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STATEMENT OF CIRCUMSTANCES

Regulatory Protection Division
West Virginia Department c¢f£ Agriculture

Dairy Products and Imitation Dairy Products

LEGISLATIVE RULE
§61-4c—-1 et saq.

Tc implement Chapter 19, Article 11-A of the West Virginia
Code. These rules outline the procedures necessary for
implementing Article 1l1-A with regard to the establisnment of
standards fer the manufacture and sale of dairy products.




Rula Title:

Type oL Rule:

Agency

Addreass

ASPENDIXZ B

FISCTAL NOTE FOR PRCPCSED RULES
Dairy Products and Imitation Dairv Products

West Virginia Department of Agriculiure

X Lagislative

—_—Interprative

=

racadural

Regulatorv Protection Division

1900 Kanawha Blvd., East

Charlestzon, WV 25205

1. Effect of

ESTIMATED

Proposad Rule

2. ZExplanation of abeve estimates:
The Annual Qurrent Expense Estimate reflects

TOTAL l ;

CosT !
PTRSONAL SERVICES 0 o 0 0 0
%0 5 T 000, 7 %, 000

CURRENT IXDENSE | 000 |

REPAIRS & 0 0 0 5 o

ALTERNATIONS ;

EQUIPMENT o o) 0 0 o |

0

supplies necessary to collect end test dairy product samples.

3. Cbkjectives of thess rules:

To implement Chepter 19 Article 114 of the West Virginia Code.
cutline the procedures necessary for implementing Article 11A,

the costs associated with the

These rules




Rule Title: Dairy Products and Imitation Dairy Products

4. Explanation of Overall Economic Impact of Proposed Rule.

A. Econiomic Impact aon State Geovernment.

None
B. Economic Impact en Political Subdivisions; Specific
Industries; Specific groups of Citizens.
None ' :
c. Economic Impact en Citizens/Public at Large.
None

Date: _J//E; ;5

Sij;;;:;;/bf Agency Head or Authorized Renrensentat*ve
A
A

(o T Tp A




July 31, 1985 .

DATE:

TO: LEGISLATIVE RULE-MAKING REVIEW CCMMITTEEZ

FroM: PBob Morris, Assistant Commissioner

LEGISLATIVE RULE TITLE: Deiry Products and Imitation Dairy Products
19-114-10

1. Authorizing statute(s) citation

2. a. Date filed in State Register with Notice of Hearing
Filed June 23, 1993, for 30 day comment period

D. What other notice, including advertlsing, did vecu give
cf the hearing?
Mail copies of the proposed rule to six industry representatives

and issued one press release,

Not i
c. Date of Hearing(s) ot Applicable

d. Attach list of perscns wheo appeared. at hearing,
comments received, amendments, reascons for amendmentcs.
X

Attached No comments resceived

e, Date you filed in State Register the agency apprcoved
prepeosaed Legislative Rule feollowing public hearing:
{be axact)
July 31, 1995

£. Name and phone number{g) of agency person(s) to
ceontact for additicnal infermation:

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

John Liggett, Assistant Director of Regulatory Protection — 304-3558-2227




If the statuts under which you promulgated the submitted
rules requires certain findings and determinations ta be
macde as a conditicn precedent tc thelr promulgaticn:

a. @Give the date upcn which yeu filed in the State
Register a notice of the time and place of a hearing
for the taking of evidence and a general descrﬂptlon
of the issues to be decided.

Not Applicable

b. Date of hearing: Not Applicable

c. ©On what date did you file in the State Register the
findings and determinations regquired tcgether with the
reasons therefor?

Not Applicable

d. Attach Flndlngs and determinations and reascns:
Not Applicable

Attached




Summazry
Dairy Prcoducts and Imitation Dairy Products
§61-4C-1 et seqg.
West Virginia Department of Agriculture

Legislztive Rule

This legislative rule establishes the reguirements governin
the manufacture and distribution cf dairy products and imitaticn
dairy products. Frozen desserts, as defined by Chaptexr 19, Arxrticlie
11a, will be enforced by Chapter 18, Articie 11B cof the West
Virginia Code and legislative rules promulgated under that article.

