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DEPARTMENT OF HEALTH AND FAMILY SERVICES

HSS 165.02

Chapter HSS 165
LABORATORY CERTIFICATION

HSS16501  Introduction.

HSS 16502 = Definitions.

HSS 16503  Bxaminationsnecessary for the protection of thehealth of the public.
HS5 165,04  Certification application.

HS5 16505  Certification of approval,

HS5 16506  Provisional certification of approval.

HSS 165,07  Interim certification of approval.

HS8 165,08  Deficiencies endangering the heaith of the public.
HSS 16509  Certification period.

HSS 165,10 Pendal, revocation or suspension of certification.
HS55165.11  Change in owner.

HS8 165,12 Change in director.

HSS 165,13 Display of certificates.

HS8S5 165,14 Proficiency testing.

HSS 165.15  QGeneral secords and reports.
HSS 165,16  Specimen procurement and reporting.
HSS 165,17 Specimen records.

HSS 165.18  Facilities and equipment.
HSS 165.19  Intemal quality control,
H8S 16520  Standards of directors.

HS8 16522  Injunctions.

HSS 165.23  Advisory council,

Note: Chapters H 37 and H 38 were repealed, Register, September, 1976, and a
new chagtes H 38 was created effective October 1, 1976, Chapter H 38 was renum-
bered to be ch, HSS 163, effective May 1, 1982.°

HSS165.01 Introduction. (1} STATUTORY REQUIREMENT.
Section 299.11, Laboratories, approval of, Wis, Stats., requires in
part: that laboratories, except physician office laboratories serv-
ing not more than 2 physicians, performing clinical laboratory
tests for the purpose of protecting the health of the public shall
apply to the department of health and family services for an evalu-
ation of the examinations and appropriate certification; that the
certification normally will be valid for 12 months and subject to
revocation, denial, or suspension for cause; that the department of
health and family services shall establish certification standards;
and that laboratories shafl not operate without a certificate.

(2) OTHER PROGRAM RELATIONSHIPS. In addition to function-
ing for the attainment of reliable clinical testing, the certification
program endeavors to assure the development of clinical and dis-
case contro! 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 dis-
case detection and management. The heatth related laws or pro-
grams receiving input from the laboratory evaluation and certifi-
cation program include the infant metabolic disorder testing law,
alcohol analyses for implied consent and coroner motor vehicle
and snowmobile death laws, codes for controlling enteric disease
cases and carriers, the Wisconsin Hospital Approval Act, federal
Medicare, Medicaid certification, and interstate Iaboratory licen-
sure law.

{3) MerHOD, The program shall evaluate and certify laborato-
ries by specialty services offered and provide on—site surveys,
technicat consultation, other training assistance, and facility certi-
fication, The program applies nationally accepted testing proce-
dures and standards to the extent that they exist and are appropri-
ate and special standards as determined or required by other
programs such as Medicare, and stresses satisfactory proficiency
testing performance in programs approved by the department.

History: Cr. Register, September, 1976, No. 249, eff. 10-1-76; an. Register,
October, 1980, No. 298, eff. 11-1-80; am. (2), Register, December, 1981, No, 312,
eff. 1-1-82; renium. from H 38.01, Register, April, 1982, No, 316, eff. 5-1-82;
correction in (1) made under 5. 13.93 (2m) (b) 7., Sia1s,, Register, August, 1995, No.
476; am, (1) and (2), Register; September, 1999, No. 525, eff, 10-1-99.

HSS 165.02 Definitlons. In this chapter:

(1) “Administrative laboratory director” means a person who
meets the requirements of s. HSS 165.20 (1) (g) or the require-
ments of s, HSS 165.20 (3) (b).

(2) “Blood bank™ means any facility where activities are con-
ducted involving the drawing, processing, or storage of human
blood or blood derivatives, preliminary to transfusion or human
use,

(3) “Certification of approval” means a finding by the depart-
ment that a laboratory is in substantial compliance with the
requirements of s, 299.11, Stats., and this chapter.

(5} “Department” means the Wisconsin department of health
and family services, :

(6) “Director” means the person who plans, organizes and
directs the operations of the laboratory, including but not limited
to training and supervising laboratory personnel, reviewing labo-
ratory procedures and approving test results, and whe is responsi-
ble for the proper performance of all laboratory procedures.

(7) “Evaluation and certification program” or “certification
program” means the laboratory evaluation and certification pro-
gram of the department.

{8) “Facility” means a clinical laboratory or a blood bank lab-
oratory. )

{9) “Laboratory” or “clinical laboratery” means a facility
where microbiological, biological, physical, serological, chemi-

«cal, hematological, immunological, cytological, or microscopic

examinations of specimens taken from the human body or other
matter, are performed for screening, diagnostic, and treatment
purposes. :

{10) “Laboratory certification advisory council” means the
council appointed under 5. HSS 165.23.

{11) “Laboratory evaluation” means a system of determining
and testing laboratory methods, procedures, and proficiency by
inspection of the facility and equipment, review of personnel
qualifications, practices, records, and controls, and the use of pro-
ficiency testing performance by the department.

{12) “Laboratory specialty” or “specialty” means a science
discipline used for the examination of materials derived from the
human body or other matter, for the purpose of disease prevention,
laboratory screening, diagnosis or treatment of patients. For pur-
poses of this chapter, laboratory specialties include but are not
limited to the following:

(2) Clinical laboratory specialties, consisting of:
. Alcohol testing for implied consent;
. Bacteriology;

. Clinic microbiology;

. Mycobacteriology;

. Mycology;

. Parasitology;

. Virology;

. Routine chemistry;

. Endocrinology;

10. Toxicology.

11. Urinalysis;

12, Hematology;
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13. Cytology;

i4. Immunohematology;

15. General immunology; and
16. Syphilis serology; and

{13) *Local public health agency laboratory” means a labora-
tory operated by a single city or county health department, a multi-
ple county health department, or a city—county health department
which performs