Ol-lay_ pgg

DATE: August 13, 2002 " - 5{

TO: Beata Kalies

Committee on Agriculture ,
FROM: Patrick Fuller, Assembly Assistant Chief Clerk
RE: Clearinghouse Rules Referral

The following Clearinghouse Rule has been referred to your committee.

CLEARINGHOUSE RULE 01-124 N

AN ORDRER to repeal ATCP, ) (d) anggﬁ);@bl) (b) 2. Note; to amend ATCP 80.01 (10), (11)
and (34), 80.08 (8) (d) 4., 80.12 (1) (a) Note and ( (intro.), 80.14 (3) (a) and (c), 80.18 (1) (c) and (3)
Note, 80.22 (2) (b) and (8) Note, 80.24 (4) and Note, 80.26 (2) (a), 80.28 (1) (c), 80.32 (1) (b) and (c) Note,
(2) (a) and (6), 80.34 (2) (c) 3. and Note, (5) (d) and Note, (6) (c) and Note, (7) (c) and Note, and (8) and Note,
80.36 (3), 80.40 (2) (a), 80.44 (1) and (2) (Table 2), 80.46, 80.48 and Note, 80.52 (2) and Note, (6) (a), (b)
2. and 3. and (6) (c) (intro.), 80.54 (1) (b), (c) and (g) and 80.62 (1) (b); to repeal and recreate ATCP 69.02
(title) and (1), 80.08 (7) and (8) (), 80.10 (1) (d), 80.20 (1) and (3), 80.22 (2) (d) and (5) (a), 80.24 3)(a)
and (b) and 80.50; and to create ATCP 69.02 (4) (title) and (5), 80.01 (1g), 80.08 (8m), 80.12 1) (g), 80.20
(1) Note, 80.24 (3) (d), 80.44 (2m) and 80.54 (1) (L) and (m), relating to dairy plants.

Submitted by Department of Agriculture, Trade and Consumer Protection.

Report received from Agency on August 2, 2002.

To committee on Agriculture.

Referred on Tuesday, August 13, 2002.

Last day for action - Thursday, September 12, 2002.

Under section 227.19 (4) of the Wisconsin Statutes, your committee has 30 days to take action or get an exten-
sion. The day after the official referral date is day one of your review period. Therefore, the 30th day should
fall four weeks and two days after the referral date. For example, for Clearinghouse Rules referred on a
Monday, a Wednesday would be your 30th day. For Clearinghouse Rules referred on a Tuesday, a Thhrsday
would be your 30th day. For Clearinghouse Rules referred on a Wednesday, a Friday would be your 30th day.
For Clearinghouse Rules referred on a Thursday or Friday, your 30th day would fall on a weekend. Therefore,
your time would expire on the next working day (Monday) as provided for in s. 990.001 of the Wisconsin
Statutes. Also, if the 30th day falls on a legal holiday, time would expire on the next working day.

Section 227.19 requires you to notify each member of your committee that you have received this Clearing-
house Rule. Although some committee chairs do so, you are not required to send a copy of the text of the
rule to each member at this time. Your notice could state that members should contact you if they wish to
receive a hard copy of the rule. (Please note that the text of Clearinghouse Rules beginning with the pre-
fix “01” is now available online in the Clearinghouse Rules infobase in FOLIO.) Please put a copy of
your official notification memo in the rule jacket.

Three copies of the Clearinghouse Rule and its accompanying documents are contained in the jacket. If you
wish to have your Legislative Council attorney review the Clearinghouse Rule, send him/her a copy. Ionly
need one copy remaining in the Jacket when you report it out of committee at the end of the review period.

The identical process is happening simultaneously in the Senate. Keep track of their action on the rule.

For assistance with the Clearinghouse Rule process, please consult Ken Stigler (6-2406) or your Legislative
Council attorney. If you wish to learn more on this subject, read section 227.19 of the Wisconsin Statutes
or part 2 of the Administrative Rules Procedures Manual written by the Revisor of Statutes Bureau and the
Wisconsin Legislative Council staff.




State Representative ® 3rd Assembly District

Assembly Agriculture Committee
MEMO

TO: Members of the Assembly Agriculture Committee

FROM: Representative Al Ott, Chair
DATE: August 14, 2002

The following clearinghouse rules have been referred to the Assembly
Agriculture Committee for a thlrty—day rewew period:

Clearinghouse Rule 01-124

Submitted by DATCP. An order to repeal, amend and/or recreate various
sections in ATCP 80 & 69, relating to dairy plants.

This rule updates existing food safety requirements and makes changes in dairy
plant 0perat1ons

Clearinghouse Rule 01-125 | ~

Also submitted by DATCP. An order to repeal, renumber, amend and create
changes to sections of ATCP 60, relating to dairy farms. '

This rule updates current dairy farm rules mcludmg items relating to testmg,
reportmg, milk shipments, sheep milk, hot water capacity, re—circulated water,
lab certifications, inspections, sanitation issues, and in general clarifies and
modernizes current rules. ; f -

The deadline for committee action on these two rules is Thursday, September
12, 2002. A brief summary of the rules is enclosed. Please contact Beata via
email Beata.Kalies@legis.state.wi.us or call 6-5831 if you would like a copy of
the entire rule or have additional questions. Please note that the text of this rule
is also available online in Clearinghouse Rules InfoBase in FOLIO. Thank you.

O ffice: PO. Box 8953 ¢ Madison, WI 53708 ¢ (608) 266-5831 » Toll-Free: (888) 534-0003 ¢ Rep.Ott@legis.state.wi.us

Home: PO. Box 112 » Forest Junction, WI 54123-0112 ¢ (920) 989-1240




State of Wisconsin
Scott McCallum, Governor

Department of Agriculture, Trade and Consumer Protectmn
James E. Harsdorf, Secretary :

PUBLIC NOTICE
FINAL DRAFT RULE TO LEGISLATURE

The Department of Agriculture, Trade and Consumer Protection announces that it is submitting
the following rule for legislative committee review, pursuant to s. 227.19, Stats.:

CLEARINGHOUSE RULES #: 01-124

SUBJECT: Dairy Plants and Dairy Laboratories;

Final Draft Rule
ADM. CODE REFERENCE: ATCP 80
DATCP DOCKET #:  98-R-3

Dated this__Z*9 day of July, 2002.

STATE OF WISCONSIN
DEPARTMENT OF AGRICULTURE, TRADE
AND CONSUMER PROTECTION

Ly < J £
ames'E. Harsdorf ;

\/Secretary

2811 Agriculture Drive « PO Box 8911 « Madison, WI 53708-8911 « 608-224-5012 = Wisconsin.gov



State of Wisconsin
Scott McCallum, Governor

Department of Agriculture, Trade and Consumer Protection
James E. Harsdorf, Secretary

DATE: July 17, 2002

TO: The Honorable Fred Risser
President, Wisconsin State Senate
Room 220 South, State Capitol
P. O. Box 7882
Madison, W1 53707-7882

The Honorable Scott R. Jensen
Speaker, Wisconsin State Assembly
Room 211 West, State Capitol

P. O. Box 8952

Madison, WI 53708-8952

FROM: James E. Harsdorf, Secretary
Department of Agriculture, Tra e and Consumer Protectio
SUBJECT: Dairy Plants and Dairy Laboratones; Final Draft Rule
(Clearinghouse Rule # 01-124)

The Department of Agriculture, Trade and Consumer Protection is transmitting this rule for
legislative committee review, as provided in s. 227.19(2) and (3), Stats. The department will
publish a notice of this referral in the Wlsconsm Administrative Register, as provided in s.
227.19(2), Stats.

Background
Dairy Plants

The Wisconsin Department of Agriculture, Trade and Consumer Protection (“DATCP”)
regulates dairy plants to protect consumers and facilitate interstate shipment of Wisconsin dairy
products. DATCP currently licenses dairy plants under s. 97.20, Stats., and ch. ATCP 80, Wis.
Adm. Code. DATCP licenses individual cheesemakers under s. 97.17, Stats., and ch. ATCP 69,
Wis. Adm. Code. Dairy plants processing grade A fluid milk products must hold a grade A
permit from DATCP. Dairy plants must also comply with safe milk procurement standards
under ch. ATCP 60, Wis. Adm. Code (Dairy Farms).

All dairy products must be produced under sanitary conditions. Dairy plants producing grade A
fluid milk products must also comply with the Interstate Pasteurized Milk Ordinance (PMO).
Failure to comply with PMO requirements may jeopardize the interstate shipment of Wisconsin
dairy products. Current DATCP rules establish standards for all dairy plants, including grade A
dairy plants. DATCP rules incorporate PMO standards.

PO Box 8911 » Madison, W1 53708-8911 e 608-224-5012 » Fax: 608-224-5045 * www.wisconsin.gov
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Current DATCP rules spell out requirements related to:

Dairy plant licensing and fees.

Dairy plant facilities and operations.
Dairy product quality standards and testing.
Pasteurization of dairy products.

Dairy plant records and reports.

Inspection and enforcement.

Cheesemaker license qualifications.

This rule updates existing food safety requirements, and accommodates recent changes in dairy
plant operations. This rule applies to grade A and grade B dairy plants. This rule incorporates
current grade A dairy plant standards under the Interstate Pasteurized Milk Ordinance (PMO).

Dairy Laboratories

DATCEP currently certifies laboratories that test milk, food and drinking water for compliance
with public health standards. Laboratory certification helps ensure that public health lab tests are
accurate and reliable. DATCP has adopted laboratory certification rules under ch. ATCP 77,
Wis. Adm. Code. ‘ o

Under current rules, DATCP certifies laboratories and approves analysts who conduct
confirmatory drug residue tests on milk. But until recently, DATCP did not approve analysts
who conduct preliminary drug residue screening tests. FDA recently required states to evaluate
and approve those analysts. FDA required on-site competency evaluations of analysts who
conduct “visual read” screening tests. FDA required the states to evaluate and approve the
analysts by March 1, 2002, and to continue evaluations and approvals on an annual basis.

DATCP adopted a temporary emergency rule, effective November 15, 2001, to implement this
new FDA mandate. DATCP evaluated and approved analysts by the March 1, 2002 deadline, so
that Wisconsin could continue shipping milk in interstate commerce. DATCP must now adopt a
“permanent” rule, so that it can continue to comply with the FDA requirements.

Under the emergency rule and this “permanent” rule, DATCP will conduct on-site competency
evaluations, renew annual approvals based on continuing evidence of proficiency, and charge
fees to cover program costs. This “permanent” rule reduces some of the fees charged under the
emergency rule.
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Rule Contents

- Dairy Plants

This rule updates current dairy plant rules under chs. ATCP 69 and 80, Wis. Adm. Code.
Among other things, this rule:

Establishes alternative training options for persons who wish to be licensed as cheesemakers.
Updates current standards for dairy plant facilities.

Authorizes a dairy plant operator to use reclaimed water for dairy plant operations, subject to
spec1ﬁed condmons

Clarifies a dairy plant operator’s responsibilities related to the receipt of raw milk from dairy
farms.

Modiﬁes current dairy product temperature standards.
Modifies current standards for bacteria and coliform in paSteurized dairy products.

Updates current pasteurization standards, and establishes standards for higher-heat shorter-
time (HHST) pasteunzers

Updates current pasteurization record keeping requirements. Among other things, this rule
clarifies record keeping requirements related to high-temperature short-term (HTST) and
higher-heat shorter-time (HHST) pasteurization.

Establishes standards for * aseptlc processing systems” used to process and package milk or
milk products. ; ,

Updates curreiit standards telated'to:dairy product fortification, dziity product test methods,k
and grade A audit surveys.

Makes other dfaﬂ:ing and organizational changes to update and clarify current rules.

Dairy'Laboratories

Under this rule, DATCP must approve laboratories to conduct drug residue screening tests on
milk samples. An approved laboratory must employ DATCP-approved analysts to conduct the
tests. DATCP must perform an on-site evaluation of every laboratory and analyst that conducts

“visual read” screening tests. The laboratory must pay specified fees to help cover DATCP
costs.
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An individual’s approval to conduct drug residue screening tests expires on December 31 of each
year unless, by that date, the laboratory documents to DATCP that the analyst has passed an
annual proficiency evaluation. This rule spells out standards and procedures for the annual
proficiency evaluation. DATCP may authorize the laboratory operator to conduct annual
proficiency evaluations, except that an independent evaluator must evaluate analysts performing
“visual read” screening tests.