The rule provides for an incorperaticn bv reference of the
Federal Regulations regarding the standarxds of identity.
Additcional incorporation is made of those methods that are reguirsd
foxr the testing of various dairy products. The rule also dives
several standaxds of identity that are nct provided by the Feceral

Government.

The rule provides cuidance Zor the proper labeling of daizy
products for compliance with both Federal and State raguirements.

This rule outlines what constitutes adulteration and
misbranding. Additiconally, the rule lists prchibited acts.

The powers and duties of the Commissicner arse cutlines as well
2g animal health standards.

An =anforcement . policy is cutlined which applies a risk
assessment inspecticon program. The Commissicner is also given
ambargo authority under the =xule Zor the enforcement of its
contencs. :
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TITLE 61 RECEIVED

LEGISIATIVE RULE
DEPARTMENT OF AGRICULTURE {995 JUL 3} 4 & 2o

SERIES 4C Qrsil OF WESL VRGN
DAIRY PRODUCTS AND IMITATION DAIRY PRODUICHET i HIATE

§61-4C-1. General.

1.1, Scope - This legisliative rule establishes the
regquirements governing the manufacture and distribution of dairy
products and imitation'dairy'products. Frozen dessgerts, as defined
by Chapter 19, Article 113, will be enforced by Chapter 19, Article
118 of the West Virginia Code and legisliative rules Dvomuldated
under that article.

1.2. Authority - §1i9-11A-10

1.2. Filing Date -

Effective Datsa -

=
1%

1.5. This regulaticn is a new legislative xule.

§61-4C-2. Incorporation by Reference.

2.1. The following documents are ado?ted in their sntirety:
2.1.a. Title 21 Code of Federal Regulations RAew=il I
3904 (April 1, 1995) ,
2.1.b. Title 40 Code of Federal Regulations (July 1,
1983)
2.1.c. 16th edition of the '"Standard Methods Zor the

Examination of Dairy Products" published by the American Pubklic
Health ASSOC’aulOD, 1015 Eighteenth Street, N.W., Washington, D.C.
2003¢. -

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

2.1.e. 7th edition and supplements to the "U.3. Food and
Drug Administration Bacteriological Analytical Manual" published by
the Asscciation of Official Analytical Chemists, Suite 400, 2200
Wilsen Boulevard, Arlington, Virginia 22201.




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

2.2. The provisions of 21 CFR Part 131 establiish standards of
identity for milk and c¢xeam, which include milk, acidified milk,
cultured milk, cultured buttermilk, concentrated milk, condensed
milk, sweetened condensed milk, sweetensd condensed skimmed milk,
lowfat drv milk, nonfat dry milk, nenfat dry milk fortified with
vitamins & and D, evaporated milk, evaporated gkimmed milk, lowfat
milk, acidified lewfat milk, cultured lowifat milk, cultured lowfat
buttermilk, skim milk, nconfat milk, acidified skim milk, acidified
nonfat milk, cultured skim milk, cultu*ed nonfat milk, dry whole
milk, dry cream, heavy cCcream, heavy whipping cream, light cream,
coffee créam, table cream, light whipping cream, whipping cream,
sour cream, cultured sour cream, acidified sour cream, sggncg,
half-and-half, sour half-and-half, cultured sour half-and-half,
acidified sour half-and-half, vogurt, leowfat vogurt, and nonfat
vogurt. :

3.2. "Milk products" includes procducts made Ifrom the milk
vroducts from a cow, goat cor sheep.

3.3. The provisions of 21 CFR Part 133 establish standards of
identity for cheese and related cheese products, which include
asiago £resh, asiago soft, asiago medium, asiago old, biue, brick,
caciogcavalle sigciliane, cheddar, ceclby, cock or koch kasse,
cottage, dry curd cottage, lowfat cottage, cream, edam, gammalosgi,
gorgonzoia, gouda, gruyere, limburgsr, monterey, monterey jack,
high moisture jack, mozzarella, scamorza, part-skim mozzarsella,
part-skim scamorza, muens*er, munster, 1eufcqaﬁy_; nuworLd,
parmesqn proveleone, regglano, romano, rocuefcori, samsoe, sap sago,
swigs, emmentaler, shesp’s wmilk blue-meld, blue-mold cheege from
Sheep’s mLLﬂ gwlss, emmentaler, cold-pack, and pasteurized blended
cheese. _ =

