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Tradéwell. Beckyv

From: Johnson, Dan (Legislature)

Sent: Friday, January 21, 2000 9:47 AM
To: Tradewell, Becky

Subject: Request for legislative proposal
Hello Becky,

Recently, our office has had some discussion with the DNR regarding a bill they would like us to
introduce. The bill was actually introduced into the budget but pulled because it had no fiscal impact.
It was a proposal to create a national accreditation for state environmental labs.

Jack Sullivan from the DNR has requested this proposal be reintroduced with Representative Kedzie
as lead author. We have agreed to do just that. Jack tells me that you drafted the original language
for this bill. Now, they would like to make a few minor changes to this bill.

As this is my maiden voyage into introducing legislation, | need some advice on how to proceed. Just
for your own information, we are trying to get this proposal included on the calendar for our 2/15/00
Environment committee hearing.

Thanks Becky.

Dan Johnson

Research Assistant

Clerk, Committee on Environment
State Representative Neal Kedzie
43rd Assembly District

(608) 266-9650
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299.11 Laboratory accreditation and certification program. : ﬁ M‘f/@w %/

209.1 I(1) Z’? W RS 1

(1) Definitions. As used in this section:

299.11(1)(ae)
(ae) "Accredited” means accredited under sub. (7) or recognized as accredited under sub. (5).

299.11(1)(am) |
(a) "Accuracy" means the closeness of a measured value to its generally accepted value or its
value based upon an accepted reference standard.

299.11(1)(b)
(b) “Certified laboratornt' means alabora - g - with 5 ‘
eevepeeLp;eg;am-andwheMesehﬁes-semﬁcm-cemfedunder sub. (a=)7-
as-a-cerifiedlaborator-undersub—(5p-ST1

299.11 (1)(c)

(c) “Council” means the accreditation and certification standards review council created under s. |
15.107 (12).

299.11(1)(d)
(d) “Covered program” means test results submitted in connection with any of the following:

299.11(1)(d)1.
1. A feasibility report, plan of operation or the condition of any license issued for a solid waste
facility under subch. 11l of ch. 289, or hazardous waste facility under s. 291.25 (2) and (3).

2989.11(1)(d)2.
2. An application for a mining permit under s. 293.37 (2).

299.11(1)(d)3.
3. Monitoring required by terms and conditions of a permit issued under ch. 283.

299.11(1)(d)4.
4. The replacement of a well or provision of alternative water supplies under s. 281.75 or 281.77.

299.11(1)(d)5.
5. Groundwater monitoring under ch. 160.

299.11(1)(d)6.
6. The management or enforcement of the safe drinking water program under s. 280.13 (1) (b)
and (d) or 281.17 (8).

299.11(1)(d)7.
7. The terms of department contracts when specifically required in the contracts.

299.11(1)(d)8.
8. An investigation of a discharge of a hazardous substance under s. 292.11.

299.11(1)(d)9.
9. A regulatory program specified by the department by rule if, after consultation with the council,
the department finds that existing quality control programs do not provide consistent and reliable



results and the best available remedy is to require that all laboratories performing the tests for
that regulatory program be certified or registered.

299.11(1)(e)
(e) “Laboratory” means a facility which performs tests in connection with a covered program.

299.11(1)(em)

Nafional Environmental Laboratory Accreditation Conference[AsT2]” means the voluntar
association of state and tederal officials, sponsored by the tederal environmental protecfion
agency, with the purpose of establishing national performance standards for environmental
[aboratories.

299.11(1)(eq)
(eq) "National environmental laboratory accreditation program” means the program of the federal

environmental protection agency that Oversees the iImplementation ot national periormance
standards esfablished by the Nafional tnvironmental Laboratory Accreditation Conference and
determines whether 10 approve Staieé and tederal agencies as accrediting authorities Tor
environmental Taboratories.

299.11(1)(f)
(f) “Precision” means the closeness of repeated measurements of the same parameter within a
sample.

299.11(1)(g)

299.11(1)(h)
(h) “Results” includes measurements, determinations and information obtained or derived from
tests.

299.11(1)(i)

(i) “Test” means any chemical, bacteriological, biological, physical, radiation or microscopic test,
examination or analysis conducted by a laboratory on water, wastewater, waste material, soil or
hazardous substance.

299.11(1)(j)
(j) “Test category” means one type of test or group of tests specified by rule under sub. (4) for
similar materials or classes of materials or which utilize similar methods or related methods.

299.11(1m[AST3))

{(Tm) Kecognition of the department by the national environmental laboratory accreditation
program. 1 ne department may apply 10 the national environmental laboratory accreditation
program for recognifion as an accredifing authority. T he department shall, affer considering
recommendations Dy the council, promulgate a rule prescribing criteria and procedures o be
used fo evaluate Taboratories for accreditation consistent with the standards established by the
National Environmental Laboraiory Accreditafion Conference.

299.11(2)

(2) Coordination with department of agriculture, trade and consumer protection.

299.11(2)(a)

(a) The department shall submit to the department of agriculture, trade and consumer protection
and to the state laboratory of hygiene any rules proposed under this section that affect the

laboratory eertificatiorprogram under s. 93.12 (5), for review and comment. These rules may not |
take effect unless they are approved by the department of agriculture, trade and consumer
protection within 6 months after submission.



299.11(2)(b)
(b) The department shall enter into a memorandum of understanding with the department of
agriculture, trade and consumer protection setting forth the responsibilities of each department in
administering the laboratory accreditation eerification-programs under s. 93.12 (5) and this
section. The memorandum of understanding shall include measures to be taken by each
department to avoid duplication of application and compliance procedures.

ificati

299.11(3)

(3) Accreditation and Gcertification standards review council. The council shall review the
laboratory accreditation and ' and certification and-registration-programs and shall make
recommendations to the department concerning the specification of test categories, reference
sample testing and standards for accreditation, certification, registration, suspension and
revocation and other aspects of the program. Recommendations concerning accreditations shall
be consistent with the standards established by the Nafional Environmenial Laboratory

Accreditation Conference[AST4].

299.11(4)

(4) Department may require accreditation or certification e~registration-

299.11(4)(a) -

(a) Applicability. Except as provided in subs. (5) and (8), if results from a test in a specified test
category in a covered program are required to be submitted to the department, the department
may require by rule that the test be conducted by a laboratory which is accredited or certified e+
fegisterad-to conduct tests in that specified category. The department may require tat tests be
conducted by an accredited cerifisdlaboratory if the requirements for certification regisiration-do
not meet the requirements of an applicable federal law. -

299.11(4)(b)
(b) Specification of test categories. After considering any recommendations by the council, the
department may identify by rule specified test categories.

299.11(4)(c)

(c) Delayed effective date. A rule identifying specified test categories for which tests are required
to be conducted by an accredited or certified er+egistered-laboratory may not take effect until at
least 120 days after publication. T he department may not require a person to resubmit results of
tests which were not required to be conducted by an accredited or certified er+egistered
laboratory at the time of the original submission merely because of that fact.

299.11(5)

(5) Recognition_of other accreditation.-

299.11(5)(a) -

(a) Laboratories sestifiedaccredited by the department of agriculture, trade and consumer
protection. The department shall recognize the accreditation serifisation-of a laboratory by the
department of agriculture, trade and consumer protection under s. 93.12 and shall accept the
results of any test conducted by a laboratory accredited eertified-to conduct that category of test
under that section.

299.11(5)(b)

(b) Reciprocity [asTsjwith laboratories accredited cartified-orregisterad-by other governments
The department may recognize the accreditafion cerifca : PRROVE
of a laboratory by another state or an agency ot the federal government recognlzed by the

national enwronmental Iaboratory accred|tat|on program as an accredmn g authority.ithe-

mme departmentshall negotlate W|thand attempt to enter into
acceptable agreements with federal agencies and agencies of other states for the purpose of




reciprocal recognition of laboratory accreditation Mnder thls sectron
The department may not recognize the accreditation ceontf

approval Of a laboratory by another stat&or an agency of the federal government unless that
state or federal agen y recognlzes laboratories accredlted under this sectron -

Lhe-debartimaeni-Mal-acced!

- : - e A - edepartmentshall publrsh
penodrcaIIy a Irst of those agencres whose accredltatrons @
it accepts. Any laboratory which is accredited rogistered—cartifiad-a—approvad-by any such

agency may apply to the department forréciprocal accreditation te-have-the-same-recoghized
under this section.

299.11(5)(c)

(c) Private organization agreements. The department may recognize the certificationr
accreditation or approval of a laboratory by a private nonprofit organization if the organization’s
standards for cedifisatien—accreditation or approval are substantially equivalent to those

establlshed by the National Envrronmental Laboratory Accredltatron Conference under-thrs-

department shall publish periodically a list of those organizations whose cexifications
accreditations or approvals it accepts. The department may accept the results of any tests

conducted by a Iaboratory that it recognrzes under an agreement %M

299.11(5)(d)

(d) Discretionary acceptance. The department may accept the results of a test in a specified test
category even though the test was not conducted by an accredited or certified er+tegistered
laboratory. The department may charge an extra fee if Tt Is necessary to verify the results of a
test submitted under this paragraph.

299.1 1(6)

(6) Not applicable to other programs. No laboratory is required to be registered-accredited or
certified under this section for any purpose other than the submission of results under a covered
program.

299.11(7)

(7) Accreditation Gertificatien procedures.

299.1T(7Y@)

(a) Criteria.. After considering recommendations by the council, the department shall promulgate
by rule uniform minimum criteria, as provided in this subsection, to be used to evaluate
laboratories for_accreditation- &Criteria_shall be consistent with nationally recognized
criteria to the maximum extent possible andshall be designed to facilitate reciprocal agreements
under sub. (5).

299.11(7)(b)

(b) Methodology.

299.11(7)(b)1.

1. ‘Accepted methodology.” The department shall prescribe by rule the accepted methodology to
be followed in conducting tests in each test category. The department may prescribe by rule
accepted sampling protocols and documentation procedures for a specified test eateger-to be
followed by the person collecting the samples. The department may prescribe this methodology
by reference to standards established by technical societies and organizations as authorized
under s. 227.21 (2). The department shall attempt to prescribe this methodology so that it is
consistent with any methodology requirements under the resource conservation and recovery act,
as defined under s. 289.01 (30), the federal water pollution control act, as amended, 33 USC

|



1251 to 1376, the safe drinking water act, 42 USC 300f to 300j-10, or the toxic substance control
act, 15 USC 2601 to 2629.

299.11(7)(b)2.

2. ‘Revised methodology’. The department may permit the use of a revised methodology
consistent with new or revised editions or standards established by technical societies and
organizations on a case-by-case basis.

299.11(7)(b)3.

3. ‘Alternative methodology; confidentiality’.

299.11(7)(b)3.a.

a. The department may permit the use of an alternative methodology on a case-by-case basis if
the laboratory seeking to use that methodology submits data establishing the accuracy and
precision of the alternative methodology and if the accuracy and precision obtained through the
use of the alternative methodology equals or exceeds that obtarned through use of the accepted
methodologthe-ASTe petablie ' ats ch-is-required-to-k

299.11(7)(b)3.b.

b. A laboratory seeking to use an alternative methodology may request confidential treatment of

any data or information submitted to the department under this paragraph. The department shall

grant confidential status for any data or information relating to unique methods or processes if the
disclosure of those methods or processes would tend to adversely affect the competitive position

of the laboratory.

299.11(7)(b)4.

4. ‘Waiver of the procedure’. The department may waive any procedure prescribed in the
accepted methodology on a case-by-case basis if the laboratory seeking this waiver establishes
sufficient reasons for the waiver and that the waiver does not adversely affect the purpose for
which the test is conducted.

299.11(7)(c)
(c) Referensce-Proficiency testing sample<estirg{AsT7]. The department may prescribe by rule
criteria for determining the accuracy of tests by accredited s&i&d-laboratories on

-proficiency testing samples. The departmént shall publish lists of approved previdete

MW amplet providers prepared-by-an
independent-source-for a-representative-cross-section-oHests categores-which are to be
regularly and routrnely performed by accredrted eemﬁed-laboratones Ihe-depanment-may-

53‘990'%

299.11(7)(d)
(d) Quality control. The department shall establish by rule minimum requirements for a quality
control program which ensures that a laboratory complies with criteria for the accuracy and
precision of tests i-each-test-categerand which specifies procedures to be followed if these
criteria are not met. The laboratory shall conduct self-audits and shall establish a quality control
program consistent with criteria specified by rule by the department based on standards of the
NationalEnvironmental Laboratory Accredriation Conference.-The depariment may accepta
quality control program based upon standards established by state-a~federal requirements for
similar test categories.

299.11(7)(e)

(e) Records. Where a particular time period is not otherwise specified by law, the department
may prescribe by rule fereash-test-categery-the length of time laboratory analysis records and
quality control data specified in the laboratory’s quality control program are to be retained by the
laboratory.




299.11(7)(f)
(fiasTs)) Application for_accreditations&&a++. The department shall specify by ruIe the criteria
accredltatlords to be met By applicants for eea:t-lﬁeatlena

299.11(7)(9)
(0) InitiakAccreditationeertification. The department shall issue ar-initiakaccreditation
cerificationto a laboratory for a specified test categery-if all of the following conditions are met:

299 11(7)(g)1.

1. ‘Application’. The laboratory submits an application requesting cerificationaccreditation in a
specmed test-categery. A laboratory desiring to be accredited for a specified tést shall make
application on forms provided by The depariment.

299.11(7)(g)2.
2. ‘Methodology’. The laboratory specifies a methodology prescribed or permitted under par. (b)

which it intends to utilize in conducting testsinthe-spesified-test-categorn |

299.11(7)(g)3.

3. ‘-Proficiency testing. If the department previdesrequires a -proficiency
testing samplé, the Taboratory conducts a test on the sample and obtains results which comply

with the minimum acceptance criteria fe~aceurasy-for that specified test, categor

299.11(7)(g)4.

4. ‘Quality control’. The laboratory has or agrees to implement a quality control program which
meets minimum requirements under par. (d) for the specified test eategere=and which is to
commence no later than the date of accreditation.-

299.11(7)(9)5.

5.On-site assessment’. The laboratory allows a department representative to perform an on-

site asSessment 10 evaluate compliance with the National tnvironmental Laboratory Accreditation
Conference standards, and conclusively resolves any deviations from said standards noted |
during the assessment.

299.11(7)(gm)
{gm) Tnterim accreditation. The department may grant interim accreditation to laboratories that

meet all the conditions speciiied under subd. 1, Z, 3, and 4.