Under this rule, a laboratory conducting drug residue screening tests must pay the following fees:

+ $500 for initial approval of a laboratory seeking approval to perform “visual read” screening
tests. Certain small laboratories that meet specified conditions and seek “visual read”
approval aré exempt from the higher fee. The fee for initial approval of a qualifying small
laboratory is $150. Fees for initial approval of laboratories performing “visual read” tests
include on-site evaluation of up to 3 “visual read” analysts. There is a supplementary fee of
$25 for each additional “visual read” analyst evaluated during the initial laboratory visit. The
fee for initial approval of a screening laboratory that does not perform “visual read” tests is
$50, irrespective of the number of analysts at the laboratory

e A $50 annual renewal fee for laboratories that perform either “visual read” or “mechanical
read” drug residue screening tests ($25 for certain small laboratones) This fee covers the
annual laboratory renewal, including the renewal of analysts performing drug residue
screening tests at the laboratory. No site visit is required for an annual renewal.

e  $150 for any subsequent visit to evaluate “viSual read” analysts, régardless of the number of
analysts approved on that visit. An analyst may not perform “visual read” tests until the
department approves the analyst based on an on-site evaluation.

Hearings .

The department held four pubhc hearings on this rule Hearing notices announced that the
hearmgs would address draft changes to ATCP 69 and 80, as well as the emergency rule
provisions added under ATCP 77. DATCP held the heanngs on November 29, 2001 i in Eau
Claire; December 4, 2001 in Appleton; December 5, 2001 in Monroe; and December 6, 2001 in
Madison. The hearing in Madison also had video-conferencing sites at Wisconsin Rapids,
LaCrosse and Green Bay.

The following persons' appeared at the hearings and spoke in general support of the proposed
rules:

John Umbhoeffer, representing the Wis. Cheesemakers Association (Appleton hearing).
Dean Sommers, representing Alto Dairy (Appleton hearing).

John Manske, representing the Wisconsin Federation of Cooperatives (Madison hearing).
Brad Legreid, representing the Wisconsin Dairy Products Association (Madison hearing).
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e William Wendorff, Food Science Department, University of Wisconsin — Madison (Madison
hearing).

The hearing record remained open until December 15, 2001 for receij:\t of additional written
comments. The following persons submitted written comments suggesting some changes to the
draft rule:

e John Umbhoeffer, representing the Wisconsin Cheesemakers Association.

e Dean Sommers, representing Alto Dairy.

o John Manske, representing the Wisconsin Federation of Cooperatives.

e William Wendorff, Food Science Department, University of Wisconsin — Madison.
Changes from Hearing Draft

Dairy Plants

e The final draft clarifies requirements for use of reclaimed water:

= Reclaimed water must have less than one coliform bacterium per 100 ml. of water.

= ‘Whenever a dairy plant operator installs a new reclamation system, the operator must test
the water for 10 working days. Whenever the operator repairs or alters an existing
system, the operator must test the water for 5 working days.

» Reclaimed water may be used for certain purposes only on the day it is reclaimed, except
that reclaimed water may be stored for later use if it is automatically maintained at a
temperature of not less than 145°F. (63 °C.) or is chemically treated to suppress bacterial
growth.

e The final draft modifies provisions related to the use of flexible hoses to transport dairy
products at a dairy plant. The final draft eliminates specific hose length restrictions, but
provides that hoses should be only as long as necessary for the transport operation. Under
the final draft, the dairy plant operator must clean and sanitize the hose when the transport
operation is completed or at least once every 24 hours.

e The final draft retains, with some modifications, current prohibitions against the
reprocessing of fluid dairy products that are returned to a dairy plant. The final draft
eliminates language that would have extended this prohibition to some non-fluid products.

¢ The final draft eliminates a proposed pasteurization standard for cheese starter.

e The final draft exempts whey products, while being crystallized, from certam holding
temperature requlrements
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o The final draft authorizes the use of a digital probe thermometer, as an alternative to a
mercury column product thermometer, in a batch pasteurizer.

e The final draft establishes standards for “aseptic processmg and packaging systems” used to
process a;nd package mxlk or milk products. '

e The final draft allows a dairy plant operator to use facsimile (FAX) transmission to notify the
, department when a regulatory seal on pasteurization equipment is broken (current rules
require telephone notification). The final draft eliminates a hearing draft provision that
would also have allowed the operator to give notlce by e-mail.

Dairy L,aborat’ories

¢ The final draft reduces initial fees, and annual renewal fees, for laboratories performing drug
residue screening tests:

* The emergency rule set an initial fee of $500 for all approved laboratories ($150 for

~certain small laboratories). This rule offers a lower fee of $150 for laboratories that do

~ not perform “visual read” screening tests (as well as for the smaller laboratorles that pa1d
the lower $150 fee under the emergency rule).

‘The emergency rule set an annual renewal fee of $100 (or $25 per analyst for certain
small laboratories). This rule offers a lower annual renewal fee of $50 ($25 for certain
small laboratories, and for laboratories that perform no “visual read” screening tests).
The laboratory pays this single renewal fee of $50 or $25, regardless of the number of
analysts employed.

o The final draft makes minor editorial and drafting changes, including terminology changes to
distinguish laboratory certification (to perfonn confirmatory tests) from laboratory approval
(to perform drug residue screening tests).

Response to Rules Clearinghouse Comments

The department accepted most of the recommendations of LCRC. The suggested changes were
non-substantive and related to form, style and placement in the administrative code. Other
changes relﬁatedk to clarity, grammar, punctuation and use of plain language.

The department did not accept a recommendation to prov1de specific information regarding test
procedures or acceptable test results when the rules require a dairy plant operator to conduct
various tests. Test methods required under ch. ATCP 80 are found in the current rule under

s. ATCP 80.32. This section cross-references “Standard Methods for the Examination of Dairy
Products,” “Official Methods of Analysis of the Association of Official Analytical Chemists”
and acceptable results for required tests.
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The department did not accept the recommendation to make any further distinction between a
“bulk transport container” and a “bulk milk tanker.” The rules currently distinguish the former
as a unit into which a milk producer transfers milk as cows are milked on the dairy farm and in
which milk is both stored on the farm and transported to a dairy plant. The latter is a unit used
by a bulk milk hauler to collect and transport to a dairy plant the milk picked up from several
milk producers. ,

The department also did not accept the LCRC recommendation to provide contact information
for a dairy plant operator to notify the department of a broken pasteurization seal. A dairy plant
operator has numerous sources for that information, such as license documents, inspection forms,
technical service bulletins and records. The requirement has been in existence for many years
and dairy plant operators have not indicated they were unable to contact the department because
the information was not in the rule.

Small Business Analysis

This rule ,affccts',dairy plant operatérs; some of whom are small busincsses. For the most part,
this rule will help small businesses by modemizing current regulations to accommodate changing
industry practices.

This rule establishes new requirements for dairy laboratories that perform drug residue screening
tests. Dairy plant operators operate most of these laboratories, and some of the operators are
“small businesses.” DATCP must approve laboratories and analysts to conduct screening tests,
and must charge fees to recover a portion of its costs. Laboratories must conduct and report
annual proficiency tests of their analysts. '

This rule will impose some additional costs on dairy laboratories, but will help Wisconsin’s dairy

industry by facilitating sales of Wisconsin dairy products in interstate commerce. This rule is
needed to comply with federal requirements. Laboratories can comply with this rule without
acquiring new equipment or professional services. This rule reduces laboratory fees previously
established by emergency rule. A small business analysis (“final regulatory flexibility analysis™)
is attached. ' ~

Fiscal Estimate

The proposed dairy plant rules under chs. ATCP 69 and 80 will have no fiscal impact on the
department or local units of government. However, the proposed dairy laboratory rules under
ATCP 77 will have a significant fiscal impact on DATCP. DATCP projects ongoing costs of
approximately $8400 per year to administer the new laboratory approval requirements contained
in this rule. DATCP expects to recover approximately 50% of these costs from the fees
proposed in this rule. For the time being, DATCP will absorb the remaining costs by spending
down current reserves derived from lab certification fees already paid. A fiscal estimate is
attached.
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DATCP Docket No. 98-R-3 Final Draft
Rules Clearinghouse No. 01-124 March 25, 2002

PROPOSED ORDER OF THE STATE OF WISCONSIN
DEPARTMENT OF AGRICULTURE, TRADE AND CONSUMER PROTECTION
ADOPTING AMENDIN G OR REPEALING RULES '

The state of WISCOIISIII department of agncult’ure trade and consumer protection proposes the
following order to repeal ATCP 80.22(5)(d) and 80.28(1)(b)2.(note); to renumber ATCP
77.03(2)(c) and 80.40; to renumber and amend ATCP 80. 40(2)(3) to amend ATCP 77.06(1)(a)
to (c) 80. 01(10) (11) and (34) 80. 08(8)(d)4 80 12(1)(a)(note) and (7)(b)(mtro) 80.14(3)(a)
and (c) 80. 18(1)(0) and (3)(note), 80 22(8)(note) 80 24(4) and (note), 80 26(2)(a), 80 28(1)(c),

80.32(1)(b), (1)(c)(note), (2)(a) and (6), 80.34(2)(8)3. and (note), (5)(d) and (note), (6)(c) and

(note) (7)(0) and (note), and (8) and (note), 80. 36(3), 80. 44(1) and (2)(Tab1e 2) 80.46, 80.48

; a:nd (note), 80 52(2) and (note) (6)(3), (b)z 3. and 4., and (c)(mtro) 80.54(1)(g), and

80.62(1)(b); o epeal and recreate ATCP 69, 02(t1tie) and ), 77 06(2), 77.22(1), 80.08(7) and

(8)(6), 80. 10(1)@) 80.20(1) and (3) 80. 22(2)(d) and (5)(a) 80. 24(3)(a) and (b) 80.50; and to

. create. ATCP 69 02(4)(t1tle) and (5) 77, 91(4111) and (17), 77 03(2)((:) 77 06(1}(6), 7723,

80.01(1g), 80. OS(Sm) 80, 12(1)(g) 80, 20(1)(110:@), 30 24(3)(d) 80.40, 80.44(2m), 80.49, and

80.54(1)(L) and (m); relatmg to dairy plants and drug res1due screenmg iaboratones

Analysis Prepared by the Department of Agriculture,
Trade and Consumer Protection

Statutory authority: ss. 93.07(1), 93.12(3), (5) and (7), 97.09(4), 97.20(4), 97.22(8),
97.24(3) and 97.52, Stats.

Statutes interpreted: ss. 93.06(7) and (8), 93.12, 97.02, 97.03, 97.12, 97.17, 97.20,
197.22 t0 97.24, 97.50 and 97.52, Stats.



Overview

The Wisconsin Department of Agneulture Trade and Consumer Protection (“DATCP”)
regulates dairy plants and dairy 1ab0ratones to protect consumers, and to facilitate interstate
shipment of Wisconsin dairy products. This rule updates current rules related to dan'y plants and
~ dairy laboratones Among other things, this rule: :

¢ Updates current standards for dairy plant facilities and operations.

Updates dairy product safety standards.
e Establishes federally-mandated regulations related to laboratories that perform drug residue
screening tests on milk. DATCP must approve laboratories to conduct screemng tests, and
must evaluate and approve individual analysts.

. Estabhshes altematwe trammg optlons for persons who w1sh to be hcensed as cheesemakers
Background
Dalry Plants

DATCP currently licenses and 1nspects dalry plants under s. 97.20, Stats and ch. ATCP 80

Wis. Adm. Code. DATCP licenses individual cheesemakers under s. 97.17, Stats., and ch.

ATCP 69, Wis. Adm. Code. Dairy plants processing grade A fluid milk products must hold a

- grade A permit from DATCP. Dairy plants procuring milk from farms must comply with dairy
farm rules under ch ATCP 60 Wis. Adm. Code

All dalry products must be produced under samtary condltlons Dan"y plants producmg grade A
fluid milk products must also comply with the Interstate Pasteurized Milk Ordinance (PMO).
Failure to comply with PMO requirements may jeopardize the interstate shlpment of Wisconsin
- dairy products. Current DATCP rules establish standards for all dairy plants, including grade A
dairy plants. DATCP rules mcorporate PMO standards

Current DATCP rules spell out reqmrements related to

Dairy plant licensing and fees.

