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HSS 165.01 Introduction. (1) STATUTORY REQUIREMENT Sectlon
143.15, Laboratories, approval of, Wis, Stats., requires in part: that lab-
oratories, except physician office laboratories serving not more than 2
physicians, performing clinical laboratory tests or examinations of milk,
water, and food products for the purpose of protecting the health of the
piiblic shall apply to the department of health and social services for an
evaluation of the examinations and appropriate certification; that the
certification normally will be valid for 12 months and subject to revoca-
tion, denial, or suspension for cause; that the department of health and
social services shall establish certification standards; and that laborato-
~ ries shall not operate wﬂ;hout a certificate,

(2) OTHER PROGRAM RELATIONSHIPS In addition to functioning for the
attainment of reliable clinical, water, milk, and food product testing, the
certification program endeavors to assure the development of clinical
and disease control laboratory -services to meet the needs and require-
ments of a number of federal and state health related programs and to
achieve better laboratory morbidity reporting systems for disease detec-
tion and management. The health related laws or programs recelving in-
put from the laboratory evaluation and certification program include the
infant ‘metabolic disorder testing law, alcohol analyses for implied con-
sent and coroner motor vehicle and snowmobile death laws, codes for
controlling enteric disease cases and carriers, the Wisconsin Hospital Ap-
proval Act, federal Medicare, Medicaid certification; interstate labora-
tory licensule law, and appropriate municipal, state, and federal laws
controlling the quallty of laboratory testmg services for water, milk, and
food products. .

(3) MEtHOD. The progr am shall evaluate and certify laboratories by
specialty services offered and provide on-site surveys, technical consulta-
tion, other training assistance, and facility certification. The program
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applies nationally accepted testing procedures and standards to the ex-
tent that they exist and are appropriate and speeial standards as deter-
mined or required by other programs such as Medicare, and stresses sat-
isfactory proficiency testmg performance in programs approved by the
department, . .

History: Cr. Reglster. September, 1976 No. 249 eﬁ 10- 1-76 am, Register, October, 1980,
No. 298, eff. 11-1-80; am, (2), Register, December, 1981, No. 312 eff, 1-1-82; renum, lromH
38.01, Reglsier, Aprl[ 1982 No. 3186, eff, 5 1-82 L

HSS 165.02 Deﬁmuons In this ¢hapter:

(1) “Admmistratlve laboratory director” means a_ person who meets
the requirements of 5. HSS 165.20 (1) (g) or the requirements of s, HSS
165,20 {3) (b).

(2) “Blood-bank” means any facility where activities are eondueted
involving the drawing, processing, or storage of human blood or blood
derivatives, preliminary to transfusron or human use. .

61 “Certlﬁcation of approval” means 2 finding by the department
that a laboratory is in substantial compliance with the requirements of s,
143.15, Stats., and this chapter,

(4) “Commereial milk laboratory” means a laboratory that offers itk
testing services to others for monitoring produet quality or for meeting
crty, county, state, or federal code reqmrements

(5) “Department" means the Wisconsm department of health and s0-
cial services, :

_(6) “Director” means the person who plans, organizes and directs the
operations of the laboratory, including but not limited to training and
super vismg laboratory personmel, reviewing laboratory procedures and
approving test results, and who is responsible for the proper performance
of all laboratory procedures.

(7) “Evaluation and certification program” or “certification program’’

means the laboratory evaluation and certiﬁcation program of the depart- -

ment. -

(8) “Facility’’ means a clinical laberatory, a blood bank laberatory, or
a ]aboratory engaged in the testing of mllk water, or food produets:

{9) “Tiaboratory” or “c]mical laboratory’ means a facrhty where mi-
crobiological, biclogical, physical, serologlcal chemieal, hemato]ogical
immunological, eytological, or microscopie examinations of specimens
taken from the human body, milk, water, food products, or other matter,
are performed for screening, diagnostic, and treatment purposes. . .

( 10) “Laboratory certification advrsory councrl“ means the council ap-
pointed undei's. HSS 165.23. '

(11) “Laboratory evaluation’ means a system of determmmg and
testing laboratory methods, procedures, and proficiency by inspection of
the facility and equipment, review of personne] qualifications, practices,
records, and controls, and the use of proficiency testing performance by
the department,
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“(12) “Laboratory specialty’” or “specialty” means the science disci-

pline used for the examination of materials derived from the human body

or other matter, for the purpose of disease prevention; laboratory screen-

ing, -diagnosis, or treatment of patients, or the.examination of milk,

water, or food products for the purpose of determining purity; potability,

or freedom from harmful substances. For purposes of this chapter, the

department designates laboratory speclaltles whlch 1nclude but are not
l:mlted ta the followmg

(a) Clmlcal }aboratory spema]tles | .
1. Alcohol testing {or.implied.consent.. - _
2. Bactériology,'génefai or éntéric or both.” * 0

8.' Clinic mlcroblology (mcludes cllmc bacterwlogy, c]mac mycology,
chmc para31tology) e .

4, Mycobacterloiogy s . P
5. Myeology.
" 6. Parasitology.
1. Cfinicat cherﬁistry. '
8. Hepatitis testing.
9 Hematology
10 Immunohemato]ogy ‘
., 11. Non-syphilis sqmlogy, e
12. Syphilis serology.’