3.4. The p?OV1S”OPS of 21 CFR Part 133 establish standards of
identity Zfor ice cream, frozen custarxd, french ice cream, french
custard ice cream, goat’s milk ice cream, goat’s milk frozen
custard, goat’s milk french ice cream, mellorine, fruit sherbet and
non-fruit sherbet. - -

3.5. Goat milk is the ncrmal lacteal secretion, practically
free cf colestrum, obtained by the complete milking of cone or more
healthy gdats. Geat milk scld in retail packages shall contain not
less than 2.5 percent milkfat and not less than 7.5 percent milk
solids not fat.

3.8, Butter is made exclusively freoem milk or cream, or both,
with or without common salt, and with or witheut additiomal
coloring matter, and containing not less than 80 percent by weight
of milk fat, all tolerances having heen allowed for.

3.7. The provisicons of 21 CFR Part 166 establish the standard
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of identity for margarine and cleomargarine.

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

§61-4C-4. Permits.

4.1. A temporary marketing permit must be obtained prior

to the distribution of a dairy product which is not covered by a
standard of identity.

4.2. Persons interested in obtaining a temperary marketing
rermit Ior a dalry product shall applv by letter to the
commissicner. A label for sach product shall be submitted with the
letter. )

4.3. The commissioner has

thixty dqys to review the
informaticon and either issue or denv a tempo

ary marketing permitc.

4.4, The temporary marketing permit shall be issued for a
one-vear pericd fzom the date of issue; however, Ehe commissicnex
may request information supoort ng the continued approval of the
dairy product in the intexrim.

4.5. If no standard of identiiy exists at the time of the
permit’s expl?atlon date, a person mway reapply for a temporary

marketing permit for the same dalry product(s).

4.6. The ccmmissicner may suspend the temporary marketin
permit at any time when he finds that the person or the dairv
product 1= not in compliance with WV Code §19-11A-1 et seg. or
these rules. A dairy product listed on the suspended temporary
marketing permit must be remcved freom distribution in this state by
the permittee.

4.7. Individuals, churches, fraternal organizations and other
organizaticns distributing or manufacturing product for members of
their group or their guests on an intermittent and infreguent basis
are exempt from the permitiing regquirements of WV Code 15-113-3.

§61-4C-5. Labeling.

5.1. Each dairy product or imitation dairy product for which
no standard of identity exists must have a label attached with the
follewing information, except as provided in subsection 5.1.h. of
this rule: .




E.1.a. The brand name, if any, and the product name.
The product name is the name that accurately i1dentifies 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. ’

5.1.b. The quantity of the product in the container
shall be expressed in pounds, ounces, gallons, pints, cuarts or
£luid ounces. A ceombination of numerical count and weight may be
used for multi-unit packages. In additicon tc these units, metric
declarations may be used. All statements of quantity shall be
accurate with reasocnable variatlions due to packaging allowed.

£.2,¢. 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 whan there
are several firms of that name in that city or if the streset
address is not availlable through a city or telephone directory.
When the product i1s 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 foed; such as
"Manufactured Zor ", or "Distributed by ",

5.1.4d. A lot designation or code date to provide
identification ©f the product with a specific preducticn time-
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 spe¢ific production time-pericd.

5.L.2. If ingredient statements or nutriticnal clzaims are
ad e product label or in labeling, the regulrements of 21
FR Part 101, as incorporated by reference in section 2 of this
rule, must be met. )

z.1.£. 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 prcduct.

5.1.g. Products labeled as requiring refrigeration must
ke maintained under refrigeration throughout distribution and while
on retail display.

5.1.h. . A manufacturer c¢r distributcr shall not
distribute any package, of whatever form, without a complete label
attached excspt for: :

5.1.h.A. product scold at the place of manufacturing in
any package that is not completely closed when offered for sale or
that is closed at the time of sale. This product is exempt Zrom
the label regquirements of WV Code 19%-11A-4 and of this section for
cquantity and for the name and address of the manufacturer, packer
or distributor. ' .