Dairy plant facilities and operations.
Dairy product quality standards and testing.
Pasteurization of dairy products.

Dairy plant records and reports.

Inspection and enforcement.

Cheesemaker license qualifications.

® e o o o o o

This rule updates existing food ‘safety requirements, and accommodates recent changes in dairy
plant operations. This rule applies to grade A and grade B dairy plants. This rule incorporates
current grade A dairy plant standards under the Interstate Pasteurized Milk Ordinance (PMO).



Dairy Laboratories

| DATCP currently;ceriiﬁeks laboratories that test milk, food and drinking water for compliance
with public health standards. Laboratory certification helps ensure that public health lab tests are

accurate and reliable. DATCP has adopted laboratory certification rules under ch. ATCP 77,
Wis. Adm. Code.

~ Under current rules, DATCP certifies laboratories and approves analysts who conduct
confirmatory drug residue tests on milk. But until recently, DATCP did not approve analysts
who conduct preliminary drug residue screening tests. FDA recently required states to evaluate
and approve those analysts. FDA further required on-site competency evaluations of analysts
~who conduct “visual read” screening tests. FDA required the states to evaluate and approve the
analysts by March 1, 2002, and to continue evaluations and approvals on an annual basis.

DATCP adopted a temporary emergency rule, effective November 15, 2001, to implement this
new FDA mandate. DATCP evaluated and approved analysts by the March 1, 2002 deadline, so
that Wisconsin could continue shipping milk in interstate commerce. DATCP must now adopt a
- “permanent” rule, so that it can continue to comply with the FDA reqmrements

Under the emergency rule and thlS “permanent” rule DATCP wﬂl conduct on-site competency

- evaluations, renew annual approvals based on continuing evidence of proficiency, and charge
. fees to cover program costs. This “permanent” rule reduces some of the fees charged under the
~ emergency rule. : : et

Rule Contents
: Cheese’mak’ér License Qlialiﬁcations

Under current rules, individuals must meet certain training and experience requirements in order

to be licensed as cheesemakers. An individual ‘may be licensed if the 1nd1v1dua1 does any of the
following: : : :

. Completes an 18-month apprenticeship under a licensed cheesemaker.
Completes a 12-month apprenticeship, and either completes a university short course in
cheesemaking or obtains a dairy-related associate degree at a vocational school.

e Completes a 6-month apprenticeship and obtains a 4-year dairy-related college degree.

This rule creates an additional option for license applicants. Under this rule, an individual may
be licensed as a cheesemaker if the individual completes a 240-hour apprenticeship, and
completes DATCP-approved courses in all the following:

Cheesemaking.

Production of safe dairy foods

Hazard analysis critical control point (HAACP) process control.
Milk pasteurization.

Dairy sanitation.

¢ & o o o



'DATCP may license the individual on a conditional basis, and may summarily suspend the
: hcense 1f the license hoider fails to meet contmumg eduoat;on and performance standards.

; Laboratory Approved to Condnct Drug Resxdue Screening Tests

Under this rule, DATCP must approve laboratories to conduct drug residue screening tests on
~milk samples. An approved laboratory must employ DATCP-approved analysts to conduct the
tests. DATCP must also perform an on-site evaluation of every laboratory and analyst that
conducts “msual read” screenmg tests. The laboratory must pay fees to cover DATCP costs

: No md1v1dua1 may conduct a drug res1due screenmg test reqmred under current DATCP rules
unless all the following apply: ; :

e The mdwxduai oonducts that test at a 1aboratory authonzed by DATCP to conduct that test.

. ~DATCP has approved that mdmdual to conduct that test. Before DATCP approves an
individual to conduct a “visual read” screening test, DATCP must perform an on-site
evaluation of that individual’s competency to perform that test.

- An individual’s approval to conduct a drug residue screening test expires on December 31 of
‘each year unless, by that date, the laboratory documents to DATCP that the analyst has passed an
annual proficiency evaluation. This rule spells out standards and procedures for the annual
proficiency evaluation. DATCP may authorize a laboratory operator to conduct annual
proficiency evaluations, except that an independent evaluator must evaluate analysts performing
“yisual read 2 screen'mg tests.

Under thlS rule a 1aboratory conductmg drug resxdue screening tests must pay the followmg fees

- $500 for initial approval 1f the 1aboratory perform’s ‘visual read” screening tests ($150 for
certain small laboratories). This fee includes on-site evaluation of up to 3 “visual read”
analysts. There is a supplementary fee of $25 for each additional “visual read” analyst
evaluated during the initial laboratory : visit.

« $50 for initial approvai if the laboratory performs no “visual read” screening tests.

. $150 for any subsequent visit to evaluate new vxsuai read” analysts, regardless of the
number of analysts approved on that visit. An analyst may not perform “visual read” tests
until the department approves the analyst based on an on-site evaluation.

e A $50 annual renewal fee ($25 for certaihksmzall Iaboréitories). This fee covers the annual
renewal of the laboratory and its individual analysts. No site visit is required for an annual
renewal. ;



Fluid Miik Products

Fluid milk products must be produced by grade A dairy plants, according to grade A standards.
This rule updates the current “fluid milk product” definitions to conform to the interstate
Pasteurized Milk Ordinance (PMO).

- Dairy Plant Rooms

This rule clarifies, but does not substantially alter, current rules related to room separation in

_dairy plants. Certain actlvmes must be separated from other activities to prevent contamination
) ;of da:try products

; Re-circulategl Water; Testing

- Under current rules, re-circulated water used in a dairy plant cooler or theat'exchangér must be
tested semi-annually by the department This rule requires the dairy plant operator, not the
depamnent to test seml-annually : ,

Reclaimed Water -

This rule clarifies spells out standards for a dairy plant’s use of water reclaxmed from the
condensation of milk or dan‘y products. The standards are designed to prevent dairy product
contamination that may result from the improper use of reclaimed water. Under this rule:

e A dairy plant operator may use water reclaimed by means of evaporatlon reverse osmosis or
' ,ultraﬁltranon The water must meet different standards, depending on how it is used.

e "‘Reclalmed water may not be used for any purpose requmng potable water unless aﬂ the
~ following apply:

* DATCP pre-inspects and pre-approves the reclamation system.

* The reclaimed water is free of coliform bacteria.

= The standard plate count of the reclaimed water does not exceed 500 per ml. and meets

~ DNR bactenological standards.

= The organic content of the reclaimed water is less than 12 mg. per liter.

* The reclaimed water has no off-odors, off-flavors or slime formations. The da1ry plant
operator must check these things weekly.

* DATCP pre-approves any chemicals used to suppress bactenai growth, tastes or odors n
the reclaimed water. Automatlc proportioning devices must be used to add chemicals to
the water. The dairy plant operator must test at least daily for chemical content.

, Chemicals may not contain substances that may contaminate dairy products.
= Thereclaimed water is stored in properly constructed tanks..
‘The dairy plant operator tests the reclaimed water for bacteriological and organic content

at least semi-annually, and more often after the reciamatlon system is initially installed or
repaired.



® There is no cross-connection between reclaimed water lines and any pubhc or pnvate
water system.

- o Reclaimed water may be used for the limited purposes of producmg culmary steam pre-

rinsing food contact surfaces of equipment or utensils, or prepanng cleamng solutions if all
the following apply:

* The reclaimed water meets all potable water standards, other than bacteriological
standards.

* The reclaimed water is used only on the day that it is reclaimed.

= The reclaimed water is automatically maintained at a temperature of not less than 145° F.,
or is chemically treated to suppress bacterial propagation. Chemical treatments must
comply with standards for potable water.

* Distribution lines and hose stations used to distribute the reclaimed water are clearly
identified as “limited-use reclaimed water.”

~®  The dairy plant operator posts clear instructions for the use of the reclanned water. The
~ instructions must limit the purposes for which the reclaimed water may be used. '
* Water lines distributing the reclaimed water are not permanently connected to dalry

product vessels.  Temporary connections must be protected to avoid product
contamination. 5 PER S

e Reclaimed water that does not quahfy for any of the above uses may only be used as boiler
feed Water o

Dau'y Piant Personnel Samtatlon

‘ Under current rules persons with d;schargmg or mfected Ieswns on their hands or arms may net .
handle unpackaged dairy products. This rule prohibits them from handling unpackaged dairy

products unless they have appropriate sanitary protection (including bandages and gloves)
specified in this rule.

Equipment and Utensils

Current rules spell out sanitary design and construction requirements for dairy plant equipment
and utensils. The current rules incorporate, by reference, “3-A” technical standards published by
FDA and the Intematlonal Assoczatxon for Food Protectlon '

Under current rules, persons mstalhng C-I-P (cleaned in place) systems must submit plans for
DATCP approval. This rule requires the dairy plant operator, not the installer, to submit the
plans. DA.TCP must act on ‘the plans Wlthm. 20 business days (currenﬂy 30 calendar days).

This rule regulates the use of flexible pipelines in dairy plants to prevent sanitation hazards.
Dairy plant operators may use flexible pipelines, subject to conditions specified in this rule, if |

rigid pipelines are impractical. This rule also modifies current standards for chlorxne sanitizers
used to sanitize equipment and utensils.



Milk from Dairy Farms

This rule clarifies a dairy plant operator’s responsibility related to the receipt of raw milk from
dairy farms. A dairy plant operator may not collect or receive milk from a dairy farm unless all
the following apply:

The da1ry farm is properly licensed.

A licensed milk weigher and sampler collects a samp]e of the producer s mdk (for milk
quality testing), and measures and records the temperature and quantity of the producer’s
milk.

e The operator complies with apphcable milk testmg and foﬁew—up reqmrements under ch.
ATCP 60 (dairy farms). ‘ , ,

Bulk Milk Tanker Deliveries

Current rules prohibit a dairy plant operator from receiving a grade A bulk milk tanker delivery
unless the bulk milk tanker operator holds a grade A permit for that tanker. This rule also
prohibits a dairy plant operator from receiving any bulk milk tanker delivery unless the tanker
operator holds a bulk milk tanker license under s. 97. 21(2)(a) Stats., and ch. ATCP 82.

Product Temperature

Current rules requzre dairy plant operators to keep dairy products above or below specified
temperatures, to prevent hazardous bacterial growth. This rule modifies some of these current
temperature reqmrements

o Under current rules,‘ an operator who receives raw grade B milk or grade B dairy products for
processing must keep those dairy products at 50° F. or less until they are pasteurized. Under
this rule, the operator must keep those grade B dairy products at 45° or less until they are
pasteurized (the same temperature currently required for grade A products). There is an
exemption for milk received within 2 hours of milking, provided the milk is pasteurized or
coo}ed to 45° wathm 4 hours.

e Under current rules, a dairy plant operator may not hold milk or dairy products for more than
4 hours at a temperature that is between 45° F. and 140° F. Certain dairy products are
currently exempt. This rule adds some limited exemptions.

. Uﬁder'current rules, dairy piant} operators mustﬂkeep certain non-dairy foods (including
certain dairy product ingredients) at “safe temperatures” to prevent hazardous bacterial

growth. This rule establishes new “safe temperature” requirements for these non-dairy foods,
as follows:

* Forrefrigerated foods:  41°F. (currently 40°F))
* For heated foods: 140° F. (currently 150°F.)
* For frozen foods: ~ 0°F. (same as now)



Reprocessing Returned Products

- Current rules prohibit a dairy plant operator from reprocessing grade A packaged dairy products
- returned to a dairy plant. There are certain exemptions.

e The use, as ingredients, of packaged dairy products that are spemﬁcaliy manufactured and
packaged for use as mgred1ents in other dairy products

e Reprocessing packaged dry mﬁk and dry milk products if the inner package is intact.

e Reprocessing dairy products collected from a packaging defoamer system, or drained from
processing equipment at the end of a run, if the products are handled in a sanitary manner
and repasteurized.

e Reprocessing specifically authorized by DATCP m wntmg, under terms and conditions
specified by DATCP

Bacterla, Cohform, Yeast and Moid

This rule estabhshes more comprehenswe bacteria and coliform standards for pasteurized dairy
products. Under this rule, bacteria counts may not exceed 20,000 per ml. for most pasteurized
dairy products. This standard does not apply to cultured dairy products (such as yogurt).
- Bacteria counts for the foliowmg products may not exceed the following levels

e 30,000 per mi for condensed milk, whey, dried whey and nonfat dry milk.

