for the coliform group

count;

7.1l.¢. the Dbacterial counts for sterile hermetically
sealed product exceed <l per gram Ifor standard plate ccount and/or
<1l per gram for the coliform count—:

7.1.d. any bactericidal substance has been added to the
vroduct, such as a sanitizer, preservative or any other chemical
with bactericidal properties. A product iz not adulterated due to
the presence of any sanitizer residue where the residue is caused
as =z normal consequence of sanitizing the egquipment while using
standarda industry practices; o=

7.1.e. pathogenic bacteria are in the prcduct;
7.1.£., #£ its quality does not meet the regulirements of

the definition or standard of identity &s ocutlined in section 3 of
Ehege—eudes thisg rule; or,

7.1.g. +£ its quality does not meet the reguirements for
currently accepted standards by industry and goverament.

7.2, "Telexances for the presence of pesticide resszidues are
those tclerances designated in 40 CFR Part 185, as adoepted by
reference in section 2 of &hese—weules this rule. Tolerances for
the presence of antibiotics are those tolerances designated in 21
CFR Part 556, as adopted by reference in section 2 of thegse =yles
this xule. Tolerances for unaveoidable poisonous or deleterious
substances. are those tolerances designated in 21 CFR Part 109.20,

as adopted by reference in section 2 of £kese—=ules this rule.

§61-4C-8., Prohibited Acts.

g.1. No perscn Way use non-pasteurized eggs or egg products
in any product unless the product is pasteurized subseguent to the
addition cof the eggs or =gg products.




8.2. 'No p&grson may prcduce any product in eguipment that has
not been cleaned and sanitized.

8.3, No person may use any spilled, overflowed and/ocr leaked
products in manufacturing any cther product.

8.4. No person may use steel wool or metal sponges for
cleaning egquipment and utensils usged for manufacturing.

8.5. No person may use any method for sanitizing that
adversely afrects the eguipment, dairy product or the health of the
consumers consuming the product. However, the commissioner will

not prohibit the use of chemicals commonly used in the industry for
cleaning and sanitizing dairy eguipment using normal industry
practices due to the causing of corrcsion of the equipment as long
as the corrosion caused by such use is minimal.

§61-4C-5., Animal Health.

g.1. All products shall be made from milk products or milk-
derived ingredients from herds which are located in a Modified
Accredited Tuberculosis Area or a Tuberculosis Free Area as
determined by the U.S. Department of Agriculture, Provided, that
herds located in an area that fzils to maintain sush accredited
status shall have been accredited by the U.S. Dapartment of
Agriculture as tuberculosis free, “or shall have passed an annual
tuberculosis test that is performed by a veterinarian accredited by
the United States Department of Agriculture, Animal and Plant
Health Inspection Service.

9.2. ALl products shall be made from milk products or milk-
derived ingredients IF¥om herds which are under a brucellesis
eradication program which meets one of the following conditions:

$.2.a. the herd is located in a Certified Brucellosis-
free Area as defined by the U.S. Department of Agriculture and
enrolled in the testing program for sweh that area;

$.2.b. the herd meets the U.S. Department of Rgriculture
regquirements for an individually Certified Brucellosis-Free Herd;

9.2.c. the herd is participating in a milk ring testing
program at least four times per vyear at approximately S0 day
intervals, and any herd where any animal has a positive milk ring
test 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 of the laboratory ring tests; or,

8.2.d. the  Therd has had an individual blood
agglutination test annually with an allowable maximum grace period
not exceeding 2 months.




§61-4C-10. Powers and Duties of the Ccmmissioner.

1¢.1. The commissicner shall inspeci and sample product from
all dairy products and imitation dairy preducts distributors within
the limits of his or her resocurces.

10.2. The commisgsicner recommends that each da%ry products
and imitation dairy preducts distributor suppleme o the sampling
performed by the commissioner with tests by an independent

lakoratory.

10.3. 2ll products from dalry products and imitation dairy
products digtributcers taken by the commissioner for testing are
considered cofficial product samples; except that,

10.3.a. The commissioner may have service sgample(s)
taken of daixy preducts or imitation dairy products, which would be
considerad uncfficial. )

10.4. Only official samples will be considered when applyin
the enforcemsant policy.

§61-4C-11. Approved Sampling and Testing Methods.

