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CLEARINGHOUSE RULE 97-141

Comments

[NOTE: All citations to “Manual” in the comments below are to the
Administrative Rules Poocedures Manual prepared by the Revisor of
Statutes Bureau and the Legislative Council Staff, dated October
1994.]

2. Form, Style and Placement in Administrative Code

a. The analysis should indicate whether the provisions of s. 292)1Stats., have been
met.

b. Whena unitof a rule is divided into subunits and the subunits are preceded with
introductory material, the introductory material always ends in a colon and leads into the
subunits. Section s. NR 149.02 (3) (intro.) and 149.07 (1) (b) should be rewritteonply
with this rule. [See s. 1.03 (8), Manual.] Another method also is possible. For example, if the
first sentence of s. NR 149.02 (3) is not meant to grammatically lead into the following subunits,
then the sentence should be renumbered as (pr The remaining paragraphs shoblel
renumberedaccordingly The entire rule should be reviewed for this structural problem.

c. It appears that thélote to s. NR 149.03 (25) contains substantive material. The
informationcontained in that Note should be placed in the text of the rule, specifically within the
definition of “reference sample” set forth in s. NR 149.03 (25). [See s. 1.09 (1), Manual.]

d. Throughouts. NR 149.04 (1) (a) t(h), the phrase “certification or registration for”
should be inserted. Foexample, the phrase should be inserted after “include” in the first
sentencef s. NR 149.04 (1) (a) and after “for” in the second sentence of that paragraph.

e. What is a “certifiable parameter” referred to in s. NR 149.04 (1) Ciyes that term
refer to an “analyte”? If so, the term “analyte,” which is a defined term, should be used. If not,
the rule should provide a definition of “certifiable paraméter
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f. The first occurrence of “and” in the third column of test category 10ahlerl 1
appeardo be superfluous. Should it be deleted?

g. In Table 2 items 2. and 22. both contan a eferene t© footnoe 1 Is this
intentional?

h. SectionNR 149.07 (1) (a) 1. and 2. refer to an application for transfer of ownership;
s. NR 149.07 (1) (@) 2. refers to a kboratoy reques for acceptane unde a reciprocity
agreement. Howeve, the materid in sub. (1) (intro.) does not refer to those types o
applications. The introductory material shoulde revised to correspond to the information
containedn the subunits.

I. The phrase “per this section,” in s. NR 149.07 (2), should be replaced with “as set
forth in sub. (2).”

J. SectionNR 149.07 (4) (a) should specify that a laboratory applyingdoiprocal
certification is ot required to be evaluatel by cepartmeh personné or by a department
representativerior to receiving certification or registration.

k. In the title to s NR 149.09 “CERTIFICATION" should be insertal after
“RECIPROCITY” In adition, the ttle o sub. (1) should refer to the registration and
reciprocity certification period.

[. In the ttle o s NR 149.® (3), “CERTIFICATION’ should be insertel &ter
‘RECIPROCITY.”

m. Ins. NR 149.09 (4), the phrase “the department shall expire the certification . . .” is
grammaticallyincorrect and should be rewritten.

n. With the creation of s. NR 1494.11m), should s. NR 14917) be repealed?

0. SectionNR 149.13 (1) (intro.) refers to the informatieat forth in the paragraphs
following that subsection as “criteria.” It appears that the items set forth in those paragraphs are
actually requirements.

p. Ins. NR 149.13 (2) (intro.), the phrase “shall be” should be replaced by the word
‘are.”

g. SectionNR 149.13 (4) states that if a certifiedregistered laboratory does not meet
the required acceptance limits, the department “may” require the laboratory to take certain
actions. Should “may” be changed to “shall*? If not, the rule should specify the factors the
departmenmust consider when deciding whether to require such actions. These comments also
apply to thedepartmens decision whether to initiate an assessment of the labosatprglity
control records.

r. Section NR 149.25 (1) (c) refers to the chosen immunoassay technique “as specified
by the department.” Where in the rule is this technique specified?

s. In the Note following s. NR 149.25, “and” should be changed td “or
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4. Adequacy of References to Related Statutes, Rules and Forms

a. Inthe Note following s. NR 149.02 (1), tiphrase “administrative codes” should be
changedto “administrative rules.” This comment also applies to the Note following s. NR
149.03(8m).

b. SectionNR 149.02 (3) should contain a cross-reference to the administratese
promulgatedby the Department of Agriculturerdde and Consumer Protection (B2P) and
the Department oHealth and Family Services (DHFS) which provide for the certification or
approvalof laboratories by DACP and DHFS. Also, a cross-reference should be substituted for
the phrase “department rules” in sub. (3) (b).

c. SectionNR 149.07(1) (c), which requires submission of reference sample analysis
results,should contain a cross-reference to s. NR 149.13, which sets forth the procedure for
analysisof reference samples.

d. SectionNR 149.13 (3) (a) should contain a cross-reference to sub. (4) skttiain,
specifyingthat sub. (4) sets forth the procedures to be followed if the results of a reference
sampleanalysis do not meet the critesaecified in sub. (2) and the department requires the
laboratoryto analyze additional reference samples.

e. Ins. NR 149.43 (3), the cross-reference to “s. 255.22, Stats.,” is incorrect.