50,000 per gram for frozen desserts, except that the bacteria count for frozen dessert mixes
; may not exceed 20,000 per gram.

Under thxs rule: -

. Cohform countsin pasteurized dairy products may not exceed 10 per mi. ,
e The yeast and mold count in pasteurized cottage cheese may not exceed 10 per gram.

Fortiﬁed'Dairy Products

This rule updates current standards for fortified dairy products. This rule incorporates the latest
PMO standards (1999). DATCP has asked the Attorney General and the Rewsor of Statutes for
permxssmn to mcorporate these sta:ndards by reference in this rule.

Mﬂk Quahty and Milk Component Test Methods

This rule updates current milk quality and milk component test methods. Milk test methods must
be those prescnbed in “Standard Methods for the Examination of ‘Dairy Products,” 16™ edition
(1992), or in the “Ofﬁcxal Methods of Analysis of the Association of Analytical Chemists
(AOAC) International, 17™ edition (2000). DATCP has asked the Attorney General and the



Revisor of Statutes for permission to incorporate the updated AOAC standards by reference in
this rule. DATCP may approve other test methods.

Pasteurization Standafds

ThIS rule estabhshes siandards for hagher-heat shorter-tlme (HHST) pasteunzers including
minimum temperature and hold times. This rule also updates standards for conventional batch
pasteurizers and high-temperature short-time (HTST) pasteurizers. HTST and HHST
pasteurizers must meet technical standards published jointly by FDA, the International
Association of Food Industry Suppliers and the International Association of Food Protection.
DATCP has asked the Attorney General and the Revisor of Statutes for perrmssmn to mcorporate
the updated standards by reference in this rule. ;

DATCP penedlcally tests pasteurizers according to procedures specified in the PMO. This rule
updates current procedures to meet current PMO standards. DATCP has asked the Attorney

General and the Revisor of Statutes for permission to incorporate the updated PMO standards by
reference in this rule.

When DATCP determines that a pasteurizer is operating correctly, it seals the pasteurizer to
~ prevent alterations that might allow unpasteurized product to flow through the system. A dairy
plant operator must immediately notify DATCP whenever a pasteurizer malfunctions or the
operator breaks the seal (to repair a malfunctioning pasteurizer, for example). The dairy plant
operator may not resume pasteurizer operations until certain safety requirements are met. This

rule expands and clarifies those safety requirements. This rule extends, by 5 days, the current 5-
day deadline for reseahng the pasteunzer

Pasteunzation Recerds

| Thls rule expands and updates current pasteurization record keeping requirements. Among other
~ things it expands current record keeping requirements related to HTST and HHST pasteurization.

Records must document that pasteurization met minimum standards desxgned to ensure dairy
product safety.

Dairy Plant Records

Under current rules, a dairy plant operator must keep certain records and make those records
available for inspection and copying by DATCP. This rule expands and clanﬁes current record
. keeping requirements. This rule: :

¢ Authorizes a dairy plant operator to keep cleaning and sanitizing records for C-I-P (“cleaned
in place™) systems in electronic form, with or without a hard copy. Eiectmmc records must
- be accessible by a DATCP inspector.

& Requires a dairy plantvoperator to keep records related to vitamin fortification of fluid milk
' products, including inventory records and vitamin assay records.
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- Grade A Audit Surveys

Under the PMO, current state statutes and current DATCP rules, the Department of Health and
Family Services (DHFS) must audit grade A dairy plants and dairy farms for compliance with
PMO requirements. DHFS also audits DATCP’s compliance program for compliance with the
PMO. This rule updates current audit standards to meet current PMO requirements. DATCP has

- asked the Attorney General and the Revisor of Statutes for pemnssxon to moorporate the updated

PMO standards by reference in thxs rule i

| Draftmg and Orgamzational Changes

'Thas rule makes a number of drafhng and orgamzatlonal changes to cianfy and update current

rules.

SECTIGN 1. ATCP 69.02(title) and (1) are repealed and recreated to read:
ATCP 69. 02(t1tle) Cheesemaker hcense, quallﬁcatlons ) EXPERIENCE An

apphcant for a cheesemaker s heense under s. 9717, Stats shall submlt proof that the applicant

| has done at Ieast one of the followmg

(a) Completed an 18~month cheesemakmg apprentlceshlp under a licensed cheesemaker
mcludlng at least one month’s experience in the cemplete process of cheesemakmg

(b) Completed a 12~month cheesemakmg apprentlceshlp under a hcensed eheesemaker |

mcludmg at 1east one month’s expenence in the complete process of cheesemakmg, ‘and

comp}eted at least one of the followmg
1. A cheesemaking short course at the college of agriculture and life sciences, university
of Wisconsin or an equivalent course from another accredited college or university. “
2. A d’ailr'y—related’ as.‘soeiate’degree at an ‘aceredited school of vocational, techhical and
adult education.
. ’k(c)v kcempleted a 6-month cheesemaking ’appkrehticesﬁip under a licensed cheesemaker,
including at least one month’s experlence in the compiete precess of cheesemaking, and

completed a 4-year dalry-related degree program at an accredited college or university.
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(d) Completed an apprenticeship under a licensed cheesemaker, including at least 240
hours expeﬁence in the complete process of cheesemaking, and completed department-approved
courses in all the following subjects:

1. Cheesemaking.

2. Production of safe dairy foods.

3. Hazard analysis critical control point (HACCP) process control.

4. Principles of milk pasteurization.

5. Dairy sanitation.

SECTION 2. ATCP 69.02(4)(tiﬂc) is created to read:

ATCP 69.02(4)(title) ACTION ON LICENSE APPLICATION.

SECTION 3. ATCP 69.02(5) is created to read:

ATCP 69.02(5) CONDITIONAL LICENSE. The department may iséue a license under s.
97.17, Stats., on a conditional basis. If the department issues a license to an applicant who
qualifies under sub. (1)(d), theglicehsé Sﬁéllfbe;a éonditionai license f(lat‘at least 2 years.’ ‘The
department may summarily suspend the license at any time during the conditional license term if
the iiéense holder fails to do any of the following:

(a) Successfully complete a performance evaluation conducted by qualified department
staff. The department may conduct an evaluation at any time, at its discretion.

(b) Complete 40 hours of department-approved continuing education related to
cheesemaking. Continuing education programs may include any of the following:

1. Seminars on cheese safety, quality and grading, provided by a trade association or

other continuing education provider.
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2. Short courses on cheesemaking and grading provided by an accredited university or

_university-extension service.

3. Other programs approved by the department.

SECTION 4. ATCP 77.01(1m), (4m) and (17) are created to read:

(4m) “Drug residue screening test” means any test under s. ATCP 77.02(1)(f) to (1)(s) or
(1)(z), other than a confirmatory test, that a person uses to comply with drug residue testing
requirements under s. ATCP 60.19.

(17) “Visual read test” means a drug residue screening test performed by an individual
who interprets the result without the aid of a mechanical reader.

SECTION 5. ATCP 77.03(2)(c) is renumbered (b).

SECTION 6. ATCP 77.03(2)(c) is created to read:

ATCP 77.03(2)(c) If the department authorizes a laboratory to perform a drug residue

- test on milk, the department shall specify whether the laboratory is approved to perform that test

as yka'screening test or certified to perfofxn that test as a coﬁﬁrmatory test, or both. A laboratory
approved to perform a test as a screening test may not perform that test as a COnﬁnnatory test
| unless the laboratory is also certified to perform the confirmatory test.
SECTION 7. ATCP 77.06(1)(a) to (c) are amended to read:
ATCP 77.06(1)(a) Milk or food tests. An annual certification fee of $336 for each test
under s. ATCP 77.02(1) or (2) at each laboratory for which the operator is certified. This fee

does not apply to a laboratory that is approved under s. ATCP 77.23 only to conduct drug residue

screening tests on milk samples.

(b) Certified analysts; milk or food tests. An annual certification fee of $25 for each

analyst who performs one or more tests under s. ATCP 77.02(1) or (2). This fee does not apply
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to an individual approved under s. ATCP 77.23 only to conduct drug residue screening tests on

milk samples.

(c) Additional analyst certification; milk or food tests. A supplemental fee of $150 for

each requested certification of one or more analysts to conduct any test under s. ATCP 77.02(1)

- or (2), if the certification occurs at any time other than during a mandatory inspection under s.

ATCP 77.14(1). This fee does not apply to an individual approved under s. ATCP 77.23 only to

conduct drug residue screening tests on milk samples.

SECTION 8. ATCP 77.06(1)(e) is created to read:

ATCP 77.06(1)(e) Drug residues in milk; screening tests. The fees provided in s. ATCP
77.23(3) if the laboratory performs drug residue screening tests on milk samples.

SECTION 9. ATCP 77.06(2) is repealed and recreated to read:

ATCP 77.06(2) PARTIAL FEES. (a) If the department certifies an operator of a milk or

. food laboratory to perform a test for less than a full calendar year, the operator shall pay a fee of

-$28 for each full month of certification for that test. This fee does not apply to a laboratory that is

authorized under s. ATCP 77.23 only to conduct drug residue screening tests on milk samples.
(b) If the department certifies an operator of a water laboratory to perform a test for less
than a full calendar year, the operator shall pay a fee of $23 for each full month of certification
for that test.
SECTION 10. ATCP 77.22(1) is repealed and recreated to read:

. ATCP 77.22(1) CERTIFICATION REQUIRED. (a) Except as provided in par. (b), no analyst

~ may perform a test listed under s. ATCP 77.02(1) or (2) unless the department certifies that

analyst under this section to perform that test.
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- (b) Paragraph (a) does not apply to an individual who is solely engaged in performing a

drug residue screening test, provided that the department has approved that individual under s.
ATCP 77.23(2) to perform that test.
(c) The department shall certify the analysts employed at a laboratory when it conducts a

mandatory inspection of that laboratory under s. ATCP 77.14(1). The department may certify

- new analysts, or certify analysts to perform other tests, at other times.

SECTION 11. ATCP 77.23 is created to read:

' ATCP 77.23 Drug residues in milk; screening tests. (1) LABORATORY APPROVED.

(a) No person may pérformiadrug residue screening test except at a laboratory that the -
department appro;fesunder s. ATCP 77.03 to perform that test.

(b) The department may not approve a laboratory to perform a drug residue screening
test unless the department has approved at least one individual under sub. (2) to perform that test
at that laboratory.

ke © The depértineﬁt shall mspecta drug Chichis screening laboratory at all the following
times:

- 1. Before approving the operator to perform a visual read test, if the department has not |
previously approved that opérator to perform that test at that laboratory.

2. Before approving a new individual under sub. (2) to perform a visual read test at that
laboratory.

© (2) ANALYSTS APPROVED. (a) No individual may perform a drug residue screening test
unless the department approves that individual to perform that test at a laboratory approved

under sub. (1).

-14 -



[a—y

10

11

12

13

14

15

16

17

18

19

20

21

22

(b) Before the department approves an individual under par. (a) to perform a visual read
test, the department shall perform an on-site competency evaluation under sub. (4).

~ (c) The department’s approval under par. (a) expires on December 31 of each year

~ unless, by that date, the laboratory operator attests to the department that the individual has

successfully completed an annual proficiency evaluation under sub. (5).
(d) The department may suspend or revoke an approval under par. (a) for cause.
(3) APPROVAL FEES. A laboratory operator shall pay the following fees to acquire and
maintain a laboratory approval under sub. (1):
| (a) An initial fee of $500 except as prowded in par. (b) or (c)
(b) An 1n1t1a1 fee of $150 if the laboratory tests Imlk for only one dairy plant operator
and all the feiiewing apply: o | | |
1. The yc:iaii"y plant operetef receivee only grade B milk. |
‘2. The dairy plant operatef receives mﬂk from not more than 5 produeers.
; 3 The da;ry piant operator receives knyo;: more than 10, 000 Ibs. of raw milk per Week
(c) An initial fee of $50 if the laboratory does not apply for approval to perform any
visual read test | | |
(d) Afeeof $25 for each individual, in excess ef 3 irxldividualsr, that the department
evalﬁates under sub. (4) at the time of the initial iaboretory inspeetion ﬁﬁder sub. (1)(c)1.
(e) Anannual renewal fee"of $50 for each annual renewal of the labofatory approval,
except that the renewai fee is $25 if the Iaboratory quahﬁes under par (b). |
H A fee of $150 for each laboratory v1sxt other than the mmai inspection under sub -

(1)(c)1 that the department makes for the purpose of evaluatmg mdlwduals under sub. (4). This
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- single fee of $150 covers all of the individual evaluations performed during the department’s

visit, regardless of the number of individuals evaluated.