299.11(7)(h)

(h) Ceification-Accreditation period. GertificatiorAccreditation of laboratories shall be renewed |
annually. A certification s valia from the date of issuance uniil & expires, is revoked or

suspended. |

299.11(7)(hm)
{hm) Tnterim_accreditation period. Interim accreditation shall expire a year after the date in which

e condltlions under sub. (/) (gm) are met by a laboratory. Interim accreditation is Valid until I
PITES, 1s revoked, s Suspended or s superseded by accreditation aiter completfion of a
CCEeSSIul on-Site assessment.

S

299.11(7)(i)

(i) Suspension and revocation. After considering recommendations from the council, the
department shall establish by rule criteria and procedures for the review and evaluation of the
accreditation cextification-of laboratories and the suspension or revocation of



accreditations.- If, after opportunity for a contested case hearing, the department
finds that an cestifiedaccredited laboratory has falsified results or has materially and consistently
failed to comply with The criteria and procedures establereaBy—Faeprovided under par. (d), it may
suspend or revoke the certificationaccreditation of the laboratory. A'person [ASTgwhose
accreditation certificatiends suspended or revoked may reapply for accreditation certification- upon

a-showingthat the person meets the applicable criteria foraccreditationcerifieaten and has ™
corrected the deficiencies that led to the suspension or revocation.

299.11(8)

(8) RegistrationCertification procedure. |
299.11(8)@)

(a) Criteria. After considering recommendations by the council, the department shall promulgate
by rule uniform minimum criteria, as provided in this subsection, 0 be used {0 evaluate_ ]:_Jrowelnlswsecmnowseoevatme
aboratones for certificafion. e department sha a laboratory if
The faboratory compiies with the requirements ofthis subsection, if the Iaborat’?y_daes not

perform tests commercially for hire, if the laboratory performs works solely for compliance with ch. l
283, and if:

299.11(8)(a)1.
1. The laboratory performs tests solely on its own behalf or on behalf of a subsidiary or other
corporation under common ownership or control; or

299.11(8)(a)2.

2. The laboratory is owned or controlled by a municipality or 2-e+~mere-municipalities and
performs tests solely on behalf of the-reunisipality-e—municipalities for selected test categories
specified by rule.

299.11(8)(b)
(b) Methodology. Testing by a registeredcertified laboratory conducted in connection with a |
covered program shall be carried out in accordance with sub. (7) (b).

299.11(8)(c)
(c) Reference sample testing. The department may require by rule reference sample test results

that comply with the minimum criteria for accuracy for that specified test6 upon application and
annually thereatter. Tf results trom these tests do not meet minimum criteria established bv, rule,

the department may require additional reference sample testing. The department shall publish
lists of approved reference sample providers for tests which are to be regularly and routinely

299.11(8)(d)

(d) Quality control. The laboratory shall conduct self-audits and shall establish a quality control |
oroaram consistent with criteria specified by rule by the department and based on methods and
standards prescribed by rule and considering criteria used by the federal environmental

protectlon agency the Amencan Somety for Testlng and Materials, thellllbhrakcounci-cranrand

s-or other equivalent agency or

rgamzatlo recogmzed by the department

299.11(8)(e)

(e) Records. Where a particular time period is not otherwise specified by law, the department

may prescribe by rule for each test feeach-test-catageny-the length of time laboratory analysis |
records and quality control dafa specified in the laboratory’s quality control program are to be
retained by the laboratory.



299.11(8)(f)
(H-RegistrationApplication for certification.- The department shall specify by rule the criteria
— and standards 0 be met by applicants tor certification[AST10].

299.11(8)(fm)
{fm) Certification. The department shall issue certification to a laboratory for a specified test
category If all of the following conditions are met:

299.11(8)(fm)1.
T.__"Applicafion’. The laboratory submits an application requesting certification in a specified test

~category on torms provided Dy the department.

299.11(8)(fm)2.
Z._ _'Methodology”. The laboratory specifies a methodology prescribed or permitted under par.

(b) which It Intends 1o utiize In conduclingiests In the specltled testcategory.

299.11(8)(fm)3.

3. 'Reference samples’. The laboratory conducts a test on an approved reference sample and
obfains results which comply with the minimum criferia tor accuracy for that specitred fest

category.

299.11(8)(fm)4.

4 Quality control’. The laboratory has or agrees to implement a quality control program which
meets The minimum requirements under par. or the specified test caiegory and whic

fo commence no Tater than the dafe of cerfification.

299.11(8)(fm)5.

5. On-Site evaluation’. The laboratory allows a department representative to perform an on-site
evaluafion 10 determine compliance With the criteria and standards promulgaied by rule for

certified [aboratones, and conclusively resolves any deviations from said criteria and
standards noted during the evaluation. 1 he department may waive this condition on a case-
Dy-Case basis when a laboratory has already been successiully evaluated on-site tor similar
tests or test categories.

299.11(8)(fq)

ertification period. Certification of laboratories shall be renewed annually. A

efflf cation is valid from the dafe of ISSU&HCG until It expires, s revoked or suspended. e+

299.11(8)(q)

(g) Suspension or revocation of certificationregistratiom. If, after opportunity for a contested case
hearing, the department finds that a ceriified registered-aboratory has falsified results or has
materially and consistently failed to comply with the self-audit procedures and quality control
programs provided in par. (d), it may suspend or revoke the registration of the laboratory. A
person [AST12]whose rogistrationcertification is suspended or revoked may reapply for certification
registration-upon a showing that the person meets the applicable criteria for certification |
registration-and has corrected the deficiencies that led to the suspension or revocation.

299.11(8)(h)
(h) Accreditation- option. A laboratory which is otherwise eligible to seek
certificationregistration may elect to apply for accreditation eertificatior-under sub. (7).

299.1 1(9)
(9) Fees. The department shall promulgate by rule a graduated schedule of fees for accredited
and certified -laboratories which are designed to recover the costs of administering




this section. The fees collected for laboratory accreditation shall be used to administer a
laboratory accreditation program. The tees collected tor laboratory cerfification shall be used to
administer a laboratory certification program. »

299.11 - ANNOT.

History: 1983 a. 410; 1985 a. 22 s.11; 1985 a. 29 s. 3202 (39); 1985 a. 84 s. 8; 1985 a.
182 s. 57;1989 a. 31, 1991 a. 32, 39; 1993 a. 27, 491, 1995 a. 27; 1995 a. 227 s. 818; Stats.
1995 s. 299.11; 1995 a. 417 s. 52.

Other Chapters of the Statutes Dealing With Laboratory Accreditation and Certification

1bl

e underline does:notrepresent additions. The boldiléttersido.
ditation

G

raccredited have been:added:

93.12 (9) The department shall recognize the certification or

registration accredltation of a [aboratory by the department of natural resources under s. 299.11
and shall accept the results Ot any test conducied Dy a laborafory certitled

or registered accredited to conduct that category ot test under that Section.

97.34 (2) (c) The department may require testing of bottled drinking water for

substances subject to any standard under par. and for any other subsfance if the
epartment determines that the water system used as the source of the botile
drinking water has a potential of being contaminated, based on contamination of

other water systems or groundwater in the vicinity. The department shall ado

fule requirements for periodic sampling and analysis for the purposes of this
subsection. The department shall require all analysés 1o be conducted by a~
laboratory certified or accredited under s. 299.17T.

281.75 (6) (a) Contamination of a private water supply, as defined under sub.

{1y (b) 1. or 2., s required to be established by analysis oOf at least 2 samples of water,
faken af Teast 2 weeks apart, In a manner which assures the validify of the fest
resulfs. rhe samples shall be fested by a laborafory certified or accredited under s.
299.11.




299.11 Laboratory accreditation and certification program.

Y7 ]
299.11(1) 54’7 - Clear

(1) Definitions. As used in this section:

299.11(1)(ae)
(ae) “Accredited” means accredited under sub. (7) or recognized as accredited under sub. (5).

299.11(1)(am)
(a) “Accuracy” means the closeness of a measured value to its generally accepted value or its
value based upon an accepted reference standard.

299.11(1)(b)
(b) “Certified " means certified under sub. (8).

299.11 (I)(c)
(c) “Council” means the accreditation and certification standards review council created under s.
15.107 (12).

299.11(1)(d)
(d) “Covered program” means test results submitted in connection with any of the following:

299.11(1)(d)1.
1. A feasibility report, plan of operation or the condition of any license issued for a solid waste
facility under subch. lll of ch. 289, or hazardous waste facility under s. 291.25 (2) and (3).

299.11(1)(d)2.
2. An application for a mining permit under s. 293.37 (2).

299.11(1)(d)3.
3. Monitoring required by terms and conditions of a permit issued under ch. 283.

299.11(1)(d)4.
4. The replacement of a well or provision of alternative water supplies under s. 281.75 or 281.77.

299.11(1)(d)5.
5. Groundwater monitoring under ch. 160.

299.11(1)(d)6.
6. The management or enforcement of the safe drinking water program under s. 280.13 (1) (b)
and (d) or 281.17 (8).

299.11(1)(d)7.
7. The terms of department contracts when specifically required in the contracts.

299.11(1)(d)8.
8. An investigation of a discharge of a hazardous substance under s. 292.11.

299.11(1)(d)S.

9. A regulatory program specified by the department by rule if, after consultation with the council,
the department finds that existing quality control programs do not provide consistent and reliable
results and the best available remedy is to require that all laboratories performing the tests for
that regulatory program be certified or registered.



299.1 I(I)(e)
(e) “Laboratory” means a facility which performs tests in connection with a covered program.

299.11(1)(em)

(em) “National Environmental Laboratory Accreditation Conference” means the voluntary
association of state and federal officials, sponsored by the federal environmental protection
agency, with the purpose of establishing national performance standards for environmental
laboratories.

299.11(1)(eq)

(eq) “National environmental laboratory accreditation program” means the program of the federal
environmental protection agency that oversees the implementation of national performance
standards established by the National Environmental Laboratory Accreditation Conference and
determines whether to approve state and federal agencies as accrediting authorities for
environmental laboratories.

299.11(1)(f)
(f “Precision” means the closeness of repeated measurements of the same parameter within a
sample.

299.11 (I)(g)

(

299.11(1)(h)

(h) “Results” includes measurements, determinations and information obtained or derived from
tests.

299.11()(i)

(i) “Test” means any chemical, bacteriological, biological, physical, radiation or microscopic test,
examination or analysis conducted by a laboratory on water, wastewater, waste material, soil or
hazardous substance.

299.11(I)(j)
(j) “Test category” means one type of test or group of tests specified by rule under sub. (4) for
similar materials or classes of materials or which utilize similar methods or related methods.

299.11(1m)

(1 m) Recognition of the department by the national environmental laboratory accreditation
program. The department may apply to the national environmental laboratory accreditation
program for recognition as an accrediting authority. The department shall, after considering
recommendations by the council, promulgate a rule prescribing criteria and procedures to be
used to evaluate laboratories for accreditation consistent with the standards established by the
National Environmental Laboratory Accreditation Conference.

299.11(2

2 Cocgrcgination with department of agriculture, trade and consumer protection.

299.11(2)(a)

(a) The department shall submit to the department of agriculture, trade and consumer protection
and to the state laboratory of hygiene any rules proposed under this section that affect the
laboratory program under s. 93.12 (5), for review and comment. These rules may not take effect
unless they are approved by the department of agriculture, trade and consumer protection within
6 months after submission.

299.11(2)(b)
(b) The department shall enter into a memorandum of understanding with the department of
agriculture, trade and consumer protection setting forth the responsibilities of each department in



administering the laboratory accreditation programs under s. 93.12 (5) and this section, The
memorandum of understanding shall include measures to be taken by each department to avoid
duplication of application and compliance procedures.

299.11(3)

(3) Accreditation and certification standards review council. The council shall review the
laboratory accreditation and certification programs and shall make recommendations to the
department concerning the specification of test categories, reference sample testing and
standards for accreditation, certification, , suspension and revocation and other aspects of the
program. Recommendations concerning accreditations shall be consistent with the standards
established by the National Environmental Laboratory Accreditation Conference.

299.11(4)

(4) Department may require accreditation or certification .

299.11(4)(a)

(a) Applicability. Except as provided in subs. (5) and (6), if results from a test in a specified test
category in a covered program are required to be submitted to the department, the department
may require by rule that the test be conducted by a laboratory which is accredited or certified to
conduct tests in that specified category. The department may require that tests be conducted by
an accredited laboratory if the requirements for certification do not meet the requirements of an
applicable federal law.

299.11(4)(b)
(b) Specification of test categories. After considering any recommendations by the council, the
department may identify by rule specified test categories.

299.11(4)(c)

(c) Delayed effective date. A rule identifying specified test categories for which tests are required
to be conducted by an accredited or certified laboratory may not take effect until at least 120 days
after publication. The department may not require a person to resubmit results of tests which
were not required to be conducted by an accredited or certified laboratory at the time of the
original submission merely because of that fact.

299.1 1(5)

(5) Recognition of other accreditation.

299.11(5)(a)

(a) Laboratories accredited by the department of agriculture, trade and consumer protection.
The department shall recognize the accreditation of a laboratory by the department of agriculture,
trade and consumer protection under s. 93.12 and shall accept the results of any test conducted
by a laboratory accredited to conduct that category of test under that section.

299.11(5)(b)

(b) Reciprocity with laboratories accredited by other governments. The department may
recognize the accreditation of a laboratory by another state or an agency of the federal
government recognized by the national environmental laboratory accreditation program as an
accrediting authority. The department shall negotiate with and attempt to enter into acceptable
agreements with federal agencies and agencies of other states for the purpose of reciprocal
recognition of laboratory accreditation under this section. The department may not recognize the
accreditation of a laboratory by another state or an agency of the federal government unless that
state or federal agency recognizes laboratories accredited under this section. The department
shall publish periodically a list of those agencies whose accreditations it accepts. Any laboratory
which is accredited by any such agency may apply to the department for reciprocal accreditation
under this section.

299.11(5)(c)



(c) Private organization agreements. The department may recognize the accreditation or
approval of a laboratory by a private nonprofit organization if the organization’s standards for
accreditation or approval are substantially equivalent to those established by the National
Environmental Laboratory Accreditation Conference The department shall publish periodically a
list of those organizations whose accreditations or approvals it accepts. The department may
accept the results of any tests conducted by a laboratory that it recognizes under an agreement.

299.11(5)(d)

(d) Discretionary acceptance. The department may accept the results of a test in a specified test
category even though the test was not conducted by an accredited or certified laboratory. The
department may charge an extra fee if it is necessary to verify the results of a test submitted
under this paragraph.

299.1 1(6)
(6) Not applicable to other programs. No laboratory is required to be accredited or certified under
this section for any purpose other than the submission of results under a covered program.

299.11(7)

(7) Accreditation procedures.