13. Cytology.

" Note: No proficiency tésting program is available for cytology. Therefore, the department
does not charge a fee for thls spectatty See s, HSS 165 21 (1) (a).

) (b} Mlik water. and food laboratory speclalttes

11 Standard plate count
w2 Inhtbltors

'3, Plate Ioop count; '

. 4 Coliform plate count,
5. Phosphatase testing,
6. Somatic cell eount,
7. Mastitis screening,.
8. MPN procedure.
9. MF technique.

(13} “Liocal public health agency laboratory’ means a laboratefy op-
erated by a single city or county health department, a multiple county
health department, or a city-county health department which’ performs
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clinical, milk, wate1 or food tests for the preventxon, detectmn, dlagno-
sis, and ceontrol of dasease o

" (14) “Milk plant laboratory™ means a Iaboratory of a m:lk plant that
functions solely for the purpose of maintaining quahty control of the
milk plant’s praducts for compliance with city, county, state, and federa]
statutes, ordmances. ru]es and regulatlons :

(15) “QOwner” means the person who owns the ]abm atory faclhty. the
institution operating a laboratory facility, or the state, county, or city
agency operating a laboratory facility. ‘ :

(16) “Participating laboratory” means a labotatory that partlclpates
in a proficiency testing program approved by the department, .

{17) "Proficiency testing program’ means those activities whlch are
required by the departiment to define, monitor, and measure the accu-
racy of testing by a laboratory and which meet the applicable require-
ments of federal agencies for licensure or certification of elinical and milk,
water and food laboratories.

{18) “Referee laboratory” means a laboratory that has hartlélpated n
a proficiency testmg program and has shown agreement, reproducrblilty,
and reliability in testing procedures or methods. Tk ;

(19} “Reference laboratory’ means a laboratory of known expertlse
and reliability.

(20) “Revocation of certification’” means the w;thdrawal of the certlﬁ-
cation of the laboratory by specialty discipline,

(21) “Suspension of certification” means the temporary withd: awal of
the certification of the laboratory by specialty diseipline until the cause
for suspension is corrected. )

History: Cr. Register, September, 1976, No. 249, eff, 10-1-78; ¢r. (18) (1), Reﬁisté'r, Jaﬁuary,
1978, No. 265, eff. 2-1-78; am. (1), (2),(7), (8}, (14), (18), (17) and (18), renum. (19) to (24) to
be (20) to {25), cr. (19), and as renum., am, (21}, Register, Qetober, 1980, No, 298, eff, 11-1-
80; am. (18) and cr, (18) (b), Register, December, 1981, No. 312, eff, 1-1-82; renurn. from H
38,02, Register, April, 1982, No. 316, eff, 5-1-82; r. and recr.-Register, October, 1983, No, 334,
off, 11-1-83,

HSS 165.03 Examinations necessary for the protection of the health of the
public. {1) Examinarions. The department designates the following
clinical, water, milk, or food examinations as necessary for the protectron
of the health of the public,

(a) Examinations of body fluids, tissues, dlscharges, resp1ratory and
environmental air: ‘ :

1, Microbiology tests

2, Serology tests

3. Chemical tests

4. Hematology tests
- 5. Immmunchematology tests
6. Cytology tusts
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7. Tests involving radionuclides

(b) Examinations of water:

1. Mmrob:ology tests .

(¢) Examinations of milk, milk products, and milk containers:

1, Tests for abnormal milk

2. Tests for proper pasteurization

3. Microbiology tests

4. Chemieal tests

5. Physical tests _

6. Residual antibiotic tests

{d} Examinations of food products:

1. Microbiology tests

2. Chemical tests

3. Phyéical tests

4. Biological tests

:l=-I|§!or} Cr, Register, September, 1976, No. 249, eff, 10-1.76; am. (1} (a) 7. and r. (1} (b) 2.
aiggza lee%llsée?ff Ogtlenzaég 1980, No. 298, eff. 11-1-80 renum. frora H 38.03, Register, April,

.HSS 165.04 Certification applicatinn. (1} APPLICATION AND EXCEPTIONS,
All clinical laboratories, blood hanks, and lahoratories performing milk,
water microbiology, and food products testing for the protection of the
health of the public shall apply to the department for evaluation and
certification, except:

(a) Laboratories operated by the United States government and only
Servmg patlents under the auspices of that government;

(b} Laboratorles operated and maintained exclusively for teachmg or
research purposes and not involving patient or public health services;

(e) Laboratories operated purely for internal quality control, or main-
tenance of the quality of their product, wherein compliance with govern-
mental laws or codes is not required;

{d) Physician office Iaboratories serving not more than 2 physmlans
and operated excluswely for the diagnosis and treatment of their pa-
tients. .

(2) APPLICATION FORM. Applicants shall apply on forms preseribed by
the department for evaluation-and certification of those laboratory pro-
cedures or categories of procedures that the laboratory performs.

(8) INFORMATION REQUIRED, The application shall be accompanied by
such information as the department may require.

(4) SEPARATE LABORATORY LOCATIONS. Separate applications shail be
submitted for separate laboratory locations,

Register, October, 1983, No. 334
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(5) INITIAL APPLICATION. Application for initial certification in a labo-
ratory testing specialty may be submitted at any tlme.