..B. product sold at the place of manufacturing that
is placed in a packace ahter the custcomer orders the product. Thisg
product is exempt from all labeling requirements of WV Code 19-11A-
4 and of this section of the rule.

5.1.h.C. product sold in a container from which product
is di Dped and commonly kxnewn as a "bulk container", and where the
product is not offered for sale to the ultimate consumer in the
bulk container. This producL is exempt from the label reguirements
of WV Code 15-11A-4 and of this section for the name and address of
the packer, manufacturer or distributor, provided that the product
iabel ;dentl:lﬁs the manufacturing locahlon by means of a plant
numper or other means. The producb is also exempt from the label
reguirements of WV Code 19-112-4 for the product name and quaptltv
of the contents, provi ‘ded that the guantity of contents of the size
container{s) sold and thne product name(s) are clearly indicated on
tEhe invoice. :

1.2.D. product packaged in units sold in a multiunit
cont awner, provided that each individual unit remains within the
multi-unit container during distribution and the multiunit
container is labeled according to the reguirements of WV Code 19-
11A-4 and of this section of the rule.

§61-4C-6. Migbranded.

6.L. Any product referred to in W Code 15-11A-1 et seq. or
this rule is misbranded 1if:

6.1.a. Itg container iz sc made, formed, or £illed as to
be misleading; )

§.1.b. it purports to be or is represented as a food for
which a definition or standard of identity Thas been prescribed in
section 3 of this xule. and its guality dJdoces not mest the
requirements of the definition or standard of identitv;

€.1.c. it does not meet minimum labeling requirements of

21 Code of_Federal Regulations (April 1, 19%4) or Section 5 of this
rule;

§61-4C-7. Adulteration.

7.1. A dairy product or imitation daliry product is
adulteratad 1f:

7.1.a. any substance has been added to the product or
mixed or packed with the product so as to make it appeaxr of greater
value than it is, and the substance is not clearly noted in the
ingredient statement or by other means cn the label;
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7.1.b. the Dbacterial counts except for sterile
hermetically sealed products exceed a count ¢f 50,000 per gram for
the standaxd vlate count and/or 10 per gram for the coliform group
count;

7.L.c. the bacterial counts for sterile hermetically
sealed product exceed <1 per gram for standard plate count and/or
<l per gram for the ccliform count.

7.1.d. any bactericidal substancs has been added to the
product, such as a sanitizer, preservative or any other chemical
with bactericidal properties. A product is not adulterated due to
the prsesence of any sanitizer residue where the residue is czused
as a normal consequence of sanitizing the eguipment while using
standard industry practices; or

7.l.e. pathogenic bacteria are in the product;
7.1.£. if its quality does not meet the requirements of

the definiticn or standaxd of identity as outlined in Section 3 of
these rules; or

7.1.g. if its quality does not meet the requirements Zor
currently accepted standards by industry and government.—as

e ——

7.2. Tolerances for the presence of pesticide residues are
those tolerances designated in 40 CFR Part 185, as adopted by
refarence in section 2 of these rules. Tolerances for the presencs
of antibioctics are those tolsrances designated in 21 CFR Part 556,
as adopted by xreference in section 2 of these rules. Toclerances
for unavoidable poisonous or deleterious gubstances are those
tolerances designated in 21 CFR 109.30, as adopted by reference in
secticon 2 of these rules.

§61-4C-8. Prohibited acts.

g.1. XNo person may use non-pasteurized eggs or egg products
in any product unless the product is pasteurized subseguent tc the
addition of the eggs or egy products.

8.2. No person may preduce any product in equipment that has
not been cleaned and sanitized.

8.3. ©No person may use any spilled, overilowed and leaked
products in manufacturing any othexr product.

8.4. Ne perscon may use steel woel or metal sponges for
¢leaning equipment and utensils used for manufacturing.

3.5. No person may use any method for sanitizing that

6



adversely affects the egquipment, dalry product or the health of the
congumers consuming the product. However, the commissioner will
not prohikit the use ¢f chemicals commonly used in the industry for
cleaning and sanitizing dalry equipment using normal Iindustry
practices due to the causing of corresion of the eguipment as long
as the corresion caused by such use is minimal.

§61-4C-9., Animal Health.