299.11(7)(a)

(a) Criteria. After considering recommendations by the council, the department shall promulgate
by rule uniform minimum criteria, as provided in this subsection, to be used to evaluate
laboratories for accreditation. Criteria shall be consistent with nationally recognized criteria to the
maximum extent possible and shall be designed to facilitate reciprocal agreements under sub.
(5).

299.11(7)(b)

(b) Methodology.

299.11(7)(b)1.

1. ‘Accepted methodology.” The department shall prescribe by rule the accepted methodology to
be followed in conducting tests in each test category. The department may prescribe by rule
accepted sampling protocols and documentation procedures for a specified test to be followed by
the person collecting the samples. The department may prescribe this methodology by reference
to standards established by technical societies and organizations as authorized under s. 227.21
(2). The department shall attempt to prescribe this methodology so that it is consistent with any
methodology requirements under the resource conservation and recovery act, as defined under s.
289.01 (30), the federal water pollution control act, as amended, 33 USC 1251 to 1376, the safe
drinking water act, 42 USC 300f to 300j-10, or the toxic substance control act, 15 USC 2601 to
2629.

299.11(7)(b)2.

2. '‘Revised methodology’. The department may permit the use of a revised methodology
consistent with new or revised editions or standards established by technical societies and
organizations on a case-by-case basis.

299.11(7)(b)3.

3. ‘Alternative methodology; confidentiality’.

299.11(7)(b)3.a.

a. The department may permit the use of an alternative methodology on a case-by-case basis if
the laboratory seeking to use that methodology submits data establishing the accuracy and
precision of the alternative methodology and if the accuracy and precision obtained through the
use of the alternative methodology equals or exceeds that obtained through use of the accepted
methodology.

299.11(7)(b)3.b.



b. A laboratory seeking to use an alternative methodology may request confidential treatment of

any data or information submitted to the department under this paragraph. The department shall

grant confidential status for any data or information relating to unique methods or processes if the
disclosure of those methods or processes would tend to adversely affect the competitive position

of the laboratory.

299.11(7)(b)4.

4. ‘Waiver of the procedure’. The department may waive any procedure prescribed in the
accepted methodology on a case-by-case basis if the laboratory seeking this waiver establishes
sufficient reasons for the waiver and that the waiver does not adversely affect the purpose for
which the test is conducted.

299.11(7)(c)

(c) Proficiency testing sample. The department may prescribe by rule criteria for determining the
accuracy of tests by accredited laboratories on proficiency testing samples. The department shall
publish lists of approved proficiency testing sample providers for tests which are to be regularly
and routinely performed by accredited laboratories.

299.11(7)(d)

(d) Quality control. The department shall establish by rule minimum requirements for a quality
control program which ensures that a laboratory complies with criteria for the accuracy and
precision of tests and which specifies procedures to be followed if these criteria are not met. The
laboratory shall conduct self-audits and shall establish a quality control program consistent with
criteria specified by rule by the department based on standards of the National Environmental
Laboratory Accreditation Conference. The department may accept a quality control program
based upon standards established by federal requirements for similar test categories.

299.11(7)(e)

(e) Records. Where a particular time period is not otherwise specified by law, the department
may prescribe by rule the length of time laboratory analysis records and quality control data
specified in the laboratory’s quality control program are to be retained by the laboratory.

299.11(7)(f)
(f) Application for accreditation. The department shall specify by rule the criteria and standards
to be met by applicants for accreditation.

299.11(7)(q)
(9) Accreditation. The department shall issue accreditation to a laboratory for a specified test if
all of the following conditions are met:

299.11(7)(g)1.

1. ‘Application’. The laboratory submits an application requesting accreditation in a specified
test. A laboratory desiring to be accredited for a specified test shall make application on forms
provided by the department.

299.11(7)(g9)2.
2. ‘Methodology’. The laboratory specifies a methodology prescribed or permitted under par. (b)
which it intends to utilize in conducting tests.

299.11(7)(9)3.

3. 'Proficiency testing'. If the department requires a proficiency testing sample, the laboratory
conducts a test on the sample and obtains results which comply with the minimum acceptance
criteria for that specified test.

299.11(7)(g)4.



4. ‘Quality control’. The laboratory has or agrees to implement a quality control program which
meets minimum requirements under par. (d) for the specified test and which is to commence no
later than the date of accreditation.

299.11(7)(9)5.

5. ‘On-site assessment’. The laboratory allows a department representative to perform an on-
site assessment to evaluate compliance with the National Environmental Laboratory Accreditation
Conference standards, and conclusively resolves any deviations from said standards noted
during the assessment.

299.11(7)(gm)
(gm) Interim accreditation. The department may grant interim accreditation to laboratories that
meet all the conditions specified under subd. 1, 2, 3, and 4.

299.11(7)(h)
(h) Accreditation period. Accreditation of laboratories shall be renewed annually. A certification
is valid from the date of issuance until it expires, is revoked or suspended.

299.11(7)(hm)

(hm) Interim accreditation period. Interim accreditation shall expire a year after the date in which
all the conditions under sub. (7) (gm) are met by a laboratory. Interim accreditation is valid until it
expires, is revoked, is suspended or is superseded by accreditation after completion of a
successful on-site assessment.

299.11(7)(i)

(i) Suspension and revocation. After considering recommendations from the council, the
department shall establish by rule criteria and procedures for the review and evaluation of the
accreditation of laboratories and the suspension or revocation of accreditations. If, after
opportunity for a contested case hearing, the department finds that an accredited laboratory has
falsified results or has materially and consistently failed to comply with the criteria and procedures
provided under par. (d), it may suspend or revoke the accreditation of the laboratory. A person
whose accreditation is suspended or revoked may reapply for accreditation upon showing that the
person meets the applicable criteria for accreditation and has corrected the deficiencies that led
to the suspension or revocation.

299.11(8)

(8) Certification procedure.

299.11(8)(a)

(a) Criteria. After considering recommendations by the council, the department shall promulgate
by rule uniform minimum criteria, as provided in this subsection, to be used to evaluate
laboratories for certification. The department shall certify a laboratory if the laboratory complies
with the requirements of this subsection, if the laboratory does not perform tests commercially for
hire, if the laboratory performs works solely for compliance with ch. 283, and if:

299.11(8)(a)1.
1. The laboratory performs tests solely on its own behalf or on behalf of a subsidiary or other
corporation under common ownership or control; or

299.11(8)(a)2.
2. The laboratory is owned or controlled by a municipality or municipalities and performs tests
solely on behalf of municipalities for selected test categories specified by rule.

299.11(8)(b)
(b) Methodology. Testing by a certified laboratory conducted in connection with a covered
program shall be carried out in accordance with sub. (7) (b).



299.11(8)(c)

(c) Reference sample testing. The department may require by rule reference sample test results
that comply with the minimum criteria for accuracy for that specified test upon application and
annually thereafter. If results from these tests do not meet minimum criteria established by rule,
the department may require additional reference sample testing. The department shall publish
lists of approved reference sample providers for tests which are to be regularly and routinely
performed by certified laboratories.

299.11(8)(d)

(d) Quality control. The laboratory shall conduct self-audits and shall establish a quality control
program consistent with criteria specified by rule by the department and based on methods and
standards prescribed by rule and considering criteria used by the federal environmental
protection agency, the American Society for Testing and Materials, or other equivalent agency or
organization recognized by the department.

299.11(8)(e)

(e) Records. Where a particular time period is not otherwise specified by law, the department
may prescribe by rule for each test the length of time laboratory analysis records and quality
control data specified in the laboratory’s quality control program are to be retained by the
laboratory.

299.11(8)(f)
() Application for certification. The department shall specify by rule the criteria and standards to
be met by applicants for certification.

299.11(8)(fm)
(fm) Certification. The department shall issue certification to a laboratory for a specified test
category if all of the following conditions are met:

299.11(8)(fm)1.
1. ‘Application’. The laboratory submits an application requesting certification in a specified test
category on forms provided by the department.

299.11(8)(fm)2.
2. ‘Methodology”. The laboratory specifies a methodology prescribed or permitted under par.
(b) which it intends to utilize in conducting tests in the specified test category.

299.11(8)(fm)3.

3. ‘Reference samples’. The laboratory conducts a test on an approved reference sample and
obtains results which comply with the minimum criteria for accuracy for that specified test
category.

299.11(8)(fm)4.

4. ‘Quality control’. The laboratory has or agrees to implement a quality control program which
meets the minimum requirements under par. (d) for the specified test category and which is
to commence no later than the date of certification.

299.11(8)(fm)5.

5. ‘On-site evaluation’. The laboratory allows a department representative to perform an on-site
evaluation to determine compliance with the criteria and standards promulgated by rule for
certified laboratories, and conclusively resolves any deviations from said criteria and
standards noted during the evaluation. The department may waive this condition on a case-
by-case basis when a laboratory has already been successfully evaluated on-site for similar
tests or test categories.

299.11(8)(fq)



(fg). Certification period. Certification of laboratories shall be renewed annually. A certification is
valid from the date of issuance until it expires, is revoked or suspended.

299.11(8)(q)

(9) Suspension or revocation of certification. If, after opportunity for a contested case hearing,
the department finds that a certified laboratory has falsified results or has materially and
consistently failed to comply with the self-audit procedures and quality control programs provided
in par. (d), it may suspend or revoke the registration of the laboratory. A person whose
certification is suspended or revoked may reapply for certification upon a showing that the person
meets the applicable criteria for certification and has corrected the deficiencies that led to the
suspension or revocation.

299.11(8)(h)
(h) Accreditation option. A laboratory which is otherwise eligible to seek certification may elect to
apply for accreditation under sub. (7).

299.11(9)

(9) Fees. The department shall promulgate by rule a graduated schedule of fees for accredited
and certified laboratories which are designed to recover the costs of administering this section.
The fees collected for laboratory accreditation shall be used to administer a laboratory
accreditation program. The fees collected for laboratory certification shall be used to administer a
laboratory certification program.

299.11 - ANNOT.

History: 1983 a. 410; 1985 a. 22s. 11; 1985 a. 29 s. 3202 (39); 1985 a. 84 s. 8; 1985 a.
182 s.57; 1989 a. 31; 1991 a. 32, 39; 1993 a. 27,491, 1995 a. 27; 1995 a. 227 s. 818, Stats.
1995 s. 299.11; 1995 a. 417 s. 52.

Other Chapters of the Statutes Dealing With Laboratory Accreditation and Certification

93.12 (9) The department shall recognize the certification or accreditation
of a laboratory by the department of natural resources under s. 299.11
and shall accept the results of any test conducted by a laboratory certified
or accredited to conduct that category of test under that section.

97.34 (2) (c) The department may require testing of bottled drinking water for
substances subject to any standard under par. (b) and for any other substance if the
department determines that the water system used as the source of the bottled
drinking water has a potential of being contaminated, based on contamination of
other water systems or groundwater in the vicinity. The department shall adopt by
rule requirements for periodic sampling and analysis for the purposes of this
subsection. The department shall require all analyses to be conducted by a
laboratory certified or accredited under s. 299.11.

281.75 (6) (a) Contamination of a private water supply, as defined under sub.

(1) (b) 1. or 2., is required to be established by analysis of at least 2 samples of water,
taken at least 2 weeks apart, in a manner which assures the validity of the test
results. The samples shall be tested by a laboratory certified or accredited under s.
299.11.
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Tradewell, Beckx

From: Sotomayor, Alfredo

Sent: Thursday, January 27, 2000 2:43 PM

To: Tradewell, Becky

cc: Sullivan, John R (DNR - Central); Renville, Joe W
Subject: NELAC FACT Sheet

Ms. Tradewell,

Attached is the fact sheet we shared with Rep. Kedzie. His office would like to have a public hearing on this on Feb 15.

I know that the deadline is overly optimistic and appreciate all of you have done so far as well as whatever you can
continue to do to help us with this matter.

Your questions today were very insightful. Do not hesitate to call me if you have doubts about our intent or our wishes
when it comes to the proposed changes. And of course, feel absolutely free to make the changes you know are needed to
make the proposal consistent and legal.

Alfredo Sotomayor

NELAPStatFactSheet.
doc



FACT SHEET
NATIONAL ENVIRONMENTAL LABORATORY ACCREDITATION PROGRAM
(NELAP)
WISCSONSIN ENVIRONMENTAL LABORATORY ACCREDITATION AND
CERTIFICATION PROGRAM

The National Environmental Laboratory Accreditation Program (NELAP), an adjunct of the U.S. EPA,
oversees the implementation of uniform standards for accreditation of laboratories performing
environmental analyses supporting such regulatory programs as the Safe Drinking Water Act (SDWA)
and the Clean Water Act (CWA), among others. These standards are crafted by the National
Environmental Laboratory Accreditation Conference (NELAC).

NELAC is a voluntary association of state and federal agencies that establishes and promotes mutually
acceptable performance standards for environmental laboratories. The first set of consensus standards
was adopted by the Conference in 1997. The Wisconsin Department of Natural Resources has
participated in NELAC since the conference’s inception in 1995.

The Department of Natural Resource has operated a Laboratory Certification and Registration Program
since 1986. In our current program, laboratories doing environmental analyses for hire are certified,
while those doing testing solely on their own behalf are registered.

The statute changes we are seeking (ch. 299) will allow the Department of Natural Resource to apply
for recognition to NELAP and thus enable the DNR to accredit Iaboratories in accordance with the
NELAC standards.

The NELAC standards require reciprocity among the accrediting authorities and thus meet the spirit
and letter of the current statute which requires the Department to actively seek reciprocal agreements
for laboratory recognition with other states and federal agencies. This will enable the Department to
spend more time accrediting and servicing in-state laboratories. Currently we perform laboratory on-
site audits in 19 states.

As of this date, there are eleven states recognized by NELAP as accrediting authorities: CA, CO, FL,
IL, LA, KS, NH, NJ, NY, PA, UT.

We are also seeking amendments to the statute to eliminate the current registration option and to cover
non-commercial laboratories performing work in support of the CWA or the Wisconsin Pollution
Elimination Discharge System (WPDES) under a revised certification program.

The changes we are seeking thus establish a two-tiered system forrecognition of laboratories:
certification for municipal and industrial non-commercia laboratories doing CWA or WPDES
compliance work and; accreditation by the NELAC standards for all commercial laboratories and for
non-commercial laboratories performing work for regulatory programs other than CWA or WPDES.
This two-tiered system of accreditation and certification is equitable because it alows those
laboratories that could benefit from NELAC accreditation to obtain it locally through the Department,
while at the same time not affecting the operation of laboratories that would reap little benefit from
national accreditation. We are also accordingly proposing fiscal separation of both programs.