(6) RECERTIFICATION, Application for recertlﬁcatlon sha]l be subnmt—
ted upon notification by the department,
History: Cr, Register, Séptember, 1976, No. 249, eff, 10-1-76; am. (1) {intro.) arid (6}, Regis-

ter, October, 1980, No. 298, eff, 11-1-80; renum. {from H 38,04, Reg]ster Apnl 1982, No. 316,
eff. 5-1-82,

HSS 165.05 Cerlification of approval.-(1) APPROVAL ‘ACTIONS. The de-
partment shall issue a certificate of approval for the specialty(ies) upon
determination of substantial comphance with the administrative code.
This determination shall inelude a review of the application, the'ecurrent
yearly proficiency testing findings, and on-site inspection results. Inspec-
tions performed by the department or by an alternative mspectton pro-
gram approved by the department shall include at 1éast a review of sich
factors as technical methods, procedures, physical facilities, staffitig, and
internal quality control practices, The department reserves the right to
validate inspections and proﬁmency testing performed by other ap-
proved program providers, and to impose prorated fees for such profi-
ciency testing validation activities in accordance with s, LSS 165.21 (1),

(2) SPECIAL APPROVAL ACTIONS. If the participating laboratory is in
substantial compliance except that through no fault of its own or
through participation for less than one year it has been unable to éx-
amine the required yearly number of proficiency specimens, but has
demonstrated satisfactory proficiency on specimens totalmg not less
than 40% of the specialty number, the depa1 tment may issue a certlﬁ-
cate of approval to the laboratory, ’ _

History; Cr. Register, September, 1976, No. 249, off, 10- 1-76 r and recr. (1) and am. (2),

Register, October, 1980, No. 298, eff. 11-1-80; am. {1), Register, December, 1981, No, 312, eff,
1-1-82; renum. from H 38,05, Register, April, 1982, No. 316, eff. 5-1-82,

HSS 165.06 Provisional eerilﬁcatlon of approval. (1) PROVISIONAL AP-
PROVAL. The department may issue a certifieate of provisional approval
to a participating laboratory when the laboratory fails to mest the mini-
mal porformance testing standards or has other significant factor defi-
ciencies, but past performance, testing experience, qualification of per-
sonnel, or eﬁorts by the laboratory indicate that the deﬁcwncy has heen
corrected or is readily correctable. .

(2) LIMITATION OF PROVISIONAL APPROVAL. Provmmnal certlﬁcatlon of
approval cannot-be granted for more than 2 consecutive years.

History: Cr, Register, September, 1578, No. 249, eff. 10-1-76; am. (1), Register, October,
1980, No. 298, eff. 11-1-80; renum. from H 38.06, Register, April, 1982, No. 316, eff, 5-1-82,

HSS 165.07 Interim certification of approval. Interim certification of ap-
proval may be granted for a newly participating laboratory for not- more
than 12 months, Thereafter, the laboratory shall meet, the reqmrements
for certification or provisional certlﬁcatlon.

History: Cr. Register, September, 1976 No. 249, eff, 10-1-76; am. Reglster, October, 1980
No. 298, eff. 11-1-80; rénum. from H 38.07, Register, Aprtl 1982 No 316, eﬂ 5- 1 82

Reglster, October, 1983 No. 334
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HSS 165.08 Deficiencies endangering the health of the public. No level of
cerlg;ﬁcatlon shall be granted if any deficiency endangers the health of the
publie.

History: Cr. Register, September, 1976, No. 249, eff, 10-1-76; renum, from H 38.08, Regis-
ter, April, 1982, No. 318, eff. 5-1-82. ]

HSS 165.09 Certification perlod (1) INITIAL CFRTIFICAT!ON Initial cer-
tification, unless suspended or revoked, shall be vahd for the remainder
of the established certxﬁcatlon peraod

(2): RECERTIFIGATION Recertlﬁcatlon, uniess suspended or revoked
shall be valid for 12 months;: :

History: Cr, Reglstcr, September, 19’4‘6, No. 249, off, 10-1-76; am. (1), TRegister, October,
1980, No. 298, eff. 11-1-80; renum. from H 38.09, Register, April, 1982, No, 316, eff, 5-1-82.

HSS 165.10 Denial, revocaiion, or suspenswn of certificafion. (1) DENIAL
OR REVOCATION, If the department finds that the participating labora-
tory is not in substantial compliance with ch. H8S 165, certification shall
be denied or revoked for the designated laboratory testing specialty(ies).
- The department shall notify the director and the owner of the labora-
tory, list the reason(s) for the intended denial or revoecation, and desig-
nate at least 10 days for correction of deficiencies or for submission of an
appeal request in writing to the department. On appeal, the department
shall provide the laboratory director and the owner with an opportunity
for a hearing in accordance with the State Administrative Procedure and
Review Act, ch. 227, Stats,

(2) SUSPENSION, If the department finds that any deﬁclency ina labo-
ratory presents a hazard to the health of the public or to laboratory
workers, it may suspend certification, provisional certification, or in-
terim certification of approval of a laboratory until the deficiency is cor-
rected in a manner satisfactory to the department.

Hislory: Cr. Register, September, 1976, No. 249, eff. 10-1-76; am. (1}, Register, October,
1980, No. 298, eff, 11-1-80; renum. from H 38,10, Register, April, 1982, No, 3186, eff. 5-1-82.

HSS 165.1'1 Change in owner. A lahoratory having a change in owner
shall promptly inform the department and apply for recertification,

Hislory: Cr. Register, September, 1976, No, 249, eff. 10-1-76; am. Reglster, October, 1980,
No, 208, eff, 11-1-80; renum. from H 38.11, Register, April, 1982 No 16 eff. 5-1-82.