11.1. Procedures for the collection and holding of official
product samples, the selection and preparation of spparatus, media
and rezgents, and the analytical proce dures, incubation, reading
and reporting of results, shall be in compliance with the standards
set forth in the Standard Methods for the Examination of Dairy
Products, the Official Methods of ZAnalysis, pvoceduves referenced
in 21 CFR, or other methods as approved v the commissioner,
whichever method i1s applicable to the product being tested.

11.2. The Roesse-Gottlieb Fat Extraction Mathod of testing for
milkfat 1s adopted as the approved method for determining the
milkfat content of product and is approved for all milkfat testing.

11.2.2. Milkfat tolerances Ifor lowiat and nonfat
products are + .15%. Toleranceg for the method will be added to
this tolerance. L

11.3. kgeptically processed products packaged in hermetically
sealad containers shall be opened in accordance with procedurses
published in the U.S. Food and Drug Administration Bacterioclogical
Analvtical Manual, as adopted by refersnce in secticn 2 of £kese
Eules this »ule.

11.4 The testing methods for drug residues in product are
those listed in 21 CFR Part 556, as adopted by reference in section
2 of £Rese—w¥uites this rule, where applicable.




§61-4C-12. Enforcement Policy.

1z.1. The commissioner may assess a viclation of W—ar WV
Code, 813-11A-1 et =eg. or of £kegse—sugles this rule against the
manufzcturer, distributor and/oxr retailer of a dairy product cr an
imitation dairy product. Violations may be assessed cumulaewveTy
by standard c¢f identity, standard of ldentlty and container size,
gampli Lng location+ or by distributor depending upon the sampling
scenario.

1z2.2. Whenever one of the last five. consecutive official
product sample (s} taken on separate dayvs within a one-yvear pericd
are found to bs adulterated or misbrandsd, the commissioner shall
gend a writhben "First Notice" to the manufacturer, distributor or
retallex, whichever is apprcopriate. Thig notice shall notify the
manufacturer, distributor or &2e retailer of the viclation of ¥Wls—
WV Code, 8§1%-112-1 et seq. or of sZkege wwles thig rule and the
enforcement policy established by this secticon of the rule.

1z2.2.a. The commissicner shall collect additional ..
official product sample (g) within 21 days of the sending of a First
Notilce to the manufacturer, distributor or retailler, but shall not
collect product samples before the lapse of 7 days from the sending
of a First Netice.

12.3. Whenever two of the last five consecutive officizal
product sample(s) taken on separats davs within a one- year period
are found to be adulterated or mlsbranded, the commissicner snall
gend a writhten "Second Notice" fto the manufacturer, distributor oxr
retailer, whichever i1s appropriate. ..

12.2.a. The commissicner shall collect additicnal
official product sample(s) within 21 days of the sending of a
Second Notice to the manufacturer, distributor or retailer, but
ghall not collect product samples before tqe lapse of 7 days from
the seﬂdlng of a Second Notice.

12.4, Whenever three of the last five consecutive official.
product sample(s) taken on separats davs within a one-yvear pariosd
are found to be adulterated or misbranded the commissioner shall
gend a written "Third Notice'" to the manufacturer, distxibuteor or
retaller, whichever is appropriate.

12.4.a. The commissiconer shall collect additicnal
official product sample(s) within 21 days of the sending of the
Third Notice to the manufacturer, distributor or retailer, »hut
shall not cecllect additional product samples before the lapse of 7
days from the daté of sending of the Third Notice.

12.5.  Whenever an antibiotic or pesticide residus test is
found to be above toTerapce, the commissioner shall potify the
manufzcturer and/cor distributcor immedistely of this fact and shall
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begin zn investigation to determine the cause of the residue. The
commissionsr ghall reguire that any verson found to be responsible
for the residue shall correct the cause of the residus priox to the
resumption of the manufacturing or distribution of the product.

12.6. A person who performs a recall by voluntarily removing
product from sale and distribution in an effective mannexr so as to
limit the potentizl harm to the health and well-keing of the public
may be eligible for exemptions from the normal enforcement pelicy.
The commigssicner shall consider the facts of each case when making
a decigion on an exemption.