5. Clarity, Grammar, Punctuation and Use of Plain Language

a. Thesecond sentence in s. NR 149.02 (1) should be rewritten as follows: “No
laboratorymay submit data to the department for use in a covered program unl&gsotia¢ory
is registere or certified unde this dhapte to perform the tes from which the data was
gathered.” The third sentence of thaection should be rewritten as follows: “The department
may not accept data from a laboratory which is not certified or registered as required under this
chapter except as provided in s. NR 149.44.”

b. SectionNR 149.02 (3) (b) should be rewrittéo specify the circumstances under
which a laboratory must be certifiedr approved by the DHFS or the U.S. Environmental
Protectim Agengy (EPA), namely when resuls d radiologicd tess ae submitted to the
departmentor use in a program which requires radiological tests to be performed by a certified
or approved laboratory

c. SectionNR 149.03 (14m) refers to “ig@t analytes.” IStarget analyte” diferent
from “analyte,” which is a defined term in s. NR 149.03 (4)? If so, theshubelld explain the
difference. If not, the term “analyte” should be used consistently throughout the rule.

d. Thephrase “certification or registration under” should be inserted at the beginning of
s. NR 149.04 (1) (9).

e. Ins. NR 149.04 (1) (h), it is unclear what is meanth®y/statement that test category
20 “includes all of the necessary wet chemistry techniques specified in the approved methods.”
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Doesthis mean that certification or registration is available for all of those techroguiees it
mean that, in order to obtain certification or registrafartest category 20, the laboratory must
performall of the “necessary wet chemistry techniques”? This issue should be clarified.

f. The analysis to the rule should explain why reference samples are not refguired
hexavalenthromium, or gold and platinum, in test categories 8 and @bieTL.

g. SectionNR 149.05 (5) provides that, prior to granting certification or registration, the
departmenimay adjust the base fee and category fees “on an application” to equal the current
fiscal year fees. Howeves. NR 149.07 (1) (b) requires the applicant to submit the appropriate
feeswith application. Thus, by the time the department has received an application, it has also
receivedthe fee payment from the applicant. ShaultNR 149.05 (5) be rewritten to clarify the
procedureo be followed when an applicant has submitted the incorrect application fee?

h. SectionNR 149.07 (1) (intro.) provides that the department “may” accegtin
applications. Why is the departmest’acceptance of applications discretionary? Under what
conditionsmay the department refuse to accept an application which meets the requirements of
the chapter?

i. In s. NR 149.07 (1) (a) 4., it appears that the first occurrence of “test” should be
changedo “analyte.”

J. In s. NR 149.07 (1) (intro.), the reference to “laboratories that are not currently
certified or registered” is confusing because it is not clear to whatgemed “currently” refers.
The rule dould instea refer to “laboratoris which do rot hold a \alid certification or
registration unde this chapter! Likewisg in the cord sntene d the introduction,
“currently” should be deleted.

k. The second sentence in s. NR 149.07(&) 4. is confusing. The sentence should be
rewritten as follows: “A laboratory shall use only methods whiket the requirements of s.
NR 149.11."

[. Ins. NR 149.07 (1) (b) (intro.), it would be more precise to substitute “submit” for
“pay.” This comment applies also to subds. 1., 2. and 3. oflpar

m. SectionNR 149.07 (1) (c) requires an applicant to submit current “acceptable”
referencesample results.At the time that a laboratory is submitting reference sample results,
how does a laboratory know whether those results are “acceptable™ The last sentence of the
paragraphs unclear and should be rewritten.

n. Inthe first sentence of s. NR 149.07 (1) (d), it is unclear what is meant by the phrase
“other analyte specific information as required by the method.” Also, the semicolon in the
secondsentence should be deleted.