HSS 165.12 Change in director. A laboratory havinga change in labora-
tory director shall promptly inform the department of the change and
provide the name, address, educational degrees, specialty certlﬁcatlon,
and experience of the director,

History: Cr. Register, September, 1976, No. 249, eff. 10-1-76; am. Register, October, 1980,
No. 298, eff. 11-1-80; renum, from H 38,12, Register, April, 1982, No. 316, eff. 5-1-82,

“HSS 165.13 Display of certificatés, The owner or director of the labora-
fory shall display the current certlﬁcate(s) of appmval provisional ap-
proval, or mtenm appmval ‘

Hislory: Cr, Reglstor.September, 1976 No 249, eff, 10-1-76; am. Register, October, 1980,
No. 298, eff, 11-1-80; renum. from H 38, 13 Register, April, 1982 No. 316 eff, 5-1-82.

"HSS 165.14 Proficiency testmg (1) REQUIREMENTS FOR PARTICIPATING
LABORATORIES. All laboratories requiring certification shall participate
satisfactorily in a proficiency testlng program or a combination of pro-

Register, October, 1983, No. 334
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grams which have been approved by the department. Partwipatton shall
be in those specialties for which the lahoratory offers services and for
which an approved proficiency testing program is available,

(a) Proficiency test specimens shall be examined on the laboratory
premises by the personnel of the laboratory whe normally perform the
specialty test and by the testmg procedure commonly used by the labo-
ratory.

(b} Laboratories shall report their preficiency test results within the
preseribed reporting time. Participating laboratories that fail to report
proficiency testing results or unreeeived or damaged specimens, or do not
have a valid reason for failure to report shall receive a grade of zero for
that shipment,.

_{2) REQUIREMENTS FOR PROVIDERS OF PROFICIENCY TESTING PRO-
GRAMS, The department shall approve proficiency testing programs by
laboratory specialty as listed in s. HSS 165.02 (12).

(a) The minimum anhual number of proficiency testing specimens re-
quired for each laboratory specialty, covering the entire test year and
sent at appropnate intervals, shall be as follows:

1. Alcohol testing for implied consent 25
2. Bacteriology, general or enteric or both 8

3. Clinic microbiology (includes clinie bacteriology,
clinic mycology, clinic parasitology)

4, Mycobacteriology 8

5. Myeology’ 8

6. Parasitology ‘ 8

7. Clinical chemistry 24 (or 192 tests)
8. Hepatitis testing 20

9. Hematology o 16

10. Immunohematology ‘ 18

11, Milk . 34

12. Non- Syphills serology | 12

13, Syphilis serology 20

(b) Proficiency specimens shall be pcepared in such manner as to be
representative of the types of specimens encountered in routine testing.
Complete instructions for handling, reconstituting, testing, and report-
ing shall be included with each shipment of unknown specimens.

{c) Providers of approved proficiency testing programs shall promptly
report to the deparfment. These reports shall include at least a determi-
nation of satisfactory and unsatisfactory performance for each partici-
pating laboratory and such data and eriteria as deemed necessary by the
department to determine performande level.

Register, October, 1983, No. 334
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(d) Providers of proficiency testing programs seeking equivalenee shall
apply to the department providing information as to specialty programs;
numbers, types and frequency of specialty specimens; grading methods;
and any other information required by the department to determine the
acceptability of the program, The department shali use the results from
approved programs for purposes of certification or decert;ﬁcatmn of labo-
ratories.

(3) LEVELS OF I_’ERFORMANCE AND GRADING SYSTEMS. The department
shall determine if the grading systems and levels of performance used by
profictency testing programs are acceptable, reasonable and valid, The
department shall set standards for satisfactory performance in the profi-
ciency testing programs where the standards applied by the provider of
the program are deemed inappropriate by the department. For the pur-
poses of proficiency testing for certification of laboratories, satisfactory
performance standards prov1ded by the approved programs shall be
equivalent to the foilowmg C

(a) Alcohol testmg A grade of 80% or hlgher shall be satlsfactory per-
formance, Tndividual participant values shall be compared to an accept-
able range whlch shall be detemined for each proficiency test specimen
from the consensus of reference, réferee or participating laboratories.

(b) Generel and enleric bacteriology, clinic microbiology, mycobacteri-
ology, mycolegy, and parasitology. A grade of 80% or higher shall be satis-
factory performance. The department may establish a score for each
shipment by determining the percent of the test results which are accept-
able, The consensus of reference, referee or participating Iasboratories
shall determine aceeptable performance.

() Clinical chemisiry. An overall grade of 80% or higher shall be satis-
factory performance, The target ranges of acceptable values (relative to
the standard value) for each constituent shall be expressed as + number
of standard units per unit volume or + percentage of standard value
whichever is greater.

{(d} HAA testing. A grade of 80% or hlgher shall be satisfactory per-
formance. ‘Results from reference laboratories shall be tabulated by
method used. Individual laboratery results shall be compared with this
tabulation: The consensus of reference, referee or part1c1pant lahorato-
ries shall determine acceptable performance.