(4) COMPETENCY EVALUATION. Before the department approves an individual to
perform a visual read test, the department shall observe and evaluate that individual’s
competency to perform that test. The department shall use an appropriate FDA 2400 series form
to conduct the evaluation. |

- NOTE: FDA 2400 series forms are on file with the department, the secretary of state and
the revisor of statutes.

(5) ANNUAL PROFICIENCY EVALUATION. (a) An mdmdual approired te perform a drug
residue screening test shall eomplete an enﬁual proﬁcieecy evalgation. An evaluator approved
by the depamhent shali adxniﬁister the annual proﬁciencye\’faluation. The department may
approve the laboratory operator to serve as evaluator except that an independent eveluator sﬁall ;
administer annual proﬁmency evaluatlohs for analysts performmg v1sua1 read tests. The
evaluator shall i'eport the results of each proﬁcxency evaluatlon to the department wﬁhm 7 days
aﬁer the evaluatlon 1s completed B - |

(b) In a proﬁc1ency evaluation, tﬁe evaiﬁated individual shall exe,mine the number of
sampies required under either par. (d) or (e) . The evaluater may prepare the samples ueed in
proﬁmency evaluations, except for samples used in a visual read proﬁc1ency test. The contents
of the samples shall be Icnown only to the evaluator and not to the evaiuated individual. The
evaluator shall evaluate the mdzwduai’s proﬁc1ency by companng the mdlvxdual’s results to the
known contents of the samples and shali report those results to the department

(©) A proﬁmeney evaluatmn under par (a) shall be conducted accordmg te a standard
evalﬁatlon procedure that the department approves in wntmg A standard e?aluatmn procedure

shall comply with this subsection and shall include standards for all the following:
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1. The evaluator’s preparation of proficiency evaluation samples.

2. The analyst’s examination of proficiency evaluation samples.

3. Deadlines for examining proficiency evaluation samples and reporting test results.

4. The evaluator’s review and rating of the individual’s proficiency.

(d) For a drug residue screening test other than a visual read test, a proficiency

evaluation under par. (a) shall include 3 samples. To pass the proficiency evaluation, the

~ individual shall interpret all 3 sample results correctly.

(e) For a visual read test, a proficiency evaluation under par. (a) shall include at léast 6
but not more than 20 samples. To pass a proficiency evaluation involving 6 to 10 samples, an

individual shall interpret no more than one sample result incorrectly. To pass a proficiency

‘evaluation involving 11 to 20 samples, an individual shall interpret no more than 2 sample results

incorrectly.

(6) FAILED PROFICIENCY EVALUATION; LOSS OF APPROVAL. (a) If an individual
approved to perform a drug residue screening test fails his or her first annual proficiency
evaluation related to that test, the individual is no longer approved to perform that test.

(b) If an individual approved to perform a drug residue screening test passes his or her -

first annual proficiency evaluation related to that test, but subsequently fails 2 consecutive annual

_proficiency evaluations, the individual is no longer approved to perform that test.

(c) The department may restore an approval lost under par. (a) or (b) if the individual

- completes a training program approved by the department and passes an on-site competency

evaluation undér,sub. (4). If the individual subsequently fails his or her first annual proficiency

evaluation related to the drug residue screening test, the individual may no longer perform that
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test. The department may again restore the approval if the individual again meets the restoration
requirements under this paragraph.
(7) LIST OF APPROVED ANALYSTS. The department shall maintain, for each laboratory

approved under sub. (1), a list of individuals currently approved to perform drug residue

screening tests at that laboratory. The list shall identify the drug residue screening tests that each

individual is approved to perform.

(8) NOTICE OF STAFFING CHANGES. (@) A laboratory operator shall notify the department
within 30 days aiftér any of the following occurs:

‘1. An individual approved under sub. (2) leaves employment with that laboratory.

2. Thereisa change in the name of any individual approved under sub. (2).

(b) A laboratory operator shall notify the department within 7 days after a staffing
change if, as a result of that change, the laboratory has no individuals approved under sub. (2) to
perform a drug residue screening test that the laboratory is authorized to perform.

SECTION 12. ATCP 80.01(1g) s created to read:

ATCP 80.01(1g) “Bulk transport container” means a vehicle or container that a milk

producer uses to ship bulk milk from a dairy farm to a dairy plant.

SECTION 13. ATCP 80.01(10), (11) and (34) are amended to read:

ATCP 80.01(10) “Fluid milk product” means cream, sour cream, acidified sour cream,

half- and-half, sour half-and-half, whipped cream, concentrated milk, concentrated milk

products, reduced fat milk, low fat milk, skisa—milk nonfat milk, flavored milk, buttermilk,

cultured buttermilk, cultured milk, yogurt, low fat yogurt, nonfat yogurt, eggnog, holiday nog,

nog-flavored milk, vitamin and mineral fortified milk or milk products, and any other fluid milk

- product made by adding any substance to milk or any of these products.
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(11) “Frozen dessert” means ice cream, French ice cream, artificially sweetened ice

cream, frozen custard, frozen yogurt, frozen concentrates, ice milk, sherbet, water ice,

quiescently frozen confection, quiescently frozen dairy confection, manufactured frozen dessert
mix and frozen whipped cream confections. “Frozen dessert” includes frozen dessert mix.
(34) “Safe temperatures” as applied to potentially hazardous refrigerated foods means

temperatures of 40° 45° F. (52 7° C.) or below. As applied to potentially hazardous heated foods,

- “safe temperatures” means temperatures of $56° 140° F. (652 60° C.) or above. As applied to -

frozen foods, “safe temperatures” means temperatures of 0° F. (-17° C.) or below.
SECTION 14. ATCP 80.08(7) is repealed and recreated to read:
ATCP 80.08(7) RooMms. (a) Dairy plant rooms shall be large enough so that activities
conducted in those rooms can be conducted in a safe and sanitary manner.
- (b) Within a dairy plant, the following areas shall be located in separate rooms:
1. Raw milk unloading areas.
2 Areas used to clean and sanitize bulk milk tankers or bulk tranSport'coﬁtéiners. Bulk

milk tankers and bulk transport containers may be cleaned and sanitized in the same room where

‘they are unloaded.

3. Processing areas.

4. Areas used to clean or sanitize dairy product packages or containers.

5. Areas used to store or fabricate dairy product packages. Packaging materials required
for each day’s processing operations may be kept in a processing area on that day.

6. Areas used to store dairy product ingredients, other than raw milk. Ingredients
required for each day’s processing operations may be kept in fhe processing area on that day.

7. Areas used to receive, handle or store returned packaged dairy products.
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8. Areas used for boiler, heating plant, utility or maintenance equipment.
9. Employee toilet areas.
10. Employee locker areas, dressing areas, break areas and lunch areas.
11. Areas, if any, used as living quarters.

~ (c) In dairy plants constructed after December 1, 1994, raw milk shall be unloaded in a

- fully enclosed intake room.

(ﬁ) Notwithstanding par. (b), a dairy plant operator may store, cool, separate and clarify
raw milk in an area that the operator uses to unload bulk milk shipments if all the following
apply:

1. The area is within a fully enclosed room.

2. Containers used to store, cool, separate and clarify the raw milk are filtered or vented

to a separate room to protect the milk from airborne contamination in the unloading area. If

containers are vented to a separate room, that room shall comply with processing area sanitation

- standards under this chapter. |

(e) Notwithstanding par. (d), a dairy plant operator may not store, cool, separate or
clarify raw milk in a room used to unload bulk milk shipments if any of the following apply:

1. The dairy plémt was constructed after December 1, 1994.

2. The dairy plant is a grade A dairy plant constructed after July 1, 1980.

3. The storage, cooling, separating or clarifying operations were initiated after December
1, 1994.

() Rooms are considered separate, for purposes of this subsection, if they are fully

separated by permanent floor-to-ceiling partitions and if doorways between the rooms are

equipped with solid, tight-fitting, self-closing doors.
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SECTION 15. ATCP 80.08(8)(d)4. is amended to read:

ATCP 80.08(7)(d)4. Tested by the department dairy plant operator at least semiannually.

SECTION 16. ATCP 80.08(8)(f) is repealed and recreated to read:
- ATCP 80.08(8)(f) A dairy plant operator may use only potable water, or reclaimed water

in compliance with sub. (8m)(c), to produce culinary steam. In boilers used to produce culinary

- steam, boiler water additives shall comply with 21 C.F.R. 173.310.

SECTION 17. ATCP 80.08(8m) is created to read:

ATCP 80.08(8m) RECLAIMED WATER. (a) A dairy plant operator may use water

- reclaimed from the condensation of milk or dairy products if all the following apply:

1. The water is reclaimed by means of evaporation, reverse osmosis or ultrafiltration.
2. The water meets applicable use conditions under this section.

- (b) Reclaimed water may not be used for any purpose requiring potable water unless all

. the following apply:

1. The department pre-inspects and pre-approves the reclamation system.
- 2. The reclaimed water has less than 1 coliform bacterium per 100 ml. of water.
3. The standard plate count of the reclaimed water does not exceed 500 per ml. and
meefs the bacteriological standards under s. NR 809.30.
4. The organic content of the reclaimed water is less than 12 mg. per liter as measured by
the chemical oxygen demand or permanganate-consumed test, or has a standard turbidity of less
than 5 units. The dairy plant operator shall use an automatic fail-safe monitoring device to

identify, and automatically divert to a waste water system, any reclaimed water that fails to meet

-this standard.
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5. The reclaimed water is of satisfactory organoleptib quality and has no off-odors, off-
flavors or slime formations. The dairy plant operator shall sampk: and organoleptically test
reclaimed water at weekly intervals.

- 6. The department pre-approves any chemicals used to suppress bacterial growth, tastes
or odors in the reclaimed water. An automatic proportioning device shall add the chemicals to
the water before the water enters the storage tank. The dairy plant operator shall test reclaimed -
water at least daily for each added chemical. An added chemical may not contain any substance
that may contaminate dairy products or limit the use of reclaimed water.

7. The reclaimed water is stored in a properly constructed tank. The tank shall be
constructed of a material that will not contaminate the water and can be easily cleaned.

8. The dairy plant operator tests the reclaimed water for bacteriological and organic

- content at least semi-annually. The operator shall test the reclaimed water for 10 working days

after the department approves the reclamation system under subd. 1., and for at least 5 working
days aﬁer any repairs or alterations to the system. :
9. There are no cross-connections between reclaimed water lines and any public or
private water system.
~ (c) Reclaimed water may be used for the limited purposes of producing culinary steam,

pre-rinsing food contact surfaces of equipment or utensils, or preparing cleaning solutions if all

- the following apply: -

- 1. The reclaimed water meets all conditions under pars. (b)1.,2.,4. to 7. and 9.
2. The reclaimed water is used only on the day that it is reclaimed, except that reclaimed

water may be stored for later use if it is automatically maintained at a temperature of not less
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than 145° F. (63° C ), or is chem:cally treated to suppress bactenal propagation. Chemical

- treatments shall comply w1th par (b)6.

3. Dlstnbutlon lines and hose stations used to distribute the reclalmed water are clearly
identified as “hmlted-use reclanmed water.”
4. The dairy plant operator posts clear instructions for the use of the reclaimed water.

The operator shall post the instructions so that they will be seen and understood by persons using

- the reclaimed water. The instructions shall disclose the limited purposes for which the reclaimed

water may be used.

5. Water lines distributing the reclaimed water are not permanently connected to dairy |
product vessels. If a water line is temporariiy connected to a dairy product veésel, there shall bé
an atmospheric break and automatic controls to prevent the reclaimed water from contacting
dairy products.