The changes we are seeking are the result of a consensus building process that started in 1998 with the
formation of a Technical Advisory Committee, were refined by a series of Focus Groups convened in
1999, and culminated with recommendations from DNR’s Secretary Meyer and the Laboratory
Certification Standards Review Council (the advisory Council authorized by statute to give the
Department advice on laboratory matters) to apply to NELAP for recognition.

We are expecting to apply to NELAP by June 30, 2000. The NELAC Standards currently allow us two
years from the time of application to seek statue changes and to craft administrative rules. Currently,
this alowance is about to expire after June 30, 2000, which explains our desire to apply by the stated
deadline.

The DNR has made great efforts in meeting with affected parties and in keeping laboratories informed
about prospective changes. We expect minimal, if any, opposition to the changes we are seeking in the
statute because the changes themselves were arrived through compromise by members of the affected
regulatory community.

For more information, please contact John R. Sullivan, Environmental Science Services Section (ESS)
Chief, at (608) 267-9753, or Alfredo Sotomayor, Senior Audit Chemist (ESS) at (608) 266-9257, both
with the Department of Natural Resources.
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Under current law, the department of natural fresources (DNR) may/j
tests related to programs administered by DNR 4eybe conducted by laboratories

certified or registered by DNR or the department of agriculture, trade and consumer
protecti@or certified or registered by another state or a federal agency
that recognizes laboratory certification by DNR and that uses standards equivalent
to this state’s standards.

This bill authorizes DNR to apply to the federal environmental protection
agency to be approved to accredit laboratories under a national environmental
laboratory accreditation program. If DNR is approved to accredit laboratories under
the national program, an accredited laboratory may conduct tests that currently
must be conducted by a certified or registered laboratory. If DNR is approved to
accredit laboratories under the national program, this state must accept test results
from laboratories accredited by other accrediting authorities and other accredltmg

? uthor1t1es must accept test results from laboratories accredited by DNR.

The people of the state of Wisconsin, represented in senate and assembly, do
enact as follows:
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1 SECTION 1. 93.12 (9) of the statutes is amended to read:
2 93.12 (9) The department shall recognize the accreditation, certification or
3 registration of a laboratory by the department of natural resources under s. 299.11
4 and shall accept the results of any test conducted by a laboratory_accredited, certified
3 5 or registered to conduct that category of test under that section.
T .u{{;_,ﬁ .
s 6 SECTION 2. 97.34 (2) (c) of the statutes is amended to read:
7 97.34 (2) (c) The department may require testing of bottled drinking water for
8 substances subject to any standard under par. (b) and for any other substance if the
9 department determines that the water system used as the source of the bottled
10 drinking water has a potential of being contaminated, based on contamination of
11 other water systems or groundwater in the vicinity. The department shall adopt by
12 rule requirements for periodic sampling and analysis for the purposes of this
13 subsection. The department shall require all analyses to be conducted by a
14 laboratory accredited or certified under s. 299.11.
15 SECTION 3. 281.75 (6) (a) of the statutes is amended to read:
16 281.75 (6) (a) Contamination of a private water supply, as defined under sub.
17 (1) (b) 1. or 2., is required to be established by analysis of at least 2 samples of water,
18 taken at least 2 weeks apart, in a manner which assures the validity of the test
19 results. The samples shall be tested by a laboratory accredited or certified under s.
20 299.11.
\ 21 SECTION 4. 299.07 (1) (a) 11. of the statutes is amended to read:
S 22 299.07 (1) (a) 11. A certification, accreditation or registration under s. 299.11.
fw }23;7 SECTION 5. 299.11 (1) (a) of the statutes is renumbered 299.11 (1) (am).
24 SECTION 6. 299.11 (1) (ae) of the statutes is created to read:
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SECTION 6

299.11 (1) (ae) “Accredited” means accredited under sub. (

) or recognized as

accredited under sub. (5).
SECTION 7. 299.11 (1) (b) of the statutes is amended to read:

299.11 (1) (b) “Certified laboratery” means a

certified under sub. (7) or reeeives—reecognition recognized as a certified laberatory

under sub. (5).
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23

> SECTION 8. 299.11 (1) (em) of the statutes is created to read:

299.11 (1) (em) “National Environmental Laboratory Accreditation
Conference” means the voluntary association of state and federal offkials, sponsored
by the federal environmental protection agency, with the purpose of establishing
national performance standards for environmental laboratories.

SECTION 9. 299.11 (1) (eq) of the statutes is created to read:

299.11 (1) (eq) “National environmental laboratory accreditation program”
means the program of the federal environmental protection agency that oversees the
implementation of national performance standards established by the National
Environmental Laboratory Accreditation Conference and determines whether to
approve state and federal agencies as accrediting authorities for environmental
laboratories.

SECTION 10. 299.11 (1) (g) of the statutés is amended to read:

299.11 (1) (g) “Registered laberatery” means alaberatory-whichis registered

under sub. (8) or reeeives-reecognition recognized as a registered laberatery under
sub. (5).

24
31{3

SecTIioN 11. 299.11 (3) of the statutes is amended to read:
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SECTION 11
299.11 (3) GER‘H-HEH‘HGN](STANDARDS REVi EW COUNCI L.  The council shall review

2 the laboratory certification and, registration and accreditation program and shall
3 make recommendations to the department concerning the specification of test
4" categories, reference sample testing and standards for certification, registration,
5 accreditation, suspension and revocation and other aspects of the program.
\l 6 Recommendations concerning accreditation8 shall be consistent with the standards

7. established bv the National Environmental Laboratorv Accreditation Conference.
Iy &QZ{___-——?

-
9

SECTION 12. 299.11 (4) (title) and (a) of the statutes are amended to read:

299.11 (4) (title) DEPARTMENT MAY REQUIRE ACCREDI TATION, CERTIFICATION OR

10 REG STRATION.  (a) Applicability. Except as provided in subs. (5) and (6), ifresults from
11 a test in a specified test category in a covered program are required to be submitted
12 to the department, the department may require by rule that the test be conducted
13 by a laboratory which is accredited, certified or registered to conduct tests in that
14 specified category. The department may require that tests be conducted by a an
\[15 accredited or certified laboratory if the requirements for registration do not meet the
In 16 f requirements of an applicable federal law.
l/_/617 SECTION 13. 299.11 (4) (c) of the statutes is amended to read:
18 299.11 (4) (c) Delayed effective date. A rule identifying specified test categories
19 for which tests are required to be conducted by a_an accredited, certified or registered
20 laboratory may not take effect until at least 120 days after publication. The
21 department may not require a person to resubmit results of tests which were not
22 required to be conducted by a an accredited, certified or registered laboratory at the

r 23 time of the original submission merely because of that fact.
wazl{"———%

Y 7\24 SECTION 14. 299.11 (5) (title) of the statutes is amended to read:
“A 3
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SECTION 14
299.11 (5) (title) RECOGNITION OF OTHER ACCREDITATIQN, CERTIFICATION OR

1
Iﬂ nyg‘ 2 EGISTRATION
“‘x’%s—edam# e, 294,11 (s) (L) ok (<)

6 Cane ﬁ*—‘?
@ ’/ -SECTION 15. 299.11 (5) (cm) of the statutes is created to read:

4 299.11 (5) (cm) Reciprocity for national accreditation. If the department is
\ 7

@ approved as an accrediting authority under sub. (ﬂm) (a) and another accrediting
6 authority under the national environmental laboratory accreditation program

4
@ recognizes accreditation by the department under sub. (ltRm), the department shall

8 recognize a laboratory as accredited to conduct tests in any test category for which
9 the laboratory is accredited by that other accrediting authority.
10 SECTION 16. 299.11 (5) (d) of the statutes is amended to read:
11 299.11 (5) (d) Discretionary acceptance. The department may accept the
12 results of a test in a specified test category even though the test was not conducted
13 by a an accredited, certified or registered laboratory. The department may charge
14 an extra fee if it is necessary to verify the results of a test submitted under this

ey 15 paragraph.

J"_/S.. 16 SECTION 17. 299.11 (6) of the statutes is amended to read:
17 299.11 (6) NOT APPLICABLE TO OTHER PROGRAMS. Nolaboratoryisrequiredtobe
‘18 accredited, registered or certified under this section for any purpose other than the

‘TM '~/ ,%ubrmss?n orrexsults under a covered

20 SECTION 18 299.11 ( es is created to read:

@ Accreaty £ authorify .
@ 299.11,(,1m) ACCREDITATION. (a)A The department may agply to be approved as
22 an accrediting authority under the national environmental laboratory accreditation

23 rogram. - .
progr f/ﬁ Criterie,
( 24 ) (j}g{e { the department is approved as an accrediting authority under par (a), the

§~ 2
@ department shall, after considering recommendations by the council I(p;m@lga'qu
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SEcTiON 18

1 rule prescribing criteria to be used to evaluate laboratort itati
2 procedures for accrediting l'a:borati_zfigsv/-'l‘-he‘griteria shall be consistent with the
. e
3 3 standards—-established~by the National Environmental Laboratory '@credj.t@/

v 4 ference.
Tne/f g
§—95 SECTI ON 19. 299.11 (9) of the statutes is amended to read:
6 299.11 (9) Fees. The department shall promulgate by rule a graduated
x 7 schedule of fees for accredited, certified and registered laboratories which are

designed to recover the costs of administering this section.

i"'j -
(%

(END)
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Section #. 15.107 (12) (title) and (a) of the statutes are amended to read:

“4 (4 /10( J';I_L_aff“ﬁr\ ct Md? c,o//ﬁ ’{dﬂ

15.107 (12) (title) TANDARDS REVIEW COUNCIL.

History: 1971 c. 215; 1973 c. 90; 1977 c. 29,419; 1979¢.34; 1 =361 5. 112; 1981 c. 20, 62, 237; 1983 a. 27,393,

110;
410;/]’98'5’&’2'9: 84;1987a.27,142;1989a.31; 1991 a. 32's. 17; 1991 a. 39, 170,269; 1995 a. 27, ss. 119, 120 and

9116 (5); 1995 a. 227, 433, 442; 1997 a. 27, 35,231; 1999 a. 9.
(7 an accred, *gf;am and

(a) Creation. There is created in the department of administrationﬂcertification standards review

council consisting of 9 members.

History: 1971 c. 215; 1973 ¢. 90; 1977 c. 29,419; 1979 c. 34; 1979 c. 361 s. 112; 1981 c. 20, 62, 237; 1983 a. 27,393,
410; 1985 a. 29, 84; 1987 a. 27, 142; 1989 a. 31; 1991 a. 32s. 17; 1991 a. 39, 170, 269; 1995 a. 27, ss. 119, 120 and

9116 (5); 1995 a.227, 433, 442; 1997 a. 27, 35,231;1999 a. 9.

traderc(lrbunx 13) Fri-Jan-28-2000 2:34 pm
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Section #. 93.12 (5) of the statutes is amended to read:

93.12 (5) The department shall establish uniform minimum standards to be used in the evaluation

and certification of laboratory examinations. The department shall submit any rules proposed under

aCcC “‘M&m\ a Y\‘(
-‘:K— this subsection which affect the laboratoryfcertification program under s. 299.11 to the department

of natural resources and to the state laboratory of hygiene for review and comment. These rules may
not take effect unless they are approved by the department of natural resources within 6 months after
submission.

History: 1975 c. 39, 198,224, 1977 c. 29; 1979 c. 34; 1981 c. 291; 1983 a. 410; 1991 a. 178; 1993 a. 16; 1993 a. 27

S. 303; Stats. 1993 s. 252.22; 1995 a. 27 ss. 6324g to 6324k; Stats. 1995 s. 93.12; 1995 a. 227.

g1

pd A0

traderc(lrbunx 13) Fri-Jan-28-2000 2:39 pm
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Sectid® . 93.12 (9) of the stattesfi s amended to read:

a ccreo@"}aj ony LT
4 93.12 (9) The department shall recognize the/\certification esregistration of alaboratory by the
department of natural resources under s. 299.11 and shall accept the results of any test conducted
ol ceredited+ 2 .
;K by alaboratorybcertified esregistered to conduct that category of test under that section.

History: 1975 c. 39, 198,224, 1977 c. 29; 1979 c. 34; 1981 c. 291; 1983 a 410; 1991 a. 178; 1993 a. 16; 1993 a. 27

s. 303; Stats. 1993 s. 252.22; 1995 a. 27 ss. 6324g to 6324k; Stats. 1995 s. 93.12; 1995 a. 227.

traderc(Irbunx13) Mon-Jan-31-2000 11:0l am
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- 299.07 (1) (a) 11. of the statutes& s amended to read:

3 < occreditadson

299.07 (1) (3 11. A certification)er-rcg&s{-ra{-ien under s. 299.11.

History: 1997 a. 237; 1999 a. 9.

traderc(lrbunx 13) Mon-Jan-3 [-2000 11:05 am
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Section #. 299.11 (title) of the statutes is amended to read:

a cc{eom'*/f ion aﬁi

299.11 (title) Laboratoryptification program.

History: 1983 a. 410; 1985 a. 22 s. 11; 1985 a. 29 s. 3202 (39); 1985 a. 84 s. 8; 1985 a. 182 s. 57; 1989 a. 31; 1991

a. 32, 39; 1993 a. 27, 491; 1995 a. 27; 1995 a. 227 s. 818; Stats. 1995 s. 299.11; 1995 a. 417 s. 52.

traderc(Irbunx 13) Fri-Jan-28-2000 2:38 pm
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w0 f

7
@ MMWNW

2 acer&di 1 Sub=~(5). 0 m%ML (@] wuwwwM

3 SECTIONZf: 299.11 (1) (b) of the statutes/ps amended to read: (Theoa ob )

geé;ﬁed under sub. {—'B-of %@WWWMW

/ (e) v

SECTION 8. 299.11 (1) (em) of the statutes is created to read:

3-
299.11 (1) (em) “National Environmental Laboratory Accredit
10 fergnce” means the voluntary association of state and federal ofﬁcial},ws’f;;nsore
11 by the fderal environmental protection agency, with the purposg«"g? establishinlg
\12
13
i g
135 ve federal environmental protection agency that oversees the ‘
! i

16 implementation of nationalNperformance stgfidards established by the National
Ii Environmental Laboratory Accreditation/Conference and determines whether to ;
18 approve state and federal agencies Mg accrediting authorities for env1ronmenta1§
19! laboratories. i
20 SECTION 10. 299.11 (1 >g) of the statutésis amended to read: !
21| 299.11 (1) (g) “Regi is registere
22 under sub. (8) or gistered laberatory under
23 / sub. (5).