9.1. All products ghall be made from milk products or milk-
derived ingredients from herds which are located in a Modified
Accradited Tubsrculosis Area or a Tuberculcsis Free Area as
determined by the U.S. Department of Agriculiure, Provided, that
herds located in an area that fails to maintain such accradited
status shall have been accredited by the U.S. Department of
Bgriculture as tuberculosis free, or shall have passed an annual
tuberculcsis test that is performed by a veterinarian accredited by
the United States Department of Agriculture, Animal and Flant
Hezalth Inspection Ssrvice.

9.2. 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 following cenditions:

8.2.a. the herd is located in a Certified 3Brucellesis-
e Area as defined by the U.S. Department of Agriculture and
enrolled in the testing program for such area;

9.2.b. the herd meets the U.S. Department of Agriculture
requiremerts for an individually certified Brucellosis-free herd;

S.2.c. the herd is participating in a3 milk ring testin
program at least four times per year at . approximately 8¢ day
intexvals, and any herd where any animal has a positive milk ring
test shall 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 tasts; or

g.2.4d. the herxd has had an 1individual blooed
agglutination test annually with an allowable maximum grace pericd
neot exceeding 2 months.

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

10.1. The commissicner shall inspect and sample product from
all dairy products and imitation dairy precducts distributers within
the limits of his or her resources.

10.2. The commissiconer recommends that each dailry products
and imitaticon dailry products distributor supplement the samplin
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performed by the commissioner with tests by an independent
laboxratory.

10.3. All prcoducts from dairy p?oaucts and imitation dairy
produdts distributors taken by the commissicner for testing are
considered official product samples; excepi that,

10.3.a. The commissicner may have service samplea(s)
taken of dairy products or imitation dairy products, which would ke
considered unofficial.

10.4. Onliy official samples will be consideresd when applving
the enforcement policy.

§61-4C-11. Approved sampling and testing methods.

11.1. Procedures for the collection and holding of cfficial
product samples, the selection and preparation oI apparatus, media
and reagernts, and the analytical procedures, incubation, reading
and repoxting of results, shall be in compliance the standards set
forth in the Standard Methods for the Examination of Dairy
Products, the Official Methods of Analysis, procedures referencsd
in 21 CFR, or other methods as approved by the commissicner,
whichever method is applicable to the product belng tested.

11.2. The Roese-CGottlieb Fat Extracticn Method of testing for
milkfat is &depted as the approved method for determining the
milkfat content of product and is approved for all milkfat testing.

11.2.a. Milkfat tolerances for lowfat and nonfat
products are £ .15%. Tolerancesg for the method will be added to
this tolerance. C

11.2. Asgevptically processed products packaged in hermeticalliy
sealed containers shall be opened in accordance with procedures
published in the U.S. Food and Drug Administration Bactericlogical
Anazlytical Manual, as adopted by reference in gection 2 of thase
rulss. '

11.4. The testing methods for drug residues in product axe
those LlStedfin 21 CFE 2art 536, as adopted by reference in Section
2 of these rules, whers applicable.

§6l1-4C-12. Enforcement policy.

12.1. The commissioner may assess = viclation of W.Va. Code
§19-112-3 et seg. oxr o©of these rules against the manufacturer,
distributor and/or retailer of a dairy product or an imitation
dairy product. Vlolathrs may be assessed cumulaulvely By stanqarq
cf identity, standard of identityv and container swze, sampling
locaticn, or by distributor deDend*ng upon the sampling scenario.
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12.2. Whenever one c¢f the last f£ive consecutive official
product sample(s) taken on separate days within a one-vyear vericd
are found to be adulterated or misbranded, the commisszioner shall
gend a written "First Notice"” te the manufacturer, distributor or
retailer whichever is appropriate. This notice shall notify the
manufacturer, distributor or the retailer of the violation of W.Va.
Code §19%-11A-1 et seg. cor of these rules and the enforcement policy
estakblished by thiszs secticn of the rule.

i12.2.a. - The commissioner shall collect additicnal
cfficial product sample (s} within 21 days of the sending of a First
Notice_to the manufacturer, distributor or retailer, but shall ncot
collect product samples before the lapse of 7 days from the sending
of a First Notice.