(d) Reclaimed water that does not qualify for use under par. (b) or (c) may only be used
as boilerkfeedWater. | |

SECTION 18. ATCP 80.10(1)(d) is repealed and recreated to read:

~ ATCP 80.10(1)(d) A person with a discharging or infected lesion on a hand or arm may

not handle or process unﬁackaged dairy products without appropriate sanitary protection.
Appropriate sanitary protection shall include all the following:

1. An impermeable bandage on the lesion.

2. Single-use sanitary gloves or, if the lesion is on the arm, a full sleeved garment with
tight fitting cuffs.

SECTION 19. ATCP 80.12(1)(a)(note) is amended to read:

NOTE: The “3-A Sanitary Standards” and “3-A Accepted Practices” listed in
APPENDIX A are published jointly by the International Association ef-Milk;
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_system, the pe

FEood-and-Envirenmental-Sanitarians for Food Protection, Inc., and the Food and
Drug Administration, Public Health Service, United States Department of Health
and Human Services. Copies are on file with the department, the secretary of
state and the rewser of statutes. Copxes may be purchased from the International

- Association ef-Mi =t i nitarians for Food Protection,
Inc., 6200 Aurora Avenue Sulte 200 W Des Momes Ia 50322, Telephone 1-
800-369-2863.

SECTION 20. ATCP 80.12(1)(g) is created to read:

ATCP 80.12(1)(g) A dairy plant operator may use sanitary flexible pipelines to transfer -

~ partially processed products in the intermediate stages of cheese production, or to load and

unload bulk loads of milk from transport vehicles, if all the following apply:
1. The use of rigid pipelines for that purpose is impractical.
2. The dairy plant operator properly clg:ans ‘and sanitizes the flexible pipeline after
completing'the transfer of product, or at least once every 24 hours.

3. The operator uses only a length of flexible pipeline necessary to conduct the transfer

_ operation.

SECTION 21. ATCP 80.12(7)(b)(intro.) is amended to read:

ATCP 80.12(7)(b) (intro.) The department may authorize alternative cleaning, sanitizing

- and processing procedures, including extended-run-procedures for continuous production runs of

more than 24 hours, if all of the following apply:

SECTION 22. ATCP 80.14(3)(a) and (c) are amended to read:

ATCP 80.14(3) CONSTRUCTION PLANS (a) Before installing or modifying any C-I-P

m dairy plant operator shall

submit to the department a plan for the installation or modification. The plan shall clearly
describe each C-I-P circuit in the installed or modified system, including the size and length of
piping, fittings, pitch, drain points, access points, relative elevations, locations and specifications

of circulating‘units, and other features of the system.
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(c) Within 30 20 business days after any person files plans with the department under
this subsection, the department shall return its comments or objections, if any, in wﬁting.

SECTION 23. ATCP 80.18(1)(c) is amended to read:

ATCP 80.18(1)(c) Complete and cohtinueus exposure for at least 2 minutes to a
sanitizing solution containing at least $60 50 ppm of available chlorine, and having a pH not
higher than 8.3, at a temperature not less than 75° F. (24° C.) nor more than 110°F. (44° C.)

- SECTION 24. ATCP 80.18(3)(note) is amended to read: |

NOTE: Sanitizers approved b

under sabehap%eflvq{-eilekmptef—%é%ﬁa’ésr S. 4-501 114 ch ATCP 75 Apnendlx
( W;sconsm Food Code), are approved by the department. :

SECTION 25. ATCP 80.20(1) is repealed and recreated to read:

ATCP 80.20(1) MILK FROM DAIRY FARMS. (a) No dairy plant operator may collect or
receive milk from a dairy farm located in this state unless the milk producer holds a current
license for that dairy farm under s. 97.22(2), Stats., and s. ATCP 60.03.
| (b) No dairy plant Qpérator :may collect or receive a miik shipment from a dairy farm in
this state unless a person licensed under s. 97.17 or 98.146, Stats., does all the following before
that milk shipment is commingled with milk from any other dairy farm:

1. Collects a sample of milk from the shipment, according to s. ATCP 60.17.

2. Accurately measures and records the temperature and quantity of milk in the
shipment. The person shall give the producer a duplicate copy of the recorded information.

NOTE: A dairy plant operator shall comply with applicable requirements under subch.
- IV of ch. ATCP 60.

'SECTION 26. ATCP 80.20(1)(note) is created to read:
NOTE: Subchapter IV of ch. ATCP 60 requires dairy plant opérators to sample and test

producer milk and Teport test results. Operators must reject milk shipments and -
take follow~up action in some cases.
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1 -5y SECTION 27. ATCP 80.20(3) is repealed and recreated to read:
2 ATCP 80.20(3) BULK MILK TANKER DELIVERIES. (a) No dairy plant operator may
3 receive any fluid milk or dairy products transported in a bulk milk tanker unless the bulk milk
4  tanker operator holds a current license for that bulk milk tanker under s. 97.21(2)(a), Stats., and
5 s.ATCP 82.02(1).
6 (b) No dairy plant operator may receive any grade A milk or grade A fluid milk products
7  transported in a bulk milk tanker unless the bulk milk tanker operator holds, in addition to the

8  license under par. (a), a current grade A permit for that bulk milk tanker under s. 97.21(2)(b),

9 Stats., and s. ATCP 82.02(7).
10 SECTION 28. ATCP 80;22(2)(d) is repealed and recreated to read:
11 - ATCP 80.22(2)(d) No milk or dairy product may be held at a dairy plant for more than 4
12 hours at a temperature that is between 45° F. (7° C.) and 140° F. (60° C.). This paragraph does

13 ot apply to any of the following:

14 1. Grade *Acul‘tured dairy products while ‘beingcuyltured.

15 2. Dried dairy products.

16 3. Butter micro-fixing.

17 4. Cheese while being cured, ripened or tempered for futher processing.

18 - 5. Pasteurized cream while being ripened for churning into butter.

19 6. Whey and whey products during the process of crystallation.

20 7. Dairy products that are sterilized and packaged in hermeticallyf sealed packages.

21 8. Other dairy products for which the department authorizes different holding

22 temperatures in writing,

23 ~ SECTION 29. ATCP 80.22(5)(a) is repealed and recreated to read:
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ATCP 80.22(5)(a) A dairy plant operator may not reprocess, for use in any dairy

product, packaged grade A dairy products that have left the custody of the dairy plant or that

have originated from another dairy plant. This does not prohibit any of the following:

1. The use, as ingredients, of packaged dairy products that are specifically manufactured
and packaged for use as ingredients in other dairy products.

2. Reprocessing dry milk and dry xﬁilk products returned to the dairy plant, provided that
the products’ inner packaging is intact.

3. Reprocessing dairy products collected from a packaging defoamer system or drained
from processing equipment at the end of a run, if those dairy products are collected and handled
in a sanitary manner, held at a temperature of 45° F. (7° C.) or less, and re-pasteurized.

4. Reprocessing specifically authorized in writing by the department, under conditions

. specified by the department.

SECTION 30. ATCP 80.22(5)(d) is repealed.
~ SECTION 31. ATCP 80.22(8)(note) is amended to read:

NOTE: The “3-A Sanitary Standards” and “3-A Accepted Practices” listed in

APPENDIX A are published jointly by the International Association ef-Milk;

- Food-and Environmental-Sanitarians for Food Protection, Inc., and the Food and

Drug Administration, Public Health Service, United States Department of Health

and Human Services. Copies are on file with the department, the secretary of

state and the revisor of statutes. Copies may be purchased from the International

Association ef-Milk—Food-and-Environmental-Sanitarians for Food Protection,

Inc., 6200 Aurora Avenue, Suite 200 W., Des Moines, Ia 50322, telephone 1-800-
369-2863.

SECTION 32.’ ATCP 80.24(3)(a) and (b) are repealed and recreated to read:
ATCP 80 24(3)(a) Bacterial counts in pasteunzed dau‘y products other than cultured

dairy products or frozen desserts contalmng nuts or other bu}ky ﬂavors may not exceed the

following levels:
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1. 20,000 per ml., except as provided in subd. 2. or 3.
2. 30,000 per ml. for condensed milk, whey, whey products, dried whey and nonfat dry
milk.
3. Fifty thousand (50,000) per gram for frozen desserts, except that the bacterial count
for frozen dessert mixes may not exceed 20,000 per gram.
(b) Coliform counts in pasteurized dairy products, other than cultured dairy products,
may not exceed ten (10) per ml. or per gram.
 SECTION 33. ATCP 80.24(3)(d) is created to read:
 ATCP 80.24(3)(d) The yeast and mold count of pasteurized cottage cheese may not
exceed 10 per gram.
‘SECTION 34. ATCP 80.24(4) and (note) are amended to read:
ATCP 80.24(4) FORTIFIED DAIRY PRODUCTS. Whenever milk or a fluid milk product is
fortified with vitamin A or D, the fortification shall comply with Appendix O to the “Grade A
Pasteurized Milk Ordinance - 4}993 1_9_2_9_ Recommendations of the United States 'Public Health .
Serwce/F ood and Drug Adm1mstranon :
| NOT E: Cnples of Appendlx Oto the “Grade A Pasteurized Milk Ordinance — 1993 1999
- Recommendatlons of the United States Public Health Service/Food and Drug

Administration” are on file with the department, the secretary of state and the
revisor of statutes. Copies may be obtained from the department at cost. :

SECTION 35. ATCP 80.26(2)(a) is amended to read:
ATCP 80.26(2)(a) Bases the price adjustment on either the aritlnnctic or weighted

average of test results obtained for'that producer during the pay period to which the price

ad]ustment apphes The dalrv plant cperator shall use the same method for computmg average

test results for aH producers shmmng milk to the dau*v plant.

SECTION 36. ATCP 80.28(1)(b)2.(note) is repealed.
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SECTION 37. ATCP 80.28(1)(c) is amended to read:

ATCP 80.28(1)(c) The department may withdraw its approval under par. (a) or (b) for

certifieation. Cause may include false or inaccurate test results or reports, or failure to conduct

- tests according to required procedures.

SECTION 38. ATCP 80.32(1)(b) is amended to read:

ATCP 80.32(1)(b) A meﬂpgi described in the “Official Methods of Analysis of the

. Association of Analytical Chemists (AOAC) International,” 5tk 17th Edition (2000).

SECTION 39. ATCP 80.32(1)(c)(note) is amended to read:
NOTE: A laboratory performing milk quality tests must be certified under ch. ATCP 77.

The American Public Health Association, Inc., “Standard Methods for the
~ Examination of Dairy Products ” 16th edition, is on file in the offices of the

department, the secretary of state, and the revisor of statutes, and may be obtained

from the American Public Health Association, Inc., 1015 Elghteenth Street, N.-W.,
Washmgton D.C. 20036. ,

The ,‘,‘Otﬁc\ial; Mcﬁlods of Analysis of the Association of Analytical Chemists
(AOAC) International,” +5th 17th Edition (2000), is on file in the offices of the

_ department, the secretary of state and the revisor of statutes, and may be obtained
from the Association of Official Analytical Chemists, Internauonal 1970 Chain
Bridge Road Dept. 0742, McLean, VA 22109-0742.

SECTION 40. ATCP 80. 32(2)(3) and (6) are amended to read:

ATCP 80 32(2)(a) Mﬂkfat tests shaﬂ be performed usmg the Babcock method, the ether

'extractlon method, or another test method appmved by; the, department. Babcock and ether
- extraction tests shall be conducted according to the “Official Methods of Analysis of the

- Association of Analytical Chemists (AOAC) International,” 35tk 17th edition (2000), except as

provided under par. (b).
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(6) TESTING DEADLINES. A milk quality test shall be eompleted conducted within the
time period specified by the test method.

SECTION 41. ATCP 80.34(2)(c)3. and (note), (5)(d) and (note), (6)(c) and (note), (7)(c)
and (note), and (8) and (note) are amended to read:

ATCP 80.34(2)(c)3. The standard deviation of test results, calculated for the set of

calibration samples according to the formula set forth in the "Official Methods of Analysis of the "'

Association of Analytical Chemists (AOAC) International,” 15tk 17th edition (2000), section

969.16, shall not exceed 0.044 percent for milkfat or protein, or 0.084 percent for total solids or

solids-not-fat.