LYife ==y

SN 24 SEcTION 11. 299.11 (3) of the statutes is \:o read:

S




TInged 3-7 Vi 2
Section #. 299.11 (1) (c) of the statutes is amended to read:

accmé)ﬂrjim and
299.11 (1) (c) “Council” means theﬂcertlflcatl on standards review council created under s. 15.107

(12).

ristory: 1983 a. 410; 1985 a. 22's. 11; 1985 a. 29 s. 3202 (39); 1985 a. 84 s. 8; 1985 a. 182 s. 57; 1989 a. 31; 1991

a. 32, 39; 1993 a. 27, 491; 1995 a. 27; 1995 a. 227 s. 818; Stats. 1995 s. 299.11: 1995 a. 417s.52.

traderc(Irbunx 13) Fri-Jan-28-2000 2:29 pm
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Section #. 299.11 (2) of the statutes is amended to read:

299.11 (2) COORDINATION WITH DEPARTMENT OF AGRICULTURE, TRADE AND CONSUMER PROTECTION.

(8) The department shall submit to the department of agriculture, trade and consumer protection and

% to the state laboratory of hygiene any rules proposed under this section that affect the laboratory-
* tifieatton program under s. 93.12 (5), for review and comment. These rules may not take effect
unless they are approved by the department of agriculture, trade and consumer protection within 6

months after submission.

(b) The department shall enter into a memorandum of understanding with the department of agri-
culture, trade and consumer protection setting forth the responsibilities of each department in
administering the laboratory eertification rog?a:“ under s. 93.12 (5) and this section. The memo-
randum of understanding shall include measures to be taken by each department to avoid duplication
#\ of application and compliance procedures foslaberatesyrertifieation.

History: 1983 a. 410; 1985 a. 22 s. 11; 1985 a. 29 s. 3202 (39); 1985 a. 84 s. 8; 1985 a. 182 s. 57; 1989 a. 31; 1991

a. 32, 39; 1993 a. 27, 491; 1995 a. 27; 1995 a. 227 s. 818; Stats. 1995 s. 299.11; 1995 a. 417 s. 52.

'_W,//ﬁ_ T
w 07(’ M@/ﬂL L’L"?
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Sect; 5% e s A
echon zmcs)«w cereibfion avd actbedn™ et S i

299.11 (3) Q@WW@NASTANDARDS REVIEW COUNCIL. The council shall review %
r \td 4 :

the laboratory certification | registration and accreditation program and shall
Ustrike commas Aot score
make recommendations to the department concernlng the specification of test

categories, reference sample testing and standards for certification, registration,

accreditation, suspension and revocation and other aspects of the program.

Recommendations concerning: accreditationg shall be consistent with the standards

established bv the National Environmental Laborato ccreditati ce.

J-and-(a)-of the-statutes are amended-toread:——

e <

- 366 - 00

299.11 (4) (title) DEPARTMENT MAY REQUIRE ACCREDITATION, CERTIFIC/I}’LIO( OoR

10 REG STRATI ON. (a) Applicability. Except as provided in subs. (5) and (6), 'f’“r/gsults from
11 a test i;i“a_\specified test category in a covered program are req?}véﬁ to be submitted
12 to the depaﬁ:ment, the department may require by rule Jﬁt}ref{the test be conducted
13 by a laboratory which is accredited, certified or regjs‘ﬁe:r«ed to conduct tests in that
14 specified category. The department may regmi’zfé that tests be conducted by a an
15 accredited or certified laboratory if the re(i\/ii/;ements for registration do not meet the
16 requirements of an applicable fedgral law.

N

17 SECTION 13. 299.11 (4) (c) of theéstatutes is amended to read:

18 299.11 (4) (¢) Delayed effective date. A‘»ur\ie identifying specified test categories i‘
19 for which testsdre required to be conducted by agn accredited, certified or registered /"
20 labora‘iggfé;y not take effect until at least 120 days after publication. The /'/!

21 depa‘iﬁ,ment may not require a person to resubmit results of tests which were not;/

X

22 , required to be conducted by a an accredited, certified or registeredy, boratory at thé
4

23 time of the original submission merely because of that fact.

24 M. . SECTION.14._299.11 (5) (title) of the statutes-is amended-to_read:
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18

19

20

21

22

23

24
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299.11 (3) STANDARDS REVIEW COUNCIL. hﬁlcﬂ shall rev\'\ew

the laborato}?\certiﬁcation and, registration andﬁ’c?editation program and shhll
/

make recommendations te«tﬁidepmt“fnwjent concerning the specification of test

e
w”'

categories, referenc%arﬁ"ple testing “and -standards for certification, registration,
accreditation/gé:ension and revocation and ‘6'1iher,”aspects of the progra
‘7—‘ e

Recdmmendations concerning accreditationg shall be consistent With the standard

- ‘“’
e e e
MM...._ -

islred b5y the National Environmental Taborates. A redlt 10T on?“f"e

o= cfledel by lagq Woomane, A
SECTION 12:7299.11 (4) (title) and (a) of the statutegjare amende toread: ...

@ or (+ k/eadg)
299.11 (4) (title) DEPARTMENT MAY REQUIRE ACCREDITATIONT [{CRTIFICATION -©R-

&)

REGISTRATION. (a) Applicability. Except as provided in subs. (5) and (6), ifresults from
a test in a specified test category in a covered program are required to be submitted
to the department, the department may require by rule that the test be conducted
oY .
by a laboratory which is %ggrgdited; ertﬁﬁed er-registered to conduct tests in that
v
specified category. The department may require that tests be conducted by@p/gﬁn
. Cﬂ—/?é' -ﬁc‘d‘)
accredited er-certifted laboratory if the requirements for mg—:et—rah@ﬁﬁ“m the

requirements of an applicable federal law.

/,—SEG‘HON'I‘S‘:"‘ZQQ.'Ti\‘L) (c) of the statutes 1S amended -toTead: - - -

\\299\_1} (4) (c) Delayed effective date. A ruleidentifying specified test ¢ ories {

for which tc%egu\ire\d\to be conducted by a an accredited; certified or registered

e,
.

laboratory may not take eff'it/\ggtﬂfdt' least 120 days after publication. The

department may not

~ N . .
tire a person to resubmit results of tests which were not

required to betonducted by a an accredited, certiﬁedk;)or"regis\tered laboratory at the

S,

time of the original submission merely because of that fact. \\
SECTION 14. 299.11 (5) (title) of the statutes-is'@mended to-read: :
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— ) Accre;fb"fg,ffb‘/‘ anc Ly f'h(mﬂag’)l ﬁ

/299.11 3) G‘ER‘P!-FEK‘P!GNASTANDARDSREVI EWCOUNCI L. The council shall revie‘w

the lﬁatory certification and, registration and accreditation program and shall
make recgmmendations to the department concerning the gpécification of tes\t

categories, reference sample testing and standards for ceptification, registration|

accreditation, Suspension and revocation and othe

aspects of the programs

REG STRATION.  (a) Applicability.

ich is accredited, certified or registered to conduct tests in that
o

{
: . : : '
ted or certified laboratory if the requirements for registration do not meet the

-

dadw.
y m{gﬂtvpé /7?? Wisconanm A ..
. 299.11 (4) (c) of the statuteris amended to read: (744 J 4 /
&,
/

SECTION

299.11 (4) (c) Delayed effective date. A rule identifying specified test categories’
Jr

for which tests are required to be conducted by|# an accredited; (c:rtified orregistered

laboratory may not take effect until at least 120 days after publication. The
department may not require a persg&to resubmit results of tests which were not

X o o

o ar
required to be conducted by plan accreditgd-(certiﬁed -laboratory at the

time of the original submission merely because of that fact.

\SECTION 14.7299.11¢5)(title)of the-statutes is-amended (o road:



ned $72
© Lnak S

Section #. 299.11 (5) (title) of the statutes, as affected by 1999 Wisconsin Act . . . . (thisact), is
amended to read:

© cecralcttrons

299.11 (5) (title) RecoGNITION OF OTHERX

History: 1983 a. 410; 1985 a. 22 s. 11; 1985 a. 29 s. 3202 (39); 1985 a. 84 s. 8; 1985 a. 182 s. 57; 1989 a. 31; 1991

a. 32, 39; 1993 a. 27,491, 1995 a. 27; 1995 a. 227 s. 818; Stats. 1995 s. 299.11; 1995 a. 417 s. 52.

traderc(Irbunx 13) Mon-Jan-3 1-2000 11: 39 am
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299 11 (5) (title) RECOGNI TI ON OF OTHER ACCREDITATION, CERTIFICATION QR

1 EGISTRATION.
T e tion €O 299,01 (S) (b)) el (<)
¢ (('I\ 3 : SECTION 16 299 11(5) (cm) of the statutes is created to r

299.11 (5) (cm) Re ion. If the department is

4 . sprocity for national accredy . i
@ approved as an accrediting authority undees-sub. (ﬁm) (a) and another accrediting
\

6 authority, under the national m aboratory accreditation program
7 recognizes accreditati y the department und‘em(yzﬁm), the department shall
8 recognize oratory as accredited to conduct tests in an@t@g@r wh/igh
9 aeeredited-by-that-other accrediting authority. )
| oo afbded by 1@aq (Diseman AH. - - (H1z,
@ SECTION 18. 299.11 (5) (d) of the statuteS/‘ls amended to read: et )
11 299.11 (5) (d) Discretionary acceptance.v The department may accept the
12 results of a test in a specified test category even though the test was not conducted
ﬁf@ bYWﬁ an accredited;’%%rtiﬁedmegéstered laboratory. The department may charge
14 an extra fee if it is necessary to verify the results of a test submitted under this
15 paragraph.
16 (/' SECTION 17. 299.1176)of the-statutes-is-amended-to-read: ... ... ___ —
17 299.11 (6) NOT APPLI CABLE TO OTHER PROGRAMS. No laboratory is requiredto be)

T ‘ accredited registered or certified under this section for any purpese other than the‘i

19 submiss ?n oﬁresults under a covered program.
(el | ek o o HRE 279 1
(/ 20 919

SECTION 18. 29911 ( of the statutes-is created to read:

he department may apply to be approved as

er the national environmental laboratory accreditation ’

|

hority under par. (a), the
S~

25 epartment shall, after considering recommendations by tmlxg;\u

21 299. 11, (8m) ACCREDI TATION

22 an accrediting authority u

23 rogram.
awm
/H;‘c e department is approved as an accrediting &

24

L
4
'l

OO
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299.11 (B) (title)—RECOGNITION—OFOTHER ACCREDITATION —CERTIFIC?

REGISTRATION

. Pwa H K0 292,01 () (1) ol (<)
SEC’E\O% 299.11 (5) (cm) of the statutes is created to read:

299.11 (5) (CIK)\R:ciprocity for national accreditation. the department is

approved as an accrediting authority under sub. (ﬂm) (a),dnd another accrediting
authority, under the nationak environmental laboratory accreditation program
recognizes accreditation by the department undér sub. (rim), the department shall

recognize a laboratory as accredited to cors g\ct tests in any test category for which

™

the laboratory is accredited by that gther accrediting authority.

SECTION 16. 299.11 (5) (d, 6F the statutes is\a}egded to read:
N
299.11 (5) (d) Disc dtionary acceptance. The depén\ment may accept the

\

results of a test in a _specified test category even though the test~was not conducted

>~
.

by a an accreditéd, certified or registered laboratory. The department may charge
N

ol ded Ly 1999 W amas, AT,
. 299.11 (6) of the statutes is amended z) read: .
A (ko act) )

299.11 (6) Nor APPLI CABLE TO OTHER PROGRAMB. NoO laboratory is required to be

accredited —registered-or certified under this section for any purpose other than the
5 v IR e COMma
subm1ss1 n of results under a covered program

\f‘r‘\ p
SECTION 18 299 11 ( of the statutes is created to read:
299.11 (8m)

CREDITATION (a) The department may applyto be approved as

an accrediting authority undef’fhe{xatlonal envir ental laboratory accreditation

program.

(w Ifthe departmentis approved as anheditih uthority under p?r. (a), the

. . ) el &~ o
all, after considering recommendations by the cotincil p;:oxng}ga‘bqj
"’\-\___/

> e e T o e
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1 !

qu fona
\&mﬁ#ﬁ#ﬁﬁﬁﬁﬁﬁﬁﬁﬂmﬂ@@y@ jmgwfylng\)

3 6"’“&)\\4 rVvi] LV\.ﬁ :

alt promulgate W ru mform minimum criteria, as provided in this sub-
accredtadon

section, to be used to evaluate laboratories for W&au,o% §L“r1ter1a shall be consistent with nation-

aly recognized criteria to the maximum extent possible andshallbedesigned @ fasilitat®reciprocal
W&bﬁé@

(b) Methodology. 1. {Actepted-miethodology The department shall prescribe by rule the
accepted methodology to be followed in conducting tests in each test category. The department may

prescribe by rule accepted sampling protocols and documentation procedures for a specified test

*’ ‘caregony-to be followed by the person collecting the samples. The department may prescribe this

methodology by reference to standards established by technical societies and organizations as autho-
rized under s. 227.21 (2). The department shall attempt to prescribe this methodology so that it is
consistent with any methodology requirements under thegasourcegonservation and gecovery Act,

as defined under s. 289.01 (30) the federal water pollutlon control act as amended, 33 USC 1251

3¢ 7 o v v = T6 T o o v
‘Bﬂ? the safe drmklng water act, 42 USC 300f to 300]-1/(4 or the§OXIC substance control act 15
262 " -

USC 2601 to ‘262?

2. Revistohmethedotogy> The department may permit the use of a revised methodology consis-
tent with new or revised editions or standards established by technical societies and organizations

on a case-by-case basis.

3. Wmmemw a. The department may permit the use of an alter-
native methodology on a case-by-case basis if the laboratory seeking to use that methodology sub-
mits data establishing the accuracy and precision of the alternative methodology and if the accuracy

and precision obtained through the use of the alternative methodology equals or exceeds that

obtained through use of the accepted methodology. The depagtment-siiallestablisiiby-rale The data
W&mq&ﬁe&&@_@mitted’ﬁaﬁmm@rﬁaEﬁngwm precision ofalternative~

meHioay”

traderc(Irbunx 13) Fri-Jan-28-2000 2:58 pm
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b. A laboratory seeking to use an alternative methodology may request confidential treatment
of any data or information submitted to the department under this paragraph. The department shall
grant confidential status for any data or information relating to unique methods or processes if the

disclosure of those methods or processes would tend to adversely affect the competitive position of

the laboratory.