12.3. Whenever two of the last five consecutive official
product sample(s) taken on separate days within a one-year period
are found f£o be adulterated or misbranded, the commissicner shall
gsend a written "Second Notice'" to the manufacturer, distxibutor or
retailer, whichever is appropriate.

12.3.a. The commissioner shall collect additional
official product sample(s) within 21 days o©f the sending of a
Seceond Notilce to the manufacturer, distributor or retaliler, but
ghall not collect product samples befcore the lapse of 7 days from
the sending of & Second Nctice.

12.4. Whensver three of the last five consecutive official
product sample(s) taken on separate days within a one-vear periocd
are found to ke adulterated or misbranded the commissioner shall
gend a written "Third Notice" to the manufacturer, distributor or
retailer, whichever is appropriate.

12.4.a&. The commissicner shall colliect additional
official product sample(s) within 21 days of the sending of the
Third Notice teo the manufacturer, distributor or retaller, but
shall not cellect additicnal preoduct samples before the lapse of 7
days from the date of sending <f the notice.

i
£

12.5. Whenever an antibiotic or pesticide residue test is
found tc be above tolerance, the commissicner shall nctify the
manufacturer and/or distributcor immediacely of this fact and shall
begin an investigaticn to determine the cause of the regidue. The
commissioner shall reguire that any person found to be responsible
for the residue skall correct the cause of the residue prior Lo the
resumpticon of the manufacturing or distributlon cf the product.

12.6. A person who performs a recall by voluntarily remcving
product from sale and distribution in an effective manner so as to
l1imit the potential harm to the health and well-being of the public.
may be eligible for exemptionsg from the normal enforcement policy.
The commissioner shall consider the facts of each case when making
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a decision on an exemption.

12.7. The commissioner may apply the enforcement policy in a
liberal manner in cases where all official product sample results
that inv@lve a product in the form actually scld to the public have
been found to ke in conforxrmance with W.Va. Code §19-11A-1 et seq.
or these rules.

12.8. The commissicner may suspend the standard eniorcemernt
pelicy in cases where sguch action is necessary to protect the
public health, safety cor welfara.

12.9. Resamples may be considered necessary to determine that
the nen-violative status 1s being maintained.

12.10. The comnmissioner may take other acticn as considerad

necessary in order to carry out the provisions of W.Va. Code §19-
11A-1 et seg. and these rules.

§61-4C-13. Suspensgions, embargce crders.

13.1. If the commissicner finds that effective corrective
action has not been taken by the distributor, he may issue a
suspension o©f the Dairy Products Distributor Permit. The

suspension shall state the time that the suspension will become
effective, give the reasons for the suspensicon and speclfy a time
and place for z hearing to be held in this matter. Except that in
the case oL a summary suspension, the commissiconer will give the
distributor the opportunity to reguest a hearing in this mattexr
stubsequent to the notification of the suspension.

12.1.a. 211 suspensions due o  non-conformance to
subdivigions 7.1.%., 7.1.c. and 7.l.e. of this rule are summary
suspensions.

13.1.b. A suspension of the Dairy Prcducts Distributor
Permit remains in effect until the distributor submits and the
commissioner accepts a written plan of correction and a request Zor
& reinstatement of the permit.

13.1.¢. The commissioner has seven days from the date of
receipt of thisg blan of correction to respond to a suspension in
the case of viclations of subdivisions 7.1.bh., 7.1.c., and 7.1.e. of
this rule and fourteen days to respond for all other viclations of
W.Va. Code §19-11A-1 et seq. or these rules. The commissioner will
accept or deny the application for a reinstatement of the permit
and will give the terms and conditicons under which the permit will
be reinstated. :

13.2. If the commissioner finds that after the firm has

resumed distribution following a suspension of theilr Dairy Products
Distributor Permit that effective corrective action has ncot keen
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taken, then the commissicner will hold a hearing to determine if
the permiz should be ravoked.

i3.3. If the commissioner finds that effective corrective
action has not besen taken by the manufacturer, distributor and/cr
rataller, he may issue an embarge order for any dairy product or
imitation dalry product which is not in complizance with this
article or rules and may alsc cause the manufacturing an
distributing of the same to c¢sase by authority of W.Va. Code 815-
11A-10(1).