(e) Hematology. A grade of 85% or higher shall be satisfactory per-
formance. For heinoglobin, hematoerit, and'cell counting, individual lab-
oratory results shall fall within a designated -+ percent or standard
deviation of the mean based on reference, referee or participating labora-
tory results. For white cell differential counts and 35mm transparencies
the consensus of reference, referee or participating laboratories shall de-
termine acceptable performance.

(f) I'mmunohematology. A grade of 100% shall be requ:red in ABO
grouping and Rh typing. A grade of 85% or higher shall be satisfactory
performance in all other areas of testing within this program. Individual
laboratory results shall be compared with reference laboratory results.
The consensus of reference, referee or participant laboratories shall de-
termine acceptable results.

Register, October, 1983, No. 334
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" (g) Milk and water inicrobiology lestmg A grade of 80% or }ugher shall
be satlsfactory perfmmance

1. For mllk acceptable test results shalI fall thhm a -+ desxgnated
standard deviation of the logarithmic mean. The designated:standard
deviation limits shall be determined by the department and depend on
the type of test and its specificity and sensitivity. Analysts certified to
perform inhibitor or phosphatase fests or both shall be able to detect
positive samples by the appropnate ofﬁma] test methods

2, For water mlcroblology, partlclpating laborator:es shall be able to
detect coliforms in 75% of water samples when the col:form count is be~
tween 2 and 5 mlcroorgamsms per 100 millilifers.

(h) Non-syphilis serology A grade of 90% or hlgher sha]l be satlsfac-
tory performance. Individual participant values shall be compared toan
acceptable range which shall be determined for each proficiency test
specimen from the consensus of reference and participating labor: atorles

(i) Syphilis serology. A grade of 85% in reproduclblhty and 85% in
agreement shall be satlsfactory performance, Individual arttc:pant val-
ues shall be compared to an acceptabie range which shall be determined
for each proficiency test specimen from the consensus of reference, referce
or participating laboratories. Percent achievement in syphilis serology
shall be caleulated in 2 categories, Percent of reproducibility shall be
equal to the number of correctly matched split samples divided by the
total number of split samples submitted and multiplied by 100. Percent
of agreement shall be equal to one-half the number of partial agreements
plus the number of complete agreements divided by the total number of
reports compaled and multlphed by 100

Histury Cr Reg:ster, Septembet, 1676, No. 249 eff. 10- 1-76 r. and recr. Reglster, October,
1980, No. 298, eff. 11-1-80; am. (2) (a), Register, December, 1981 No. 312, eff, 1-1-82; renum.
from H 38. 14, Register, April, 1982, No. 818, ¢ff, 5-1-82; am, (2 (intro. )and (a), (3) (f),r (3)
(i), renum, (3) (1) to be (3) (i} and am., Register, October, 1983, No. 334, eff, 11-1-83. :

HSS 165.15 General records and reporfs.(1) MAINTAINING RECORDS.
The employer shall maintain for at least 2 years and make available at
the facility for examination by the department, Iaboratory records per-
taining to personnel health, training, and expérience, and:records per-
taining to eguipment, inspections, calibrations, monitoring controls,
procedures, proficiency testing results, policies, and other quality control
measures. ) ,

(2) REPORTING OF SPECIMEN RESUL‘I‘S Labmatorles shall report as pre-
seribed by the department those specimen results which the department
finds necessary for the administration of 5.:148.15, Stats,, for the preven-
tion, diagnosis, or control of disease, or for compllance wnth other laws of
funetmnai concern to the department.

History: Cr, Register, September, 1976, No. 249, eff. 10-1-76; r. (1) and (2), renum. from H
38,18 and am, (1), Register, October, 1980 No 298 eff, 11- 1-80  renun. fromH38 15 Regis-
ter, April, 1982 No. 316, eff. 5- 1—82

HSS 165,16 Specimen procuremenl and reporllng (1) ACCEPTANCE OP‘
$PECIMENS. Clinjeal Iaboratorles shall examine specimens only at the re-
quest of persons or agencies authorized or allowed by law to submlt spec-
imens,

Register, October, 1983, No. 384
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(2) REPORTING SPECIMEN TEST RESULTS. Laboratories shall report
specimén findings to persons authorized or allowed by law to receive such
reports, The report shali include the name and address of the examining
laboratory. All service, produet guality control, or momtormg specimens
accepted by the laboratory shall be tested on the premises, unless for-
warded to another laboratory certified by or aceeptable to the depart-
ment

(3) EXCEPTIONS Subsections (1) and (2) hereof, shall not apply to the
taking, testing, or reporting of noneclinical laboratory specimens by a lab-
oratory or its personnel solely for the determination of the accuracy-or
sutﬁmency of its procedmes, supplies, equipment, or operatxons

'(4) SPECIMEN STABILITY REQUIRED The department may 1equ1re labo-
ratories to show evidence that specimens shipped through the mail or
other delivery systems and accepted by them for analysis are sufficiently
stable for determinations requested and to establlsh cnterla for surtab:l-
ity .of specimens, : .

History: Cr. Register, September, 1976, No, 249, eff, 10-1-76; am. (2),r (4) and renum. {5)
tobe (4), Register, October, 1980, No, 298, eff. 11- 1-80; renum. from H 38.16, Register, Apnl
1982 No 316, eff 5-1 82 .

HSS 165,17 Speclmen records (1) Speclmen records shall be main-
.'tamed for not less than one year and shall include the followmg'

(a) Laboratory number or.other 1dent1ﬁcatlon information of SpBCl-
mens.