% 4. Walienmof TMe=psecrttee”. The department may waive any procedure prescribed in the
accepted methodology on a case-by-case basisif the laboratory seeking this waiver establishes suf-

ficient reasons for the waiver and that the waiver does not adversely affect the purpose for which

the test is conducted.
®@ Poficien ﬁw‘w?
Sﬁ‘ (c) Reféfmcz’[sample ; he department may prescribe by rule criteriafor determining the
accreslit _ froficincy fertf
‘f( accuracy of tests byycertified: |aboratories on tefereneejsamplcs. The department shall;providesto-

the extenitTeasonably-possible;Teference samples prepared-by.an independent souree-for-arepiesen

, ; , vV . acorwt'?(w@
ELQp\g‘f_t/egﬁategemcs_wh&eh«aﬁto be regularly and routinely performed b)%cefti‘f'red\
laboratories. epartmentmay. Yequire acertiieiNabeoratoriieanalyzonot inare-than 3refeence
e —~(publish lists of appro rovidars Fffaﬁqem 7‘64’7‘-75,
samptles-per year-for-each-testeategong, o mﬂes for fets thatb are 7'

S S

o e s e

(d) Quality control. The department shall establish by rule minimum requirements for a quality
jk’ control program Mﬁel;;enwres that a laboratory complies with criteria for the accuracy and preci-

Hhat
*}4 sion of tests iwdach\estcatesory and whq'chﬂspecifi% procedures to be followed if these criteria are

: v 9V
mThe department may accept aquality control program based gon W federal require- \/

ments for similar test categories. [bo rofm’\(f_ 2 MEX,JL«V{ yon C@H?WQ
| L
if-
/ % () Records. Ma particular time period is not otherwise specified by law, the department may
] _ AW _ _
1{ prescribe by rule\ﬁmﬁmmm length of time\laboratory analysis records and quality

control data specified in the laboratory’s quality control program are to be retained by the |aboratory.
@CV ‘fena QM“(’J)\W\
® Appumn‘-mﬂforﬂswrﬁca&on' jor. The department shall specify by rule the criteria and standards
comJ “‘{'ajﬁm

' A
to be met by applicants for Acgmﬁcamno oraf iri e as

‘\\\A (mLom)hF S"l@/[ COMQMML VJ(“‘WQ#S an ‘d‘”j’/ esfaé/frl\% aa,oﬂg

raderc(lrbunx C,O‘r\j)(b'( roT(am +M 3“2 QY\(;‘M ’ﬂ\ C/ﬁf%d 5["'@0 . U */U-QL
e /JZ{ the %Lt’m’j baved o the ‘ﬁﬂﬁzﬁ nat 2 rerimw'rar\mvﬁmg/
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Jffsucw\(_e__ o( acov‘eat\’\k*;a'f\ ch%;{.aj.)\m
€9) The department shall issue an mm%eemﬁcatiorylto a laboratory for a
%’ ified test\pAfRONY if, lllfat: f“ﬁ# it diti m,mefg)
specified test i of the following conditions
3 m an proided by The oolfaffw
1. ¢Applieation> The laboratory submits an application/requesting wﬂ*ﬂﬁa&ﬁ%’ﬁ\a specified
test category acereditbion for-
2. Methiotdelegy~ The laboratory specifies a methodology prescribed or permitted under par.
the
(b) \&dneh’kffntends to utilize in conducting testt)@u&hﬁ*specrﬁcd*tes(}tegoq@
Yzﬁgw“ fOFwo&l f”«"“f?—
3. XAccuraey> |f the department pfb’v‘idws,a*efefcneclsample e laboratory conducts atest on
the sample and obtains results whwkx”cbo:{nply with the rmmmumf\éf terlafomgeu;aey for twhayspem-

fied test (cajogeory. m
4. ‘Quatty comrot™ The laboratory has or agrees to implement a quality control programpu}neh

meets minimum requirements under par. (d) for the specified test pAtagory and wh]eh,ls to com-
acCreditat) on

m S’Jr J mence no later than the date of cem-ﬂmt»m7
-2 V‘A—? & W&ZMJW “gb hall be renewed annuall
) erio 0 ratorige shall be renewed annually. A-eertifieation
yiisiiea ot oo ‘?“ !

\/ A ls vahd from the date of issuance until it expires, is revoked or Xsuspended

I (i) Suspension and revocation. After considering recommendations from the council, the depart-
g‘-—l'{' g . o . . ace r@C"ﬁdL"OV\
ment shall establish by rule criteria and procedures for the review and evaluation of the}( ificat]
acereddation

of laboratories and the suspension or revocation ogfmrﬂmmlf after opportun fora ntes teg
acc X as o ‘\4—0
case hearing, the department finds that f‘a@oratory er1a y and cons1stently falled to

egrav a CCM{
comply with the criteria and procedur ma suspend or revoke th ]Q_ept‘If'rsa
l:z)m "
tiomof the Iaboratory A person whose Céft‘lﬁe&{]ﬂﬂﬂls suspended or revoked ma reapply for certifi-
\caﬁon/\upon a ShOWI ng that the person meets the applicable criteria for/(cemﬁcamn and has corrected
the deficiencies that led to the suspension or revocation.
History: 1983 a. 410; 1985 a. 22's. 11; 1985 a. 29 s. 3202 (39); 1985 a. 84 s. 8; 1985 a. 182 s. 57; 1989 a. 31; 1991

a. 32, 39; 1993 a. 27, 491; 1995 a. 27; 1995 a. 227 s. 818; Stats. 1995 s. 299.11; 1995 a. 417 s. 52.
vo) & Al S

s d

,’)\
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Section #. 299.11 (8) (title) and (a) terXe)-of the statutes are amended to read:

@
Cefheatyom
e e
299.11 (8) (title) REGISTRATION{PROCEDURE. )
Historl9w;_1985.a.—%2‘s:’1 1985 a. 29 s. 321985 a. A89)320985 a. 84 5. 8; 1985 a. 182 's. 57; 1989 a. 31; 1991

—
a.32¢39; 1993 a. 27, 491; 1995 a. 27; 1995 a. 227 s. 818; Stats. 1995s. 299.11; 1995 a. 417's. 52.

@ > (a) Criterl:a.")‘Upea-appl-ieﬂti'on,-thc epartment shall register a laboratory if the laboratory com-

plies with the requirements of this subsection, if the laboratory does not perform tests commercially

for hire/and 12 f dhelaboved W’J,._-_MMLML%_ i conmecion o1 b
i e of Tra fallowive pplita) ch 263 3
1. The laboratory-performstests sole Wn‘ifs”wn behalf or on behalf of a subsidiary or other

;4)\4 corporation under common ownership or controk-e# «

2. The laboratory is owned or controlled by a municipality or 2 or more munici palltles and per-
Vi fegt
)’g forms tests solely on behalf of themmsigipality<er municipalitie /

Hisory: 1983 a. 410; 1985 a. 22 s. 11; 1985 a. 29 s. 3202 (39); 1985 a. 84 s. 8; 1985 a. 182 s. 57; 1989 a. 31¥ 1991

a. 32, 39; 1993 a. 27, 491; 1995 a. 27; 1995 a. 227 s. 818; Stats. 1995 s. 299.11; 1995 a. 417 s. 52.

/44‘,,(@/ C,@Ym {Ewmwp\j\)% 1& ﬂfsﬂ. CéuMbLQ
the MM jmeuﬁﬂdD ’/““Qé‘//;fe“i o "m'wtaw\
O{JJFQ/m ao )gﬂzV\&Q_QJ 1N ‘nua Jwésedf)m} fo /sz M
fo e,\)afua&te ég A fedion | 77\,4 T
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Tased 692
fo
Section #. 299.11 (8) (b),\wr(.da\amy (e) of the statutes are amended to read:
X3,

22 )/\esu,@ theb C,M\:Lp!% (,\.);7(1\ VRN IV A~ w@

o acteqacy . a MT&\ N

corvthilie S \\

% 299.11 (8) (b) Methodology. Testing by afegistefec%lagoratory conducted in connection with a

rm {

;g covered program shall be carried out in accordance with sub. (4')1 /
History: 1983 a. 410; 1985 a. 22's. 11; 1985 a. 29 s. 3202 (39); 1985 a. 84 5. 8; 198.5 a. 182 5. 57; 1989 a. 31; 1991
a. 32, 39; 1993 a. 27, 491; 1995 a. 27; 1995 a. 227 s. 818; Stats. 1995 s. 299.11; 1995 a. 417 s. 52.
«( (c) Reference sample testing. The department may require by rule reference sample testsyipon

application and annually thereafter. If results from these tests do not meet minimum criteria estab-

v
/‘K lished by rule, the department may require additional reference sample testing. Hthllllctatory par—

otherwis ins-indeperdentreference-sampies; thedepartment-may-aceept-those Tesultsinstead
arted shelC publcl fiste of 7

§ yeferene samplec for ferls ‘/lu'/‘ Tola 7/ /
History: 198%"4!@:'1’9&5‘3‘22‘?‘1‘1‘3‘1“‘30 95320239y ~1985 " ;8'57-18 %
a. 32, 39; 1993 a. 27, 491; 1995 a. 27; 1995 a. 227 s. 818; Stats. 1995 s. 299.11; 1995 a, 417 s. 52. /
144,@0 «ﬁa‘bé /:lr -
)fé (d) Quality control. The laboratory shall conduct self—audits andja quatity control program c0O
sistent with criteria specified by rule by the department and based on methods and standards pre-

scribed by rule and considering criteria used by the federal environmental protection agency, the

2{3‘ American Society for Testing and Materials; i i i fmprove

, , AN~ br oveamidadn
,f( aat-aeademy-of-setences or{other equivalent agenchEﬁMﬁymepartment.

History: 1983 a. 410; 1985 a. 22 s. 11; 1985 a. 29 s. 3202 (39); 1985 a. 84 s. 8; 1985 a. 182 s. 57; 1989 a. 31; 1991

a. 32, 39; 1993 a. 27, 491; 1995 a. 27; 1995 a. 227 s. 818; Stats. 1995 s. 299.11; 1995 a. 417 s. 52.
(e) Records thrcﬁ'%fﬁarti cular time period is not otherwi SA:.SP ified by law, the department may
.‘{ prescribe by rule for each test eategesy the length of timellaboratory analysis records and quality
control data specified in the laboratory’s quality control program are to be retained by the laboratory.

History: 1983 a. 410; 1985 a. 22 s. 11; 1985 a. 29s. 3202 (39); 1985 a. 84 s. 8; 1985 a. 182 s. 57; 1989 a. 31; 1991

a. 32, 39; 1993 a. 27, 491; 1995 a. 27; 1995 a. 227 s. 818; Stats. 1995 s. 299.11; 1995 a. 417 s. 52.
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op fs/lé%’/k (‘(/)W\V
(¢) Cer)

Section #. 299.11 (})“ég)rf the statutes is &mendt:ar to read:
N, i o

¥ 299.11 (I¥nitiakcertifications The department shall issue an-ikitia Rcertiﬁcation to a labora-
& I(C {ha Loy adecy. meg® ;
X tory for a specified test category iffall of the follbwing conditions ane\me@z 1L, e cp,f,xw,
‘K ) _ O ) or\‘paﬁy‘;l.‘—lﬂm/\
1. SApplication- The laboratory submits an apphcatlon/{requestmg certification in a specified
test category.
2. M@fhoh&de-le% The laboratory specifies a methodology prescribed or permitted under par.
4
(b) \Mh'ieh‘it intends to utilize in conducting tests in the specified test category.

regounes ot rese X
3. “Accuracy*’ If the depart ment—Aa reference sampI? Kthe laboratory conducts atest on

anappived refesence + he
\:he‘gaj:ﬁgre and obtains results whie)ylf:f)?nply with the minimum criteriafor accuracy for hbag(speci-

fied test category. ﬂJL

4. (Quatity-centrolly The |aboratory has or agrees to implement a quality control progran}{whi*eh
v’
meets minimum requirements under par. (d) for the specified test category and whieky{is to com-

mence no later than the date of certification.

History: 1983 a. 410; 1985 a. 22's. 11; 1985 a. 29 s. 3202 (39); 1985 a. 84 s. 8; 1985 a. 182 's. 57; 1989 a. 31; 1991

a. 32, 39; 1993 a. 27, 491; 1995 a. 27; 1995 a. 227 s. 818; Stats. 1995 s. 299.11; 1995 a. 417 s. 52.

§. The /aC(MMLo/ﬁ’ Moo camﬂweMa:@)\m of The uﬁefa—ﬂ‘mamﬂl fo
Jeufwm an on-site evaluabion fo doterming Cg%"*f/mce c.u.'f(,\
the extteriv ord stydardo pdey par (o ) and recobves any
doviations $eoon thse crifrcin and shordorde Hhd ace
A Fied dorivg o evalluation, excepl A the. Lot
Mom Laree Tho cordbfion 1§ ee laberatury hao /ow@w‘ouo/
hool succuoﬂotf(/onvsh‘e wlactivn for <imilos hots o Frd

Caf;jm(\\w»
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to
Section #. 299.11 (8) (%@?}éﬂd (h) of the statutes are amended to read:

299.11 (8) (H Reg%aﬂejm

),( is valid from the date of issuance until it expires, is revoked or‘{\'éfiispended.

History: 1983 a. 410; 1985 a. 22 s. 11; 1985 a. 29 s. 3202 (39); 1985 a. 84 s. 8; 1985 a. 182 s. 57; 1989 a. 31; 1991

a. 32, 39; 1993 a. 27,491, 1995 a. 27; 1995 a. 227 s. 818; Stats. 1995 s. 299.11; 1995 a. 417 s. 52.

CM J"ﬁ Cd/%)
(g) Suspension or revocation of xesg [ If, after opportunity for a contested case hearing,
the department finds that aregi a 'oratory has falsified results or has materially and consis-

= K

u
tently failed to comply with the self-audit procedures and quality control programs provided—i—r}(par.
(d), it may suspend or revoke the registration of the laboratory. A person whose ;eg*s&p&&e% iOR(1S SUuSs-

. .‘m_&.ﬁaza .
pended or revoked may reapplz for registrationjupon a showing that the person meets the applicable
criteria for segistration ﬁind has corrected the deficiencies that led to the suspension or revocation.

History: 1983 a. 410; 1985 a. 22 s. 11; 1985 a. 29 s. 3202 (39); 1985 a. 84 s. 8; 1985 a. 182 s. 57; 1989 a. 31; 1991

a. 32, 39; 1993 a. 27, 491; 1995 a. 27; 1995 a. 227 s. 818: Stats. 1995 s. 299.11; 1995 a. 417 s. 52.