“NOTE: The “Official Methods of Analysis of the Association of Analytical Chemists
(AOAC) International,” 45tk 17th edition (2000), is on file with the department,
~ the secretary of state, and the revisor of statutes, and may be obtained from the
- Association of Official Analytical Chemists Intematmnal 1970 Chain Bridge
Road, Dept. 0742, McLean, VA 22109-0742 ‘

(5)(d) To determme the mxlkfat content of a cahbratlon sa:mple or daily performance

check sa:mple the sample provxder shall use elther a manual or robotic versmn of the Modified - ’

_Majonmer method as descnbed in the “Ofﬁc1a1 Methods of Analysxs of the Association of

Analytical Chennsts ( AOAC) Intematlonal ” 15tk 17th echtlon ;2000) section 989 05.

NOTE: The “Official Methods of Analysis of the Association of Analytical Chemists

(AOAQC) International,” +5th 17th edition (2000), is on file with the department,

- the secretary of state and the revisor of statutes, and may be obtained from the
Association of Official Analytical Chemists International, 1970 Chain Bridge

Road, Dept. 0742, McLean, VA 22109-0742. ‘

- (6)(c) To determine the protein content of a calibration sample or daily performance
check sample, the sample provider shall use the traditional or block digester/steam distillation

Kjeldahl method as described in the “Official Methods of Analysis of the Association of

Analytical Chemists (AOQAC) International,” +5th 17th edition (2000), section 991.20.
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NOTE: The “Official Methods of Analysis of the Association of Analytical Chemists
(AOACQ) International,” 45tk 17th edition (2000), is on file with the department,
the secretary of state and the revisor of statutes, and may be obtained from the
Association of Official Analytical Chemists International, 1970 Chain Bridge
Road, Dept. 0742, McLean, Va 22109-0742. '

(7)(c) To determine the total solids content of a calibration sample or daily performance
check sample, the sample provider shall use the direct forced air oven drying method as
described in the “Official Methods of Analysis of the Association of Analytical Chemists
(AOAC) International,” +5th 17th edition (2000), 1stsupplement; section 990.20.

NOTE: The “Official Methods of Analysis of the Association of Analytical Chemists
(AOAC) International,” 45tk 17th edition (2000), is on file with the department,
the secretary of state and the revisor of statutes, and may be obtained from the
Association of Official Analytical Chemists International, 1970 Chain Bridge
Road, Dept. 0742, McLean, VA 22109-0742. ;

(8). CALIBRATION AND DAILY PERFORMANCE CHECK SAMPLES; SOLIDS-NOT-FAT. The

provider of a calibration sample under sub. (2) or a daily performance check sample under sub.

the percent fat as determined under sub. (5) from the total solids for that sample as determined
under sub. (7). The célculation method shall be that described in thé “Official Methods of

Analysis of the Association of Anaiytical Chemists (AOAC) Intemational,” 15th 17th edition

12000) l—st—supp%emeﬁe section 990. 21

NOTE: The “Official Methods of Analysis of the Association of Analytical Chemists
' (AOAC) International,” 45tk 17th edition (2000), is on file with the department,
the secretary of state and the revisor of statutes, and may be obtained from the
Association of Official Analytical Chemists International, 1970 Chain Bridge

Road, Dept. 0742, MecLean, VA 22109-0742.

SECTION 42. ATCP 80. 36(3) is amended to read:

ATCP 80 36(3) RECORDS RETAINED BY DAIRY PLANT OPERATOR. A dan-y plant operator

shaIl retain records required under this section %Pat—leas{—eae-ye&r or the time period specified
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under s. ATCP 80. 54( 1) and shall make the records avaﬂable for inspection and copying by the
department upon request : e k

SECTION 43 ATCP 80. 40 is renumbered ATCP 80.41 and, as renumbered, ATCP
80.41(2)(a) is amended to read:

ATCP 80.41(2)(a) Raw-milk A dairy product shipped in bulk to another dairy plant for

use in manufacturing dairy products, provided that the raw-milk shipment is accompanied by a
bill of lading that identifies the milk dairy product as unpasteurized raw-milk.
SEC’I‘ION 44 ATCP 80 40 is created to read |
ATCP 80 40 Definltlons As nsed in fhlS subchapter
(1) “HHST” means “hlgher heat shorter time” pasteurization of xfulk milk products or
dairy products at temperatures of 191°F. '(89'°C.) and above with holding times of 1 second or
less.
@) “HTST” means “high temperature short time” pas,teurization: of milk, milk eroducts
S sy oroices for 15 st temp;emes between 161°F. (72°C.) and 180°F. (83°C.).
~ SECTION 45. ATCP 80.44(1) and (2) (TABLE 2) are amended to read:
 ATCP 80.44(1) Ifa déirf product is 'feqiiired ‘t'e‘be pasteuﬁzed under s. ATCP 86:40
80.41, the dairy product shall be pasteurized according to this sectioﬁ ‘unyleyés the depaﬁﬁient
authorizes a different but equallyy e:ffective‘ pasteuﬁzation method in Wn'ﬁng. Every particle of
the dau*y product shaH be heated to the reqmred temperature and contmueusly hold-the-preduet
held at or above the required temperature for the required penod of tlme Pasteurization

equipment shall be equipped with accurate measunng, recordmg and control dewces, as required

by ss. ATCP 80.46 and 80.48, to ensure that the time and temperature requirements under this

section are met.
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(2) (TABLE 2)

b ; ‘TABLE 2. S
PASTEURIZATION REQUIREMENTS FOR
- SELECTED DAIRY PRODUCTS
~ Product Group “Batch -~ HTST
Pasteurization Pasteurization
“(@ Mik skimmilk, or _ 145°F. (63°C) for _ 161°F. (12°C.) for
buttermilk 30 minutes 15 seconds
(b)  Cream and fluid dairy 150°F. (66°C.) for ~ 166°F. (75°C.) for
products having more 30 minutes 15 seconds
than 9% 10% milkfat L
(¢)  Cream for butter 166165°F. (74°C.)  185°F. (85°C.) for
for 30 minutes 15 seconds
(d) Condensed dairy 155150°F. (66°C.)  166°F. (75°C.) for
products including for 30 minutes 15 seconds
condensed products
~in group (2) and
blends of those
, products
(e) High total solids 155°F. (69°C.) for  166°F. (75°C.) for
products (>16%) 30 minutes 15 seconds
(f)  Frozendessert mixes 155°F. (69°C.) for  175°F. (80°C.) for
A it 30 minutes 25 seconds or :
180°F. (83°C.) for
15 seconds :
(g) Eggnog 155°F.(69°C.) for 175°F. (80°C.) for
30 minutes 25 seconds or
180°F. (83°C.) for
15 seconds
150°F. (66°C.) for —

®

Process cheese

30 seconds
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SECTION 46. ATCP 80.44(2m) is created to read:

ATCP 80.44(2m) A dairy plant operator may use an HHST pasteurizing system as an
alternative to an HTST péSteurizer.~ Ané;HXHS;I"pa’.kstemize‘r ’shalfl operéte at tempratures of 191° F.
(89° C.)k and above with hblding tlmes of 1 secorid or less. An'HH‘ST pasteuriz’er shall heat and
hold a dairy product at one of the followmg temperatures for the correspondmg 1ength of time:

(2) 191° F. (89" C.) for 1.0 sec. '

(b) 194° F. (90° C.) for 0.5 sec.

(c) 201° F. (94° C.) for 0.1 sec.

(d) 204" F. (96° C.) for 0.05 sec.

(e) 212° F. (100° C.) for 0.01 seé.

SECTION 47. ATCP §0.46 is amended fo read:

ATCP 80.46 Batch pasteurization. Batch pasteurization eéuiﬁment shall be of the non-
coil type. Batch pasteurization equipment shall be constructed and operated so that
pasteunzauon comphes with s. ATCP 80.44. Batch pasteunzatlon equlpment shall be eqmpped
with a leak detector %Nes valve, a recording thermemeters thermometer, a mercury column

product %hem&emetefs thermometer or calibrated digital probe thermometer, and a thermometer

to record the température of the air space above the product in the pasteurizer. The temperature

of the air space above the pasteurized product shall be at least 5° F. (3° C.). higher than the

minimum pasteurization temperature of the pasteurized product.

SECTION 48. ATCP 80.48 and (note) are amended to read:

ATCP 80.48(title) Highotempemﬂﬂe——sheﬂ-ame——eﬁ—'llslil) HTST and HHST
pasteurization. Pasteurization by means of high-temperature-short-time HTST or higher heat,

shorter time HHST pasteurization shall comply with the standards set forth in “3-A Accepted
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Practices for the Sanitary Construction, Installation, Testing and Operation of High-Temperature

- Short-Time and Higher Heat Shorter Time Pasteurizer Systems,” standard 603-06-(December;

49923 603-07 (November, 2000), published jointly by the International Association of Food

Industry Suppliers (IAFIS), International Association ef-Milk—Feed—and—Environmental

~ Sanitarians for Food Protection, Inc., (IAFP), and the Food and Drug Administration, Public

© Health Service, United States Department of Health and Human Services (USPHS). and the

Dairy Industry Committee (DIC).

NOTE: Copies of the “3-A Accepted Practices for the Sanitary Construction,
Instailatwn Testing, and Operation of High-Temperature Short-Time and Higher
Heat Shorter Time Pasteurizer Systems,” standard 603-06-December1992) 603-
07 (November, 2000) may be obtamed from the International Association ef
; ‘ X AFOF artans for Food Protection, Inc., 6200 Aurora
Ave Suite 200 W Des Momes IA 50010. Copies are on file with the
department, the secretary of state and the revisor of statutes.

SECTION 49. ATCP 80.49 is created to read.
ATCP 80.49 Aseptic processing and packaging. (1) DEFINITION. In this section,

“aseptic processing and pé.ckaging syst;é,m” means a system that is intended to fill commercially

; sterilized cooled milk or milk products into pre-sterilized containers, and then hermetically seal

each container with a pre-sterilized closure, in an atmosphere free of microorganisms.

~(2) REQUIREMENTS. Aseptic processing and packaging systems shall comply with
standards specified in items 16p(C), (D) and (E) of the “Grade A Pasteurized Milk Ordinance
(PMO) — 1999 Recommendations of the United States Public Health Service/Food and Drug

Administration.”

NOTE: The “Grade A Pasteurized Milk Ordinance (PMO) — 1999 Recommendations of -
the United States Public Health Service/Food and Drug Administration,” is on file
- with the department, the secretary of state and the revisor of statutes. Copies may
be obtained from the department at cost.

SECTION 50. ATCP 80.50 is repealed and recreated to read:

-35.-



10

11

12

13

14

15

16

17

18

19

20

21

22

23

- ATCP 80.50 Pasteurization records. (1) GENERAL. A dairy plant operator shall keep ‘

pasteurization records for all dairy products processed by the operator. Records shall cover all
pasteurization operations, including conventional batch o‘peréﬁons, HTST operations, and HHST

‘operations. Records shall comply with this section.

*(2) BATCH PASTEURIZATION RECORDS. Except as provided in sub. (3), pasteurization
records shall include all the following:
(a) Each date on which dairy products are pasteurized.
- (b) The idéntiﬁcation number or”ldcatiQn of each pastéurization time and temperature
rec%ofde‘r,j’if moré” than oﬁe 1s ’usekd.f : - el ’
o {c} A continﬁoiis,rec;)rder‘chaﬂ temperatum réi:brd for ea'chyﬁat’ch of ﬁasteurized product.
(d) The ﬁésteuﬁzation‘holding*iinie', as shéwn “:on the recorder chart, for each batch of
pasteurized product. Records shall include filling and emptying times, if applicable.
(e fTheﬁtEmperamre'reading on the airspace thermometer at the start of the pasteuﬁzation '
holding period, and ata sﬁeciﬁc fime:idéntiﬁed asa pbiﬂt on the recorder chiatt: ”
~ (f) The temperature reading on the indicating thermometer at the start of the
pasteurization holding period, and at a specific time identified as a point on the recorder chart.
(g) The name and quantity of pasteurized dairy product included in each batch
pasteurization shown on the recorder chart.
(h) A record of any unusual circumstances that occurred during each batch
pasteurization.
(1) The name of the dairy plant.
(]) Thesxgnature or initials 'of the dairy plant operator,pr areSpdnsible employee or/

agent of the operator.
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(3) HTST AND HHST PASTEURIZATION RECORDS. Pasteurization records for HTST and

HHST pasteurization operations shall include all the following:
- (a) Each date on which dairy products are pasteurized.