(b) Name of the person, faelhty, agency, or source of specrmen

(¢) Name of the person, facility, or agency authorized or allowed by
law to submit the specimen;

(d) Date specimen collected, date specimen recewed and date speci-
men result reported,

_ (e) Reason if _speo:men unsatisfactory.
{f) Test performed and results.
(g) Identification of examiner,

(h) If examined by ‘other cerhﬁed laboratory, name and address of ex-
amining laboratory.

‘History: Cr. Reglster. September, 1976, No. 249, eff, 10-1-76; am. (1) {intro.), {d), (f) and
gh},r (1) (i), Register, October, 1980, No, 208, off. 11- 1-80; r. (1) {j), Register, December,
981, No. 312, eff, 1-1-82; renum, from H 38. 17, Register, Apnl 1982, No. 316, eff, 5-1-82,

HSS 165.18 Facilities and cquipment, (1) GENERAL REQUIREMENTS.
Laboratories shall have adequate facilities, equipment, instruments,
supplies, and testmg methods, for performmg the procedure or categorles
of procedures for which certification is required:

{a) Working space shall be adequate, well lighted, well ventilated, en-

vironmentally controlled, and with essential utilities for accurate test
performance o

“{bh) ’lemperature contro]led spaces and equipment including incuba-
tors, water baths, refrigerators, freezers, and sterilizers shall be properiy
maintained, monitored and the results recorded.
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{¢) Analytical measuring instruments and equipment shall be kept in
good working order, checked routinely, and precisely calibrated,

(d) Appropriate authoritative manuals, including a current procedure
manual, texts, and printed material on maintenance, methods, controls,
cahbratlrims, records, and policies shall be available for use by laboratory
personnel.

(e) Reagents, solutions, glassware, instruments, and supplies shall be
properly stored, Reagents and solutions shall be clearly labeled to show
identification, proper storage, titer or concentration, expiration or prepa-
ration date, and other pertinent information,

(f) Glassware and pipettes shall be adequate for thé purpese they are
used, free of excessive scratches or clondiness, and have clear gradua-
tions. a

(g) When sterile needles, syringes, and lancets are required for testing
procedures, they shall be cleaned and sterilized by standard or accepta-
ble methods prior to use.

(h) Premises shall be kept clean and free from unnecessary biclogieal,
chemical, and physical hazards and have available autoclave, chemical,
or other methods satisfactory to the department, for disposing of hazard-
ous materials. All infectious waste material shall be decontaminated
before leaving the premises or marked in a tnanner that will alert sanita-
tion personnel as to the nature of the waste material.

(i} The premises shall conform to the requirements of applicable
mechanieal, plumbing, electrical, fire, and safety codes of federal, state,
and local governments. Electrical equipment shall be maintained and
used under safe conditions for the prevention of fire and shock hazards.

(i) Laboratories performing procedures in mycobacterjology. and my-
cology culturing shall use a biologieal safety cabinet which shall be in-
spected and its proper function verified at least annually,

istory: Cr. Register, September, 1976, No. 249, off. 10-1-78; renum. from H 38.19 and am,
(1) fa), (b, {d), (e), (h) and (i} and er, (1) (j}, Register, October, 1980, No. 298, eff. 11-1-80;
renum, from H 38.18, Register, April, 1982, No. 316, ff, 5-1-82,

HSS 165.19 Internal qualiiy contrel. (1) The laboratory shall have a
complete and on-going quality control program for all laboratory spe-
cialties for which the laboratory offers service, ‘ .

{a) All test methods and results shall be continuously monitored for
accuracy by simultaneous validation, where applicable, with reference
speciimens whose qualitative and quantitative reactions under the condi-
tions of the testing are known. R

{b) Results of such monitoring and remedial actions taken shall be
recorded as generated and maintained in accessible form in the labora-
tory.

* (e) All components, stock cultures, antigens, antiserums, cells, con-
trols, media, reagents, solutions and standards used in performing a test
shall be periodically checked as to identity, growth properties, potency,
reactivity, sensitivity, specificity, sterility, titer, expiration date, and
stabigty where applicable, Complete records of these checks shall be re-
tained. :
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{d) Specimens shall be collected, handled, and tested in a manner to
assure identity and stability and to give accurate and precise results.

(e) Correct reporting methods, appropriate units or nomenclatures
shall be used. All abnormal results shall be reviewed or rechecked.

History: Cr. Register, October, 1980, No. 298, eff. 11-1-86; renum. from H 38,19, Register,
April, 1982, No. 3186, eff. 5-1-82,

HSS 165.20 Standards of directors. Fach ]aboratory shall be under the
direction of a qualified laboratory director,

(1) CLINICAL LABORATORY DIRECTOR, The clmmal laboratory dll‘ect()l
is qualified if:

" (a) The person is a physician licensed in Wisconsin and certiﬁed in ana-
tomical or clinical pathology by the American board of pathology, the
American osteopathic board of pathology, or, board ehglble, and directs
up to but not more than 3 laboratories; or

(b) The person holds an earned doctoral degree from an aceredited in-
stitution with a chemical, physical, biological, or medical science as the
major subject and has had 3 or more years of general clinical laboratory
{raining and experience of which at least 2 years were spent in one of the
laboratory specialites of a clinieal laboratory having a director at the
doctoral level, except that the directorship shall be Iimited to that spe—
cialty and the person shall direet only one laboratory; or