@ Acoredity " ceddicdim
(h) Gertzﬁta?vn]ﬁﬁz’o’ﬁ laboratory whieHfis otherwise eligible to seek registrationymay elect

e !
to apply foreert—i-ﬁe&t-ienﬂunder sub..é?-}./ (7 [ ‘/
History: 1983 a. 410; 1985 a.22s. 11; 1985 a. 29 s. 3202 (39); 1985 a. 84 s. 8; 1985 a. 182 s.57; 1989 a. 31; 1991

a. 32, 39; 1993 a. 27, 491; 1995 a. 27; 1995 a. 227 s. 818; Stats. 1995 s. 299.11; 1995 a. 417 s. 52.
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RCT:kmgé&ksh:km
;(Myjf (-g ° / SECTION 18
1 (rule préscribing criteria to be used to evaluate laboratories foraccreditat:
‘\\""*-mm e . ,,/"/"'M
2 procedures for accréﬂi’ﬁiﬁ@“'laboratorieg:—_—_—_'l_:he&l‘,iteﬂﬁ'éflall be consistent with the
3 standards-establishedby"""fﬂé’National Environmental Laboﬁ&W"ACCredi ation
. 4 Conf R oo e e i R £ S T T ) . -
Ty onference o m?eé’(?:/ L (994 NS conmern A A-
g SECTION 190 299.11 (9) of the statutesjis amended tb read: o (g o B )/
6 299.11 (9) Fees. The departr:,ent shall promulgate by rule a graduated
an

@ schedule of fees for accrediteg-, Acertiﬁed and—registered laboratories which are

designed to recover the costs of administering this section.
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1999 Tt 6 ¢
LRB , |
Nonstat File Sequence: F F F IS - IS -

EFFECTIVEDATE . e e

1. Inthe component bar: For the action phrase, execute: . ... create — action: — *NS: - effdate-,
For the text, execute: ............ create — text: — *NS; —>-effdateA \

“ "or“( ) only if a “frozen” number is needed.
D= m——

2. Nonstatutory subunits are numbered automatically if “( #1 )*, “(#2), etc., is ed‘iﬁﬁ?’elow, fillin
\

SECTION #-__ . Effective date.

e

1.

For the text, execute: .. ......... create — text: — *NS: — effdate
2. Nonstatutory subunits are numbered automatically if “( #1 )”, “(#2)”, etc., is filled in. Below, fill in
“__Tor“ Y onlyif a“frozen” number is needed.

SECTION # d__ . E£Effective 8 vve.. oo

....seee00. This act takes effect on the day after publication, except as follows:

(#1 ) Y\v. .. SPITI SR RR R T TR LR LLLRRRRRRTIRRRRRRS The treatment of
sections V‘M X .........................................................
of the statutes take§ effect on Jule b 200l
¥ — vva——— —
1. Inthe component bar: For the budget action phrase, execute:..create — action: - *NS; -9
= For the text, execute: ............ create — text: — *lﬁ:—éﬁf—d'ate
2. Nonstatutory subunits are numbered automatically if ( #1 )", “(#2)”, etc., is filledin. Below, for the .
bud;%ﬁ.ll{ the 9400 department code; and fillin “( )" only if 0zen” number is needed.
et~

\ ]
SECTION 94 ~._ o Effective dates; c.ooeeveeerereenenencennnss
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DRAFTER’S NOTE LRB-4286/1dn
FROMIHE RCT:kmg:jf
LEGISLATIVE REFERENCE BUREAU

February 3, 2000

This is a draft of DNR’s proposal concerning laboratory accreditation and
certification. DNR proposes to replace the current certification requirements with
accreditation requirements and to modify the current registration requirements and
rename “registration” to be “certification”. It will take some time for DNR to become
authorized to grant accreditation and for laboratories that are now certified to become
accredited. Therefore, this draft authorizes the accreditation process to begin now, but
doesn't eliminate the current certification provisions until July 1, 2001 (the date
suggested by Alfredo Sotomayor of DNR). This results in a complex draft (many
provisions are amended upon enactment and then amended again on July 1, 2001), but
it allows for an orderly transition to the revised program. Note, however, that, if DNR
Is not approved as an accrediting authority in time, the statutes will have to be
amended again.

This draft should be reviewed by DNR personnel in the laboratory certification
program.

Please contact me with any questions or redraft instructions.

Rebecca C. Tradewell

Managing Attorney

Phone: (608) 266-7290

E-mail: Becky.Tradewell@legis.state.wi.us
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O/U ‘77[€

AD
o
AN ACT to repeal 299.11 (1) (g), 299.11 (5) (b) and (c) and 299.11 (7); to renumber
299.11 (1) (a); fo amend 15.107 (12) (title) and (a), 93.12(5), 93.12(9), 93.12(9),
97.34 (2) (c), 281.75 (6) (a), 299.07 (1) (a) Il., 299.07 (1) (a) Il., 299.11 (title),
299.11 (1) (b), 299.11 (1) (b), 299.11 (1) (), 299.11 (1) (g), 299.11 (2), 299.11 (3),
299.11(3),299.11 (4) (title) and (a),299.11 (4) (title) and (a),299.11 (4) (c), 299.11
(4) (c), 299.11 (5) (title), 299.11 (5) (title), 299.11 (5) (d), 299.11 (5) (d), 299.11 (6),
299.11 (6), 299.11 (8) (title) and (a), 299.11 (8) (b) to (e), 299.11 (8) () to (h),
299.11 (9) and 299.11 (9); and to create 299.11 (1) (ae), 299.11 (1) (em), 299.11
(1) (eq), 299.11 (5) (cm), 299.11 (7m), 299.11 (8) (eg) and 299.11 (8) (er) of the

statutes; relating to: accreditation, certification and registration of

laboratories by the department of natural resources.

Analysis by the Legislative Reference Bureau

Under current law, the department of natural resources (DNR) may specify
tests related to programs administered by DNR that must be conducted by
laboratories certified or registered by DNR or the department of agriculture, trade
and consumer protection (DATCP) or certified or registered by another state or a
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federal agency that recognizes laboratory certification by DNR and that uses
standards equivalent to this state’s standards.

This bill authorizes DNR to apply to the federal environmental protection
agency to be approved to accredit laboratories under a national environmental
laboratory accreditation program. If DNR is approved to accredit laboratories under
the national program, an accredited laboratory may conduct tests that currently
must be conducted by a certified or registered laboratory. If DNR is approved to
accredit laboratories under the national program, this state must accept test results
from laboratories accredited by other accrediting authorities and other accrediting
authorities must accept test results from laboratories accredited by DNR.

On July 1, 2001, this bill eliminates the current certification under DNR’s
laboratory program and modifies the current requirements for registration, which
the bill renames certification. On that date, the bill also eliminates reciprocal
recognition of any kind of laboratory approval by another state or by a federal agency
other than accreditation under the national environmental laboratory accreditation
program. Thus, beginning on July 1,2001, the laboratory must be accredited by DNR
or another accrediting authority under the national program, or certified by DATCP
or DNR to conduct tests specified by DNR.

For further information see the state and local fiscal estimate, which will be
printed as an appendix to this bill.

The people of the state of Wisconsin, represented in senate and assembly, do
enact as follows:

SECTION 1. 15.107 (12) (title) and (a) of the statutes are amended to read:

15.107 (12) (title) - ACCREDI TATLON AND CERTIFI CATION STANDARDS

REVIEW COUNCI L. (@) Creation. There is created in the department of administration
& an accreditation and certification standards review council consisting of 9
members.

SECTION 2. 93.12 (5) of the statutes is amended to read:

93.12 (5) The department shall establish uniform minimum standards to be
used in the evaluation and certification of laboratory examinations. The department

shall submit any rules proposed under this subsection which affect the laboratory

accreditation and certification program under s. 299.11 to the department of natural

resources and to the state laboratory of hygiene for review and comment. These rules
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may not take effect unless they are approved by the department of natural resources
within 6 months after submission.

SecTIoN 3. 93.12 (9) of the statutes is amended to read:

93.12 (9) The department shall recognize the accreditation, certification or
registration of a laboratory by the department of natural resources under s. 299.11
and shall accept the results of any test conducted by a laboratory accredited. certified
or registered to conduct that category of test under that section.

SecTIoN 4. 93.12 (9) of the statutes, as affected by 1999 Wisconsin Act . . . . (this
act), is amended to read:

93.12 (9) The department shall recognize the accreditation? or certification ex
registration Of a laboratory by the department of natural resources under s. 299.11
and shall accept the results of any test conducted by a laboratory accredited? or
certified erregistered to conduct that category of test under that section.

SECTION 5. 97.34 (2) (c) of the statutes is amended to read:

97.34 (2) (c) The department may require testing of bottled drinking water for
substances subject to any standard under par. (b) and for any other substance if the
department determines that the water system used as the source of the bottled
drinking water has a potential of being contaminated, based on contamination of
other water systems or groundwater in the vicinity. The department shall adopt by
rule requirements for periodic sampling and analysis for the purposes of this
subsection. The department shall require all analyses to be conducted by a
laboratory accredited or certified under s. 299.11.

SECTION 6. 281.75 (6) (a) of the statutes is amended to read:

281.75 (6) (a) Contamination of a private water supply, as defined under sub.

(1) (b) 1. or 2., is required to be established by analysis of at least 2 samples of water,
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taken at least 2 weeks apart, in a manner which assures the validity of the test
results. The samples shall be tested by a laboratory accredited or certified under s.
299.11.

SECTION 7. 299.07 (1) (a) 11. of the statutes is amended to read:

299.07 (1) (a) 11. A certification, accreditation or registration under s. 299.11.

SecTioN 8. 299.07 (1) (a) 11. of the statutes, as affected by 1999 Wisconsin Act
. ... (this act), is amended to read:

299.07 (1) (a) 11. A certification; or accreditation erregistration under s.
299.11.

SecTIoN 9. 299.11 (title) of the statutes is amended to read:

299. 11 (title) Laboratory_accreditation and certification program.

SecTioN 10. 299.11 (1) (a) of the statutes is renumbered 299.11 (1) (am).

SECTION 11. 299.11 (1) (ae) of the statutes is created to read:

299.11 (1) (ae) “Accredited” means accredited under sub. (7m) or recognized as
accredited under sub. (5).

SECTION 12. 299.11 (1) (b) of the statutes is amended to read:
299.11( 1) (b)“Certifiedlaberatery” means adabs

certified under sub. (7) or receivesrecognition recognized as a certified laboratory

under sub. (5).

SEcTION 13. 299.11 (1) (b) of the statutes, as affected by 1999 Wisconsin Act.. . . .
(this act), is amended to read: ,

299.11 (1) (b) “Certified” means certified under sub. {5)-errecognized-as
certified-undersu—i(5) (8).

SEcCTION 14. 299.11 (1) (c) of the statutes is amended to read:
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299.11 (1) (c¢) “Council” means the _accreditation and certification standards
review council created under s. 15.107 (12).

SECTION 15. 299.11 (1) (em) of the statutes is created to read:

299.11 (1) (em) “National Environmental Laboratory Accreditation
Conference” means the voluntary association of state and federal officials, sponsored
by the federal environmental protection agency, with the purpose of establishing
national performance standards for environmental laboratories.

SECTION 16. 299.11 (1) (eq) of the statutes is created to read:

299.11 (1) (eq) “National environmental laboratory accreditation program”
means the program of the federal environmental protection agency that oversees the
implementation of national performance standards established by the National
Environmental Laboratory Accreditation Conference and determines whether to
approve state and federal agencies as accrediting authorities for environmental
laboratories.

SECTION 17. 299.11 (1) (g) of the statutes is amended to read:

299.11 (1) (9) “Registered laboratory” means alaboratorywhich-is registered
under sub. (8) or reeeives—reecognition recognized as a registered laberatory under
sub. (5).

SECTION 18. 299.11 (1) (g) of the statutes, as affected by 1999 Wisconsin Act . . . .
(this act), is repealed.

SECTION 19. 299.11 (2) of the statutes is amended to read:

299.11 (2) COORDINATION WTH DEPARTMENT OF AGRICULTURE, TRADE AND
CONSUMER  PROTECTION. (@) The department shall submit to the department of
agriculture, trade and consumer protection and to the state laboratory of hygiene

any rules proposed under this section that affect the laboratory eertification program
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under s. 93.12 (5), for review and comment. These rules may not take effect unless

they are approved by the department of agriculture, trade and consumer protection

within 6 months after submission.

(b) The department shall enter into a memorandum of understanding with the
department of agriculture, trade and consumer protection setting forth the
responsibilities of each department in administering the laboratory eertification
programs under s. 93.12 (5) and this section. The memorandum of understanding
shall include measures to be taken by each department to .avoid duplication of
application and compliance procedures for-laberatorycertification.

Sectiov 20. 299.11 (3) of the statutes is amended to read:

299.11 (3) CBRFIFICATION ACCRED TATION AND CERTI FI CATI ON  STANDARDS REVI EW

COUNCI L. The council shall review the laboratory certification and, registration and

accreditation program and shall make recommendations to the department

concerning the specification of test categories, reference sample testing and

standards for certification, registration, accreditation, suspension and revocation

and other aspects of the program._Recommendations concerning accreditation shall

Laboratorv Accreditation Conference.

SEction 21. 299.11 (3) of the statutes, as affected by 1999 Wisconsin Act . . . .
(this act), is amended to read:

299.11 (3) ACCREDI TATION AND CERTI FI CATI ON STANDARDS REVIEW COUNCI L. The
council shall review the laboratory certification- and accreditation
program and shall make recommendations to the department concerning the
specification of test categories, reference sample testing and standards for

certification, registration; accreditation, suspension and revocation and other
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aspects of the program. Recommendations concerning accreditation shall be
consistent with the standards established by the National Environmental
Laboratory Accreditation Conference.

SECTION 22. 299.11 (4) (title) and (a) of the statutes are amended to read:

299.11 (4) (title) DEPARTMENT MAY REQUIRE ACCREDITATION. CERTIFICATION OR
REGISTRATION. (@) Applicability. Except as provided in subs. (5) and (6), if results from
a test in a specified test category in a covered program are required to be submitted
to the department, the department may require by rule that the test be conducted

by a laboratory which is accredited, certified or registered to conduct tests in that

specified category. The department may require that tests be conducted by a an
accredited or certified laboratory if the requirements for registration do not meet the
requirements of an applicable federal law.

SEcTION 23. 299.11 (4) (title) and (a) of the statutes, as affected by 1999
Wisconsin Act . . .. (this act), are amended to read:

299.11 (4) (title) DEPARTMENT MAY REQUIRE ACCREDITATION; OR CERTIFICATION OR
REGISTRATION. (a) Applicability. Except as provided in subs. (5) and (6), if results from
a test in a specified test category in a covered program are required to be submitted
to the department, the department may require by rule that the test be conducted
by a laboratory which is accredited, or certified erregistered to conduct tests in that
specified category. The department may require that tests be conducted by an
accredited ercertified laboratory if the requirements for registration certification do
not meet the requirements of an applicable federal law.