0. In's. NR 149.07 (1) (e) (intro.), the materid after the first sentene should be
rewrittento read: “Intent may be manifested by any of the following factors:”. Also, should
sub. (1) (e) 3. require that the potential client be physically locatedigtdsin? If not, how
cana letter from a potential client requestiagalytical work under a covered program show
intentto perform work in Visconsin?
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p. Shouldthe first sentene d s. NR 149.07 (2) be rewritten as follows: “If the
laboratoryhas not submitted all of the necessamgterials described in sub. (1) (a) to (h) within
one year from the date the application is received by the department, the application shall
expire.”?

g. SectionNR 149.07 (4) (a) provides that laboratories “. . . shall successfully complete
an on-site evaluation. ...” However the mles actually require tha the departmen or a
departmentepresentative conduct the on-site evaluation. In addition, in the second sentence of
that paragraph, “a later date is” should be inserted after “unless.”

r. SectionNR 149.07 (5) (c) should be rewritten to recognize that reference sample
resultsare not required for registration or certification for the analysis of every analyte.

s. Theuse of the phrase “of each year” in s. NR 149.09 (1) is confusing. That sentence
should be rewritten to specify that the certification and registration period commences on
Septembed and ends on August 31 of the following year

t. The third sentence in s. NR 149.09 (1) should specify when the department must
provide written requests for fee payments and other itegtessary for renewal of registration,
certificationor reciprocity certification. In addition, that sentence requires laboratories to notify
the department of any “changes in methods and personrehduld the rule be rewritten to
specify that laboratories must notify tliepartmentonly of those changes in personnel who
conductanalyses fomwhich certification or registration is required? This comment applies to
sub. (2) (c) as well. Also, should the rule provide a more precise description of the types of
“changesin methods” of which a laboratory must notify the departmeRt? example, should
the rule instead refer to “changes in method of analysis for analytes for which registration or
certificationrenewal is requested”?

u. Ins. NR 149.09 (2) (b), “for which certification or registration renewatdigiested”
should be inserted after “categories.”

V. Ins. NR 149.09 (3) (b), it appears that the intent of the rule would be more clearly
communicatedif “current were celeted and “valid for the period for which reciprocity
certification renewal is requested” were inserted after “accreditatiolso, the word “of”
shouldbe inserted after the word “capy

w. Section NR 149.09 (3) (d) requires an applicant for reciprocal certification to submit
a copy of the most recent report from an on-site evaluation if the host accrediting agency has
performedan evaluation in the previous certification periotf. an evaluation has not been
performed,how is the application &dcted?

X. “Given in,” appearing twice in s. NR 149.09 (4), should be replaced with “Under

y. Ins. NR 149.1 (1) (intro.), the final clause should be rewritten to clarify whether all
of the criteria stated in pars. (a) to (d) must be met or whether meeting any one of the criteria is
sufficient.

z. SectionNR 14911 (Im) should specify which departmen regulatiors and
departmenguidance laboratories must make available to analysts.
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aa. Isit the intent of s. NRL49.1l (6) that laboratories keep the results of validation
procedureson file forever? If not, theule should specify how long these documents must be
kepton file.

ab. SectiolNR 149.13 (3) (c) should be made a separate subsection of s. NR 149.13 if
laboratoriesare exempt from the requirements of the entire section. If laboratories applying for
recognitionundea a reciprociy agreemen are anly exemp from aub. (3), then the word
“section” should be replaced by the word “subsection.”

ac.In s. NR 149.13 (4) (a) 2., what does the word “qualify” mean?

ad. It is unclear why s. NR 149.13 (4) (a) 3. states that the department may “initiate
enforcementaction” if the results of a third reference samgte not meet acceptance criteria
while par (b) states that the department may revoke a laboratory certification if the results of a
secondsample did not meet the acceptance criteria. In addition, in(lparthe only action
which the departmennay take upon the failure of the second sample to meet acceptance criteria
is to revoke a laboratory certification. What action may the department take if the failure to
meetthe acceptane aiteria occurs when the laboratoy is d@tempting to obtain initial
certification? In addition, does pa(b) apply to registered laboratories as well as to certified
laboratories?

ae. Ins. NR 149.25 (1) (d), it is unclear whether a laboratory must meet all of the
requirementset forth in subds. 1., 2. and 3. in orttebe exempt from certification or whether
compliancewith one of these requirements isfgiént. This shouldbe clarified. In addition,
subd. 1. statethat laboratories are exempt from certification or registration for immunoassay if
“test results are not submitted to the department.” Howeaveappears that certification and
registrationunde ch. NR 149 is required only for laboratorie which submit data to the
department. This point should be clarified. Finallin sub. (1) (d) 3., the hyphen should be
replacedoy the word “to.”