(¢) The person holds a master degree with a chemical, physieal, biolog-
ieal, or medical science as the major subject and has had 4 or more years
of general clinical laboratory training and experience in a specialty of a
clinieal laboratory having a director at the doctoral level, except that the
directorship is limited to that specialty and the person shall direct only
one laboratory; or

{d) The person holds a bachelor degree with a chemical, physical, bio-
logical, or medical science as the major subject, and has had 6 or more
years of general clinical Iaboratory training and expertence in a specialty
of a clinical laboratory having a director at the doctoral level, except the
directorship is limited to that specialty and the person shall direet only
one laboratory; or

(e) The person holds at least a bachelor degree and was director of a
Wisconsin clinieal laboratory on July 31, 1975, and for the previous 5
vears, and directs only one laboratory; or

(f) The person is a Wisconsin licensed physician of a group of physi-
cians performing laboratory tests only for their patients and desighated
by the group as laboratory director, provided that the lahoratory has at
least a medical technologist, or has consultation provided by a patholo-
gist or medical technologist; or

(&) In hospitals where the services of a qualified director are not avail-
able for the specialties provided, the person in (b), (¢), and (d) above
may qualify as an administrative laboratory . dlrector for that laboratory
if it has a consultant pathologist.

(2) MILK, WATER, FOOD LABORATORY DIRECTOR. (a) For a commercial
milk laborator y a person is a qualifted director who has a bachelor degree
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with a biological or mtcroblologlcal science as the major subject, and has
had one or more year’s experience in an approved milk Iaboratory, and
has demonstrated knowledge of and performance proficiency using the
Standard Methods for the Ezamination of Dairy Products of the Ameriean
public health association or other methods acceptable to the depart-
ment, and meets existing state and federal requlrements for commercial
milk laboratory directors; or, in lieu of the year of experience the person
successfully passes orai and written examinations conducted by the de-
partment.

(b} For a milk plant }abmatory apersonisa quahﬁed director who has
a high schoeol diploma or equivalency, and has had at least 6 months’
experience in an approved milk laboratory, and has demonstrated
knowledge of and performance proficiency using the Standard Methods
for the Examination of Dairy Products of the American public health asso-
ciation or-other methods acceptable to the department; or, in lieu of 6
months’ experience the person successfully passes oral and written exam-
inations conducted by the department.

(¢) For a-food laboratory a person is a gualified director who has a
bachelor degree with a microbiclogy or food science major including the
isolation and -identification of pathogenic bacteria, and meets existing
state and federal requirements for food laboratory directors, and has
demonstrated knowledge of and performance proficiency using the cur-
rent methods of Evaluation of Milk Laboratories of the United States
public health service, Bacleriological Analytical Manual for Foods of the
food and drug administration, Official Methods of Analysts of the associa-
tion of official analytical chemists, Compendium of Mefhods for Microbio-
logical Fxamination of Foods of the American public health association,
or other methods acceptable to the department, '

(d) For a water laboratory a person is a quallﬁed director who has a
bachelor degree with a major in chemistry or mier obiology, and has had 2
years’ experience in a water laboratory, and meets existing state and fed-
eral requirements for water laboratory directors, and has demonstrated
knowledge of and.performance proficiency using the Standard Methods
Jor the Examination of Water and Waste Waler of the American public
health association or other methods acceptable to the department.

(e) For a milk, water, and food laboratory a person is a qualified direc-
tor who hasa bachelon degree with a major in chemistry or microbiology,
and has had 2 years’ experience in an acceptable milk; water, and food
laboratory, or applicable eombination, and has demonstrated knowledge
of and performance proficiency using standard methods presertbed for
commercial milk, water, or {ood laboratory directors under (a), (¢), and
{d) or other methods acceptable to the department, and meets exxstmg
state and federal reguirements for such dlrectors

(f) A person who'on July 31, 1975, was serving as a laboratory director
of one of the aforementioned types of laboratories as deseribed in (2) and
who has demonstrated knowledge of and satisfactory performance prof-
cienicy using the Standard Methods as deseribed in (2) (a), (b), (¢), or (d)
or other methods acceptable to the department quallﬁes to serve as diree-
tor of that kind of laboratory.

{3) PUBLIC HEALTH LABORATORY DIRECTOR. The public health labora-
tory director is qualified if; .
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{a) For laboratorles performing clinical tests, the person holds a baehe- :
lor degree with 4 ¢hemical; physrcal biological, or médical science as the
major: subJect ‘and has had 3 years' general ‘clinical laboratory tidining
and experience eitherin a clinical laboratory or a public health fabora~
tory performing clinical:tests, and has demonstrated:knowledge of and
perforrnanee proficiency using standard methods preseribed for commer-
¢ial milk, water, and foad laboratory directors under (2) (a), (c) or (d),
or other methods acceptable to the department, and meets existmg state
and federal requlrements for-such: d:rectors, or S

(b) Tha pubhe health laboratoly domg cllmcal testmg where the ser-
vices of 41, otherw1se qualified director as defined in (1) or (3) (a) are not
available, he is a duly licensed physician designated as administrative
laboratory director by the pubhc health agency; or

(c) For laboratorles not performmg chnu,al tests the person holds a
bache]br degree wrth a'major ini chémistry or mlcrobiology, and has had 2
years™ experiénceé in a'public'health laboratory or other laboratory per-
forming. similar milk, water, and food analysés, and has demonstrated
knowledge of and performance proficiency using standard methods pre-
seribed for commereial milk, water, food laboratory directors under (2)
(a), (e), (d), and (e), or other methods acceptable to the department, and
meets ex:stmg state and federal requirements for sach drrectors, or .