(b) The identification number or location of each pasteurization time and temperature
recorder, if more than one is used. |

(c) A coﬁt"inuoue centreller chart temperature record for each pasteurization run.

(d) The temperature reading on the mdlcatmg thermometer at the start of each
pasteunzation run, a.nd at a spemﬁc time 1dent1ﬁed asa pomt on the controller cha:rt

(e) Documentanon on the controller chart of every time pened dunng which the flow-

diversmn dev1ce on the pasteunzer isin the forward-ﬂow position.

(f) The cut-in and cut-out product temperatures at the beginning of each HTST |
pasfeunzatmn run. The pasteunzer operator shall record these temperaiures daily on the
controller chart. | |

(g) The temperature reading on ‘tﬁe iﬁdicating thermometer wheﬁever the centroﬂer chart
for the pasteurlzauon system is changed.

) (h) The name and quantlty of pasteurized dalry product mciuded in each pasteurization
run shown on the controller chart |

(h) A recerd of any cnusual circumstences that occurred during eaeh “pasteuriz’atien run.

(i) The ﬂéme of the dalry plant. | - |

(}) The 51gnature or initials of the dairy piant operator or a reepon51b1e employee or
agent of the operator |

| SECTION 51 ATCP 80. 52(2) and (note), (6)(a) (b)Z 3. and 4., and (c)(mtro) are

amended to read:
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~ATCP 80.52(2) TEST PROCEDURE. The department shall test grade A and grade B
pasteurization systems according to the procedure specified in Appendix I of the “Grade A
Pasteurized Milk Ordinance — 4993 1999 Recommendations of the United States Public Health
Service/Food and Drug Administration.”

NOTE: Appendix I of the “Grade A Pasteurized Milk Ordinance — 1993 1999
Recommendations of the United States Public Health Service/Food and Drug
- Administration” is on file with the department, the secretary of state and the

revisor of statutes Copies may be obtained from the department at cost.

(6)(a) A da1ry plant operator shall 1mmed1ate1y notrfy the department by telephone or

facsimile gEAXQ transrmssmn whenever the dalry plant operator breaks a seal apphed by the

department under sub. (5) or whenever a pasteunzmg system malfuncttons to the Doss1b1e

detriment of pubhc health or safetv

(b)2 The dalry piant operator determmes and documents that pasteurization time and

temperature requlrements under S. ATCP 80.44 are met, and that the pasteunzatxon svstem is

k reparred and functronmg pro_perlv Tune and temperature records required by s. ATCP 80 50

shall be retamed for at least 6 months

3. The dairy plant operator eeﬂﬁmes%}easeeaee—duﬂﬁg—e%%—he‘ﬁs—eﬁeper&&e&

performs phosphatase tests to conﬁrm that pasteunzed mﬂk and da1ry products other than dry

milk and dry milk products, contain less than one microgram of phosphatase per ml. as

detem&med—by—the—ﬁueeemeﬁqepreeeéwe- The dan'v plant operator shall perform a phosphatase

test at ieast once durmg every 4 hours of operatlon when a regulatorv seal is broken using the

Sharer raprd method, the Fluorophus ALP method the Charm 1T method or other test methods

approved bv the department The department shall certify the md1v1dual who performs the

phosphatase test for the operator.
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4. A pasteurizer operator qualified under s. ATCP 20-40(3) 80.41(3) is present to operate

~ the pasteurizer, or to supervise its operation.

(c)(intro.) A dairy plant operator may not operate a pasteurizer for more than 5 10
calendar days after breaking a seal applied by the department undf:r sub. (5) unless one of the
following occurs: |

SECTION 52. ATCP 80.54(1)(g) is amended to read

ATCP 80y.54(1)(g) ’Cleéiling and saIﬁﬁ;ing records for all C-I-P systems, as required

under s. ATCP 80. 14 k(2) {b). Récords under this paragraph shall be retained for at least 90 days.

Records may be stored in electronic form, with or without hard copy printouts, if the electronic

records are readily accessible by a department inspector.
SECTION 53. ATCP 80.54(1)(L) and (m) are created to read:

ATCP 80.54(1)(L) Inventory control records for vitamin fortification of fluid milk

products, including vitamins used and the quantity of fluid milk products produced. Records

‘under this paragraph shallbc retained for at least 2 years.

(m)  Vitamin assay test results conducted on fortified dairy products under
s. ATCP 80.24(4). Records under tﬁis paragraph shall be retained for at least 2 years.

SECTION 54. ATCP 80.62(1)(b) is amended to read:

ATCP 80.62(1)(b) Survey method. A survey under par. (a) shall include an inspection of
the grade A dairy plant, an inspection of a randomly selected statistical sample of dairy farms
shipping grade A milk to that dairy plant, and an evaluation of enforcement methods. A survey
shall be conducted in compliance with "Methods of Making Sanitation Ratings of Milk
Supplies," 1987 1999 revision, published by the Food and Drug Administration, Public Health

Service, United States Department of Health and Human Services.
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| EFFECTIVE DATE. The rules contained in this order shall take effect on the first day
2 of the month following pﬁblicatien in the Wisconsin administrative register, as provided under

3 5.227.22(2)(intro.), Stats.

Dated this _ dayof 2002

STATE OF WISCONSIN
DEPARTMENT OF AGRICULTURE,
TRADE, AND CONSUMER PROTECTION

: By
- James E. Harsdorf,
Secretary
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Division of Executive Budget and Finance

DOA-2048 (R10/2000) . . .
- Fiscal Estimate — 2001 Session -
0 ﬁéiéal | D U pdated LRB Number | Amendment Number :prphcabie
[] Corrected [ Supplemental Bill Number Administrative Rule Number
. I . Tt ATCP 80,69 & 77
~Subject 3 s S e ' ' -
Proposed rule related to Dairy Plants, Buttermakers and Cheesemakers and Laboratory Certification.
Fiscal Effect e
State: [] No State Fiscal Effect , f -
'CMQIMnsbebwoniyif‘biﬂmakesadirectappmmiationf = lnaeaseCosts—fMayhepoesibistoabsorb
or affects a sum sufficient appropriation. within agency’s budget.
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Assumptions Used in Amiving at Fiscal Estimate - )

* The proposed dairy plant rules under chs. ATCP 69 and 80 will not have a major fiscal effect on DATCP or local units of
government. These rules update existing food safety requirements, and accommodate recent changes in dairy plant operations. .
The proposed rules related to DATCP approval of milk Iaboratory analysts under ATCP 77, Wis. Adm. Code, will have a fiscal
impact on DATCP. Under this rule, DATCP staff must perform additional evaluations of lab analysts, and must process V

~ additional approvals and annual renewals. Underan emergency rule, DATCP conducted on-site evaluations at approximately 30
 laboratories throughout the state at a cost of about $500 each. DATCP incurred some overtime costs in order to complete initial
~ approvals by March 1, 2002. DATCP anticipates that this start-up cost will total approximately $15,000. In addition, we expect
ongoing costs of $8,400 per year. This reflects the time, travel and support costs to conduct annual workshops, review annual ,
renewal documentation, process certificates, and provide documentation required by the U.S. Food and Drug Administration for .
all drug residu screening Iaboratories. .

Under this rule, a laboratory conducting drug residue screening tests must pay the following fees:

* $500 for initial approval of a laboratory that performs “visual read” screening tests. Certain small laboratories seeking “visual
~ read” approval must pay a $150 fee for initial approval. Fees for initial approval of laboratories performing “visual read” tests -

include on-site evaluation of up to 3 “visual read” analysts. There is a supplement fee of $25 for each additional “visual read”

analyst evaluated during the initial laboratory visit. , L : :

* $50 for initial approval of a drug residue screening laboratory that performs no “visual read” screening tests.

* $150 for any subsequent visit to evaluate “visual read” analysts, regardless of the number of analysts approved on that visit. An

analyst may not perform “visual read” tests until the department approves the analyst based on an on-site evaluation.

* A $50 annual renewal fee ($25 for certain small laboratories) for drug residue screening laboratories that perform a drug

residue screening test. This fee covers the annual laboratory renewal, including the renewal of analysts performing drug residue

screening tests at the laboratory. No site visit is required for an annual renewal.

Long-Range Fiscal Implications

DATCP estimates that annual fees will generate approximately $4200 in new revenues each year. DATCP will only recover
about 50% of on-going costs of this new program from annual renewal fees. s ,

Prepared By: ' ' Telephone No. Agency
C. Thomas Leitzke 608-224-4711 DATCP
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Wisconsin Department of Agriculture, Trade and Consumer Protection

Final Regulatory Fleiiity Anayss

Rule Subject: ~ Dairy plants and drug residue screening laboratories
Adm. Code Reference:  ATCP 80, ATCP 69 and ATCP 77 '
Rules Clearinghouse #: 01-124

DATCP Docket #: 98-R-3

Rule Description

This rule updates current dairy plant rules (ATCP 69 and 80, Wis. Adm. Code). The

rule incorporates new food safety standards for dairy plants, and accommodates recent

changes in dairy plant operations. The rule applies to grade A and grade B dairy plants.

- Itincorporates current grade A dairy plant standards under the Interstate Pasteurized Milk
Ordinance (PMO). Revisions in ch. ATCP 69 establish alternative training options for

persons who wish to be licensed as cheesemakers. SR Ry e e Y

" In July, 2001, the U. S. Food and Drug Administration (FDA) issued a new directive
requiring states to approve laboratory analysts Who;cpnduct drug residue screening tests.
Analysts must be approved or dairy plants may no longer be able to ship milk in interstate
commerce. The revisions to ch. ATCP 77, Wis. Adm. Code, require DATCP to approve
laboratories to conduct drug residue screening tests on milk samples. An approved
laboratory must employ DATCP-approved analysts to conduct the tests. DATCP must
perform an on-site evaluation of every laboratory and analyst that conducts “visual read”
screening tests without the aid of a mechanical reader. The laboratory must pay specified
fees necessary to recover DATCP costs. i

‘Small Businesses Affected by this Rule

This rule affects dairy plants, which are businesses that process or manufacture dairy
products from raw milk shipped to the dairy plant by milk producers. This includes
approximately 450 dairy plants in this state that are licensed and inspected by the
department. The rule also affects approximately 85 drug residue screening laboratories.
Many of these businesses are “small businesses™ as defined in s. 227.1 14(1)(a), Stats.

V Effects on Small Business

The dairy plant rule changes affect dairy plant operators, some of whom are small
businesses. For the most part, these rules will help small businesses by modernizing
current regulations to accommodate changing industry practices. This rule merely
implements changes in the interstate Pasteurized Milk Ordinance and redrafts existing
requirements for dairy plants so they will be easier to read and understand. This rule will
- not, by itself, have a major impact on small business.



Changes in the laboratory certification rule require DATCP approval of laboratory
analysts performing screening tests for drug residues in milk. DATCP will conduct on-
site competency evaluations of analysts performing “visual read” tests. DATCP will
charge fees to authorized laboratories to cover the cost of the new program. This will
impose some additional costs on laboratories, but will help Wisconsin’s dairy industry by
facilitating sales of Wisconsin dairy products in interstate commerce. This rule update is
necessary to ensure compliance with federal reqmrements The Department reduced ,
approval fees for certain small laboratories to minimize the ﬁsca] impact on such
businesses.

Conclusion

This rule will not, by itself, have a major impact on small business. For the most part,
this rule merely implements changes in the interstate Pasteurized Milk Ordinance and a
FDA mandate to approve drug residue screening Iaboratones A dairy plant operator or
laboramry operator wﬂi not need addltxonal professxonai services to compiy with this
rule. ~ ; ; ;

2002,

Dated thlS ll%ay of

STATE OF WISCONSIN
DEPARTMENT OF AGRICULTURE,
* TRADE AND CONSUMER PROTECTION

i 27/ o 4 ,4
StevenB Stcmhoff Adnnm gator
" Division of Food Safety