11




Summary of Comments to Proposed Rules

Dairy Products and Imitation Dairy Products
§61-4c-I et seq.

This is a new rule. A public comment pericd was open from
June 23, 1885, to July 25, 1%95. A news releass was i1ssued
announcing the comment period and the propogsed rule was sent to
six indusgtry representatives for thelr comment. The comments are
summarized belcw with the agency response. :

Comment #1

Twe comments were received endorsing the rule as proposed
with no recommended changes.

Comment &2

Cne commenter requested the remcoval of section 3.8, whsare
the commissioner is required teo establish a standard of
identity for a new dalry or imitation dairy product.

Agency Response to Comment #2

The market ig constantly being revised with new dairy and
imitation dairy products. The . agency included this
provigion in an effort to zremain flexible to address
prokblems arising from the developrment of new dairy products.
The agency is not overxly concerned with either the inclusicn

or omission of section 3.8.; however, no change was made £o
the rule based on this comment.

Comment #3
Cne -~ commenter suggested remceving "as defined Dby the
cemmissioner” from section 7.1.g. indicating that these
standards need to be defined by the rule making process.
Agency Response to Comment #3
The agency agrees that the standards need zo ke defirned by
the rule making process and modifies section 7.1.g9. as
suggested by the commenter. :

Comment 24

One commenter suggested the removal ¢f the wording "or other
methods as approved by the commissioner" from section 11.1.

Agency Response to Comment #4

The Agency added this language to accommeodate possible
improvements in the sampling and testing methods which would




compliment the Standard Methods. New technicues such as
guick tests or improvements in testing methodologies would
bpe able .to be evaluated to improve operations and
petentially reduce costs.

Commernt. 55
One commenter felt therse was a conflict hetween the Federal
Nutriticn Labeling and Education Act and the language of
this rule in section B.

Agency Response to Comment #5

The agency Zfeels this section ig necessary for those
commodities which do not enter intc interstate commerce.
The secticn has been revised so as Lo accommedate the
Tederal rule and not be in conflict with the same.
Additionally, the Nutrition Labeling and Education Act has
given the states authority for enforcement. Although this
section does nct reflect the entirety ¢ the NLEA it does
serve to direct industry as to the agency responsibkble for
answering questions regarding the labeling of their frozen
dessert products.

Comment #6

Cne commenter peointed out that the FDA has changed the
standard of identity for icemilk, goats milk icemilk, ice
cream, L£rozen custard and evaporated milk referencing 35S
Federal Register page 17631 and page 47078.

Agency Response td Question #5

The agency will change the §61-4b-2.1.a. to reflect the most

current version of the referenced CFR where the standards
are still listed as mcdified by the FDA.

Comment 6

One ccmmenter indicated a possible conflict with the West
Virginia Board of Health and their development of rules for
the grade A milk industry.

Agency Response to Comment #§

The agency has éentered into a memorandum of Understanding
with the Bureau of Public Health of the Department of Health
and Human Services. In this MOU we have outlined =sach
agencies resgponsikbilities go as to avoid Just such a

conflict as described by the commenter.
Comment #7

One commentary states that no independent lab would be able




to compete with a free government service for unofficial
samples (or service samples) nor will they be abkle to do
official samples.

Agency Response Lo Comment 7

The removal of approved laboratories does not preclude
industry for obtaining samples from an independent
laborzatory although it deoes remove an incentive when the
samples can not be official. The service samples outlined
in the rule will permi:t the commissioner to assist firms in
finding the scurce of adulteraticn in their products without
jeopardizing the firms livelihecd. This is wvery useful in
establishing a good working relationship with the firm. It
further solidifies the i1dea that koth the agency and
industry are striving tc assure the safety and guality of
the finished products being provided to the consumer,




Barbara J. Smith

1207 Larchwood Rd.
Charleston, 0V 25314

304-342-1755

July 18, 1995

Mr. John Liggett -
West Virginia Department of Agriculture :
Regulatory Protecticn Divisicn