(d) The person was dlreetor of an oﬁﬁctai pubhc health Iaboratory on
July 31, 1975, limits his directorship to those specialties he directed
before July 3L, 1975 and’ provnded he is approved by the depaltment

History: Cr RegIster September, 1976, No, 249 eff. 10- 1-‘?6 am, (1) (f), Register, January,
1978, No. 265, eff.-2-1-78; am: (1) (a), {e), (f) and (g}, r: and recr. (2) ([), Registeér, October,
1980, No, 298, eff, 11-1-80; er. (intro.) and r, (2) (), Register, December, 1981, No, 312, eff. 1-
1-82; rénum. from 138, 20 Register, April, 1982, No ‘818, eﬁ’ 5 1 82

"HSS 165.21 Fees. (1) DETERMINATION OF FEES, Except when mereased
under sub. (5), fees shall be determined as [ol]ows each laboratory spe-
cialty, $100; inspection, $200; certification $75.

(a) Laboratories participating in the department’s proficiehcy testing
program shall pay a specialty fee to the department for each specialty in
which they are certified. Laboratories participating ih an'alternative pro-

- gram approved by the department shall not be charged 5 specialty fee by
the department. Specialty fees shall not be charged for any spectalty for
which profictency testing programs-are not available.

(b) Lahoratories which are inspected by departnmient personnel shall
pay an inspection fee to the department, Laboratories inspected by an
alternative program approved by the department sllall not be charged an
inspection fee by the department. e i .

(e) All laboratories shall pay the annual certrﬁeatlon fee to the depart-
ment

(2) REFUNDS Fees shaH not be refundable. _

(3) EXCEPTIONS All local pubhc health agency laboratones shall be
exempt from fees.

(4) USE OF FEES Fees shall be used to oﬁset the cost to.the department
for certification of laboratories and the collection of fees.

Regrster, October, 1983 No 334
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(5) FEE REVISION Fees under this section may be mcreased up toa
maxnnum of 8% a year if necessary to support the program.' Any fee
increase shall be based on a demonstrated need for increased funds to
support the level of effort and objects of expenditure in effect on January
1, 1983, and shall be reviewed by the ]aboratory certlﬁcatmn advnsory
councll bet‘ore takmg eﬁect .

History: Cr. Register, September, 19‘76 No, 249, eff, 10-1-76; r. and reer. Reglster, January,
1978, No. 265, eff. 2-1-78; r. and recr. (1), r. {2), renum. (3) to () to be (4] to (6) and am,,
Register, October, 1980, No, 298, eff, 11-1-80; ani. (1) and (3, Regrster, December, 1981, No.
312, eff, 1-1-82; renuni. from H 38.21, Reglster April, 1982, No. 316, eﬁ 5-1 82 am (I) {ins
tro.) and (3}, er. (5), Register, October, 1983 No. 334, eff, 11-1-83 '

HSS 165,22 Injunctions, The operatlon or maintenance of a laboratory
in violation of s. 143.15, Stats., or rules created thereunder, is prohibited.
The department may.in addition to other remedies, prosecute an action
for an injunetion to restrain such violations or to enjoin the future opera-
tion of the laboratory until compliance with the section and rules has
been obtained. Any lab which operates without a certificate of approval
shall be fined not less than $100 nor more than $1,000. Each day such
violation continues shall constltute a sepalate oﬁense (s 143 15 (6},
Stats ) R

H:siou Cr. Reglster, September, 1976, No. 249 eff. 10- 1-76 am, Reglster, October, 1980,
No. 298, eff, 11-1.80; renum. fromH3822 Register, Apn[ 1982, No. 316, eff. 5-1- 82

HSS 165.23 Advisory council. (1) LABORATORY CERTIFICATION - ADVI~
SORY COUNCIL. The department shall establish an advisory couneil of not
more than 9 members, who shall serve fcn staggered 3 ‘year terms and
represent or be the following: :

{a) A physician directed clinical laboratory
{b} The Wisconsin society of pathologists,_in_c.
:(c:)'The Wisconsin hospital association
~(d} The state medical society of ‘Wisconsin T
(¢} The Wisconsin association for medical technology -
“{f} A public health officer or laboratory directdl_'
“(g) A miilk, water, or food laboratory director '_
(h} The Wisconsin depal tment of natural resources
(i)'A public consuner

{2) RESPONSIBILITIES. The council shall study laboratory certification
matters, adv1se. make recommendatlons to, and consult w;th the depart-
ment.

(3) MEETINGS, The advisory council shall elect a chairpe_rson and meet
at least annually or more often at the discretion of thf; chairperson or
petition of any 4 members.
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{4) REIMBURSEMENT FOR BXPENSES, Council members shall be reim-
bursed for their actual and necessary expenses incurred in the perform-
ance of their duties,

History: Cr. Register, September, 1976, No. 249, eff, 10-1-76; am, (1) (e}, (k) and (i) and (3),
?Ieglstftfar. Olctober 1980, No, 298, off. 11- 1—80 renunt. fmmH3823 Register, April, 1982, No.
eff, §-1-82
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