SECTION 24. 299.11 (4) (c) of the statutes is amended to read:

299.11 (4) (c) Delayed effective date. A rule identifying specified test categories
for which tests are required to be conducted by a_an accredited, certified or registered
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laboratory may not take effect until at least 120 days after publication. The
department may not require a person to resubmit results of tests which were not
required to be conducted by a_an accredited, certified or registered laboratory at the
time of the original submission merely because of that fact.

SECTION 25. 299.11 (4) (c) of the statutes, as affected by 1999 Wisconsin Act . . . .
(this act), is amended to read:

299.11 (4) (c) Delayed effective date. A rule identifying specified test categories
for which tests are required to be conducted by an accredited, or certified er
registered laboratory may not take effect until at least 120 days after publication.
The department may not require a person to resubmit results of tests which were not
required to be conducted by anaccredited; or certified erregistered laboratory at the
time of the original submission merely because of that fact.

SECTION 26. 299.11 (5) (title) of the statutes is amended to read:

299.11 (5) (title) REcooNITION OF OTHER _ACCREDITATIQN,  CERTIFICATION OR
REG STRATI ON.

SECTION 27. 299.11 (5) (title) of the statutes, as affected by 1999 Wisconsin Act
. ... (this act), is amended to read:

299.11 (5) (title) REcoGNITION OF OTHER ACCREDI TATI ON-

SECTION 28. 299.11 (5) (b) and (c) of the statutes are repealed.

SECTION 29. 299.11 (5) (cm) of the statutes is created to read:

299.11 (5) (cm) Reciprocity for rnational accreditation. If the department is
approved as an accrediting authority under sub. (7m) (a) and another accrediting
authority under the national environmental laboratory accreditation program

recognizes accreditation by the department under sub. (7m), the department shall
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recognize a laboratory as accredited to conduct tests in any test category for which
the laboratory is accredited by that other accrediting authority.

SecTioN 30. 299.11 (5) (d) of the statutes is amended to read:

299.11 (5) (d) Discretionary acceptance. The department may accept the
results of a test in a specified test category even though the test was not conducted
by a an accredited, certified or registered laboratory. The department may charge
an extra fee if it is necessary to verify the results of a test submitted under this
paragraph.

SecTion 31. 299.11 (5) (d) of the statutes, as affected by 1999 Wisconsin Act . . . .
(this act), is amended to read:

299.11 (5) (d) Discretionary acceptance. The department may accept the
results of a test in a specified test category even though the test was not conducted
by an accredited? or certified or-registered laboratory. The department may charge
an extra fee if it is necessary to verify the results of a test submitted under this
paragraph.

SECTION 32. 299.11 (6) of the statutes is amended to read:

299.11 (6) NoT APPLICABLE TO OTHER PROGRAMS. Nolaboratoryisrequiredtobe

accredited, registered or certified under this section for any purpose other than the

submission of results under a covered program.

SEcTION 33. 299.11 (6) of the statutes, as affected by 1999 Wisconsin Act . . . .
(this act), is amended to read:

299.11 (6) NOTAPPLI CABLETOOTHERPROGRAMB.  Nolaboratoryisrequiredtobe
accredited;-registered or certified under this section for any purpose other than the
submission of results under a covered program.

SEcTION 34. 299.11 (7) of the statutes is repealed.
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Section 35. 299.11 (7m) of the statutes is created to read:

299.11 (7m) Accreni TATION. (@) Accrediting authority. The department may
apply to be approved as an accrediting authority under the national environmental
laboratory accreditation program.

(am) Criteria. If the department is approved as an accrediting authority under
par. (a), the department shall, after considering recommendations by the council,
promulgate rules establishing uniform minimum criteria, as provided in this
subsection, to be used to evaluate laboratories for accreditation. The criteria shall
be consistent with nationally recognized criteria to the maximum extent possible.

(b) Methodology. 1. The department shall prescribe by rule the accepted
methodology to be followed in conducting tests in each test category. The department
may prescribe by rule accepted sampling protocols and documentation procedures
for a specified test category to be followed by the person collecting the samples. The
department may prescribe this methodology by reference to standards established
by technical societies and organizations as authorized under s. 227.21 (2). The
department shall attempt to prescribe this methodology so that it is consistent with
any methodology requirements under the Resource Conservation and Recovery Act,
as defined under s. 289.01 (30), the federal Water Pollution Control Act, as amended,
33 USC 1251 to 1387, the Safe Drinking Water Act, 42 USC 300f to 300j-26, or the
Toxic Substance Control Act, 15 USC 2601 to 2692.

2. The department may permit the use of a revised methodology consistent with
new or revised editions or standards established by technical societies and
organizations on a case-by-case basis.

3. a. The department may permit the use of an alternative methodology on a

case-by-case basis if the laboratory seeking to use that methodology submits data
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establishing the accuracy and precision of the alternative methodology and if the
accuracy and precision obtained through the use of the alternative methodology
equals or exceeds that obtained through use of the accepted methodology.

b. A laboratory seeking to use an alternative methodology may request
confidential treatment of any data or information submitted to the department
under this paragraph. The department shall grant confidential status for any data
or information relating to unique methods or processes if the disclosure of those
methods or processes would tend to adversely affect the competitive position of the
laboratory.

4. The department may waive any procedure prescribed in the accepted
methodology on a case-by-case basis if the laboratory seeking this waiver
establishes sufficient reasons for the waiver and that the waiver does not adversely
affect the purpose for which the test is conducted.

(c) Proficiency testing sample. The department may prescribe by rule criteria
for determining the accuracy of tests by accredited laboratories on proficiency testing
samples. The department shall publish lists of approved providers of proficiency
testing samples for tests that are to be regularly and routinely performed by
accredited laboratories.

(d) Quality control. The department shall establish by rule minimum
requirements for a quality control program that ensures that a laboratory complies
with criteria for the accuracy and precision of tests and that specifies procedures to
be followed if these criteria are not met. A laboratory shall conduct self-audits and
shall establish a quality control program that is consistent with criteria specified by

rule by the department based on the standards of the national environmental
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laboratory accreditation conference. The department may accept a quality control
program based on federal requirements for similar test categories.

(e) Records. If a particular time period is not otherwise specified by law, the
department may prescribe by rule the length of time that laboratory analysis records
and quality control data specified in the laboratory's quality control program are to

be retained by the laboratory.

~The depaWWia

by applicantsNor.acéreditation.

(%) Issuance of accreditation. The department shall issue an accreditation to
a laboratory for a specified test if the laboratory meets all of the following conditions:

1. The laboratory submits an application, on a form provided by the
department, requesting accreditation for a specified test.

2. The laboratory specifies a methodology prescribed or permitted under par.
(b) that it intends to utilize in conducting the test.

3. If the department requires a proficiency testing sample, the laboratory
conducts a test on the sample and obtains results that comply with the minimum
acceptance criteria for the specified test.

4. The laboratory has or agrees to implement a quality control program that
meets minimum requirements under par. (d) for the specified test and that is to
commence no later than the date of accreditation.

5. The laboratory allows a representative of the department to perform an

on-site assessment to evaluate compliance with the starrd‘?ds\

cxfersio estal /subw\o&(‘ df(am)

eﬁmnmmmedﬁa&pnﬁﬂf&eﬁeeﬂand resolves any deviations from

c riRA A
those at,a-nﬂvarde{that are identified during the assessment.
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cgi) Interim accreditation. The department may grant interim accreditation
to a laboratory that meets the conditions in par. (ﬁ) 1. to 4.

(h) Accreditation period. Accreditation of a laboratory shall be renewed
annually. Accreditation is valid from the date of issuance until it expires, is revoked
or is suspended.

(hm) Interim accreditation period. Interim accreditation expires one year after
the date on which the laboratory meets all of the conditions specified in par. (gm).
Interim accreditation is valid until it expires, is revoked, is suspended or is
superseded by accreditation after compliance with par. 5?1) 5.

(i) Suspension and revocation. After considering recommendations from the
council, the department shall establish by rule criteria and procedures for the review
and evaluation of the accreditation of laboratories and the suspension or revocation
of accreditation. If, after opportunity for a contested case hearing, the department
finds that an accredited laboratory has falsified results or has materially and
consistently failed to comply with the criteria and procedures provided under par. (d),
the department may suspend or revoke the accreditation of the laboratory. A person
whose accreditation is suspended or revoked may reapply for accreditation upon a
showing that the person meets the applicable criteria for accreditation and has
corrected the deficiencies that led to the suspension or revocation.

SECTION 36. 299.11 (8) (title) and (a) of the statutes are amended to read:

299.11 (8) (title) REcisTrRATION CERTIFICATION PROCEDURE. (a) Criteria. Upen

application;the After considering recommendations by the council, the department

hall promulgate rul lishing uniform minimum criteria. rovided in thi

. rtification. The department
certs
shall fegis%erﬂa‘ldboratory if the laboratory complies with the requirements of this
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subsection, if the laboratory does not perform tests commercially for hire_if the

laboratory performs tests solelv in connection with ch. 283 and if one of the following

applies:

1. The laboratory performs tests solely on its own behalf or on behalf of a
subsidiary or other corporation under common ownership or control;es,

2. The laboratory is owned or controlled by a municipality or 2 or more
municipalities and performs tests solely on behalf of themamsipality=—or
municipalities in test categories specified bv the department bv rule.

SecTION 37. 299.11 (8) (b) to (e) of the statutes are amended to read:

299.11 (8) (b) to (e) Methodology. Testing by a registered certified laboratory
conducted in connection with a covered program shall be carried out in accordance
with sub. €A (7m) (b).

(c) Reference sample testing. The department may require by rule reference
sample tests fest results. that comnlv with minimum criteria for accuracy for a test,

upon application and annually thereafter. If results from these tests do not meet

minimum criteria established by rule, the department may require additional

itsowaoferomeesamrples The department shall publish lists of approved providers

0 f

certified laboratories.
(d) Quality control. The laboratory shall conduct self-audits and shall
establish a quality control program consistent with criteria specified by rule by the

department and based on methods and standards prescribed by rule and considering
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criteria used by the federal environmental protection agency, the American Society

for Testing and Materials- at+r—as
national-academy of gerences Or any other equivalent agency ar_arganization
recognized by the department.

(e) Records. Where If a particular time period is not otherwise specified by law,
the department may prescribe by rule for each test eategery the length of time that
laboratory analysis records and quality control data specified in the laboratory’s

quality control program are to be retained by the laboratory.

SECTION 38:~299.11.(87(eg) of The-staturtes 1s created-to reads
Mwwepamment»«shaiiﬁcify by rite.

\—the-eriteria-and-stardards to be met-by_appticants Tor certification’

SEcTION 39. 299.11 (8) (er) of the statutes is created to read:

299.11 (8) (er) Issuance of certification. The department shall issue a
certification to a laboratory for a specified test category if the laboratory meets all
of the following conditions:

1. The laboratory submits an application, on a form provided by the
department, requesting certification in a specified test category.

2. The laboratory specifies a methodology prescribed or permitted under par.
(b) that it intends to utilize in conducting tests in the specified test category.

3. If the department requires a reference sample test result, the laboratory
conducts a test on an approved reference sample and obtains results that comply
with the minimum criteria for accuracy for the specified test category.

4. The laboratory has or agrees to implement a quality control program that
meets minimum requirements under par. (d) for the specified test category and that

Is to commence no later than the date of certification.
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5. The laboratory allows a representative of the department to perform an
on-site evaluation to determine compliance with the criteria and sfan@ar@s under
par. @?G;Jand resolves any deviations from those criteria and standards that are
identified during the evaluation, except that the department may waive this
condition if a laboratory has previously had a successful on-site evaluation for
similar tests or test categories.

SecTIoN 40. 299.11 (8) (f) to (h) of the statutes are amended to read:

299.11 (8) (f) Registration Certification. Registration Certification of
laboratories shall be renewed annually. A registratien certification is valid from the
date of issuance until it expires, is revoked or is suspended.

(g) Suspension or revocation of registration certification. If, after opportunity
for a contested case hearing, the department finds that a rzegistered certified
laboratory has falsified results or has materially and consistently failed to comply
with the self-audit procedures and quality control programs provided in under par.
(d), it may suspend or revoke the registration_certification of the laboratory. A person
whose registration certification is suspended or revoked may reapply for registration
certification upon a showing that the person meets the applicable criteria for
registration certification and has corrected the deficiencies that led to the suspension
or revocation.

(n) Certifieation Accreditation option. A laboratory which that is otherwise

eligible to seek zegistration certification may elect to apply for eertification

accreditation under sub. €A (7m).

SECTION 41. 299.11 (9) of the statutes is amended to read:
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299.11 (9) Fees. The department shall promulgate by rule a graduated
schedule of fees for accredited, certified and registered laboratories which are
designed to recover the costs of administering this section.

SECTION 42. 299.11 (9) of the statutes, as affected by 1999 Wisconsin Act . . . .
(this act), is amended to read:

299.11 (9) Fees. The department shall promulgate by rule a graduated
schedule of fees for accredited? and certified and-registered laboratories which are
designed to recover the costs of administering this section.

SecTIoN 43. Effective dates. This act takes effect on the day after publication,
except as follows:

(1) The treatment of sections 93.12 (9) (by SEcTION 4), 299.07 (1) (a) 11. (by
SecTioN 8) and 299.11 (1) (b) (by SecTion 13), (3) (by SEcTION 21), (4) (title) (by
SECTION 23), (a) (by SEcTION 23) and (c) (by SECTION 25), (5) (title) (by SEcTioN 27), (b),
(c) and (d) (by SEcTION 31), (6) (by SECTION 33), (7), (8) (title), (a), (b) to (e), W&w (er)
and (f) to (h) and (9) (by SecTioN 42) of the statutes and the repeal of section 299.11
(1) (g) of the statutes take effect on July 1, 2001.

(END)
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in the Senate____ or the Assembly L (check only one). Only the requester under whose name the
drafting request is entered in the LRB’s drafting records may authorize the draft to be submitted. Please
alow one day for the preparation of the required copies.

2. REDRAFT. Seethe changesindicated or attached

A revised draft will be submitted for your approval with changes incorporated.

3. Obtain FISCAL ESTIMATE NOW, prior to introduction KeM\E

If the analysisindicates that afiscal estimate is required because the proposal makes an appropriation or
increases or decreases existing appropriations or state or general local government fiscal liability or
revenues, you have the option to request the fiscal estimate prior to introduction. If you choose to
introduce the proposal without the fiscal estimate, the fiscal estimate will be requested automatically upon
introduction. It takes about 10 days to obtain afiscal estimate. Requesting the fiscal estimate prior to
introduction retains your flexibility for possible redrafting of the proposal.

If you have any questions regarding the above procedures, please call 266-356 1. If you have any questions

relating to the attached draft, please feel freeto call me.

Rebecca C. Tradewell, Managing Attorney
Telephone: (608) 266-7290