12.7. The commissioner may avply the enforcement policy in a
liberal manner in cases where all cfficial product sample resulis
that involve a product. in the form actually scld to the public have
been found to ke in conformance with === WV Code, §1%5-11A-3 et
seq. or fkese—wules this rule.

12.8. The commissicner may suspend the standard enforcement ..

policy in cases where. such 4&dctioh 1is necessary to protect the
public’s health, saiesty or welfare.

12.9. SRS Ra conoides The commissioner wmay
consider resamples necessary to determine that the non-viclative
status is being maintained.

12.10. The commissioner may take cother scticon as considered
necessary in order to carry out the provisions of W= WY Code,
§19-11A-1 et seqg. and Ekese—sates Lhis rule.

§61-4C-13, Suspensicns, Embarge Orders.

13.1. If the comnissioner f£inds that efZective corrective
action has not been taken by the distributor, he or she may issus
a suspension of the Dairy Products Distributcor Permit reguired in
wv Code, §19-11A-3. The suspension shall state the time that the
suspension will become effective, give the =reascons for the
suspension and specify a time and place for a hearing to ke held in
thig matiter. Except that in the case of a summary suspension, the
commiggioner will give the distributcr the opportunity to reguest
a hearing in this matter subseguent to the notification of the
suspension. : :

13.1.a. All suspensions dus to non-conformance to
subdivisions 7.1.b., 7.1.c. and 7.i.e. of this rule are summary
suspensions. .

13.1.k. & gugpension of the Dairy Products Disgtributor
Parmit remaing in effect until the distributor submits and ths
commiggioner accepts a written plan of correciion and a reguest for
a reinstatement of the permit.
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12.1.¢. The commissioner has seven days from the date of
receipt of this plan of corréction to respond to a suspension in

the cacge of violations of subdivisions 7.1.n., 7.1.c. and 7.1.e. of
this rule and fourteen days to respond foxr all other viclations of
W.Va. Code, §815-112-1 et seqg. or ifhese—ssules this rule. The

commissioner will accept or deny the applicstion for a
reinstatement of the permit and will give the terms and conditions
under which the permit will be reinstated.

13.2. If the commissioner finds that after the Fi=m
distributor has resumed distribution following a suspension of
their Dairy Products Distributor Pexmit that sffective corrective
action _has not been taken, then the commissioner will hold a
hearing tc determine if the permit should be revokad.

12.3. Tf£ the commigsioner finds that =ififective corrective
action has nct been taken by the manufacturer, distributor and/or
retaliler, he cr she may issue an embargce order for any dairy
product or imitation dalry preoduct which ig not in compliance with

shig—arerete—cr—mulaes WV _Code, §15-11A-1 et seg. or this rule and
may alse cause the manufacturing and distributing of She—saame any

dairy or imitaticon daixy product to cease by autheority of Wies WY
Code, 818-11A-10(47).

11




| h‘;.a\
West Virginia Legzg{atu euiiE

Legislative Rule-Making R%vzew C ommittee

Room MB47-State Capitol
Charleston, West Virginia 25305
(304} 347-4840

Senator Mike Rosszs, Co~Chair ) Debhra A. Gra@am, Counsel
Delegate Vickie Douglas, Ce—Chair Joe Altizer, Asscciate Counsel
November 14, 1955 Marie Nickerson, Admr. Assistant

NOTICE OF ACTION TAKEN BY LRGTISTLATIVE RULE-MARKING REVIEW COMMITTEE

TO: Ken Hechler, Secretary of State, State Register
TO: Mr. Robert G. Morris

Assistant Commissioner

Dept. of Agriculture

Capitol Complex

Charleston, WV 25308
FROM: Legislative Rule-Making Review Ccmmittee
PROPOSED RULE: Dairy Procducts and Imitation Dairy Preoducts

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

Legislature:
1. Autheorize the agency to preomulgate the Legislative Rule
(a} as criginally filed )
(¥} as modified by the agency _Xx
2. Authorize the agency to promulgate part of the Legislative
rule; a statement of reasons for such recommendation is
attached.
3. Authorize the agency to promulgate the Legislative rule

with certain amendments; amendments and a statement of
reasons 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), this notice has been filed in the State
Register and with the agency proposing the rzule.

cc: Mr. John E. Liggett
Asst, Director
Reguiatory Protecticn