1500 Kanawha Blvd., East

Charleston, WV 253058

RE: Dairy Prcducts and Iditation Dairy Products Rules

Dear Jchn,

Thank you for the oppertunity to comment on these
regulations and to assist with the develcpment of regulations
that will serve the needs of the public and businesses cf this
state. N

Powers of the commissioner

The rule, as written, allows the commissioner to change the terms
for civil and criminal liability without notification to the
public or the legislature by determining what constitutes
adulteration (7.1.g), changing the laboratory testing
regquirements (11.1), and setting standards of identity (3.8)
without going through the public notification and legislative
processes,

For instance, the testing of dairv preducts 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 geood science or not, without notification of the
businesses affected, the legislature, or the public. This is not
protective of the rights of the people of this state.

The intent of publishing rules and going through the legislative
process is for all parties involved, bkoth businesses and the
public, to ke 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 violation of the intent of the
cbjectives of the rule making process.




Page Two
Dairy Product Regulatiocns
July 18, 1995

Therefore I am asking for éhénges in the following language:

3.8. Strike this section. Additional standards of identity
can be defined by the rule making process as needed.

7.1l.¢. Strike the words "as defined by the commissioner".
Quality standards for the industry need to be defined by the
rule making precess.

11.1. Strike the words "or other methods as approved by the
commissicner,”. Sclentifically valid testing methods are
difficult to develecp and this process i1s beyond the
capability of the agriculture laborateories. Aadditicnal
valid, published, testing methods can be added by the rule
making process.

Labeling

The Nutrition Labkeling and Education Act (21USCS§343.1) states
that no state may have any labeling requirements for food in
interstate commerce (essentially all foed) 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 preovisions of.
Section 5 need to be deleted as the federal statute has
precedence.

There have been changes to the standard of identity for ice milk,
goats milk ice milk, ice cream, frozen custard and evaporated
milk that are subsequent teoc the April 1, 1994 version of the
Title 21 Code of Federal Regulaticns and affect the provisicns of
Sections 3.1 and 3.4 of this rule. The FR references are (FRS5S9

pPg.17691 and pg.47079)
Conflict with the Grade *A” Milk Regulations

The WV Beard of Health is designated by code (§16-7-5) to develop
regulaticns for clean and safe milk and milk products. Portions
of this rule may be construed to conflict with this authority and
the rules that the Becard o¢f Health have promulgated to achieve
this objective.



Page Three
Dairy Product Regulations
July 18, 1895 :

Service samples

Section 10 allows the commissioner to take unofficial samples
("service samples") and he recommends that manufacturers alsc use

independent labks for testing.

bacteriocloeogical labs awvailable
be able to compete with a free
be able to do official samples
approval of laboratories to do

There will be no independent

for such use because they will not
government service nor will they
as there is no provision fer
cfficial samples.

Thank you again for the copportunity to comment on these rules.

Sincerely,
L@J@m% Ay

Barbara J. Smith
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300 North 5th Street » BO. Box 28G » Martins Ferry, CH 43035
614-833-14587 » Toll Frog: 800-262-1542 & FAX 514-8253-8750

July 21, 1998

Mr.John Liggett, Assistant Director
Regulatory Protection Division

The West Virginia Department of Agriculturse
1309 Kanawha Boulevard, East

Charleston,wWV 25305=0170

Oear Jchn,

In response to the Summary you sent cn July 12 on Frozen
Desserts and Imitation Frozen Desserts, I think the changes are
geod and feel they will be of value to the produceyr and the

consumer as well,
Singerely,
ovir

David E.Mizer
Vice President Production

DEM/m]

Sranch Cflices: Greensburg, FA 4712.837-3300 « Lancaster, OH 514.854-6455
Chartaston, Wv 304-744-3896 + Fairmant, WY 304-383-84Q0 = Parkarsburg, WV 304.883 52485
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UNITED DAIRY,INC/VALLEY BELL |

508 ROANE STREET }D ECEIVER
CHARLESTON WV 25302 [\;E W r
JL 20585 | 1

Mr. John Liggett, Assistant Director
Regulatory Protection Division

The West Virginia Department of Agriculture
1900 Kanawha Boulevard East

Charleston 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, I 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

$. TFronk Bracd

G, Frank Mash
Quality Control

c¢: David Miser
Jim Sution

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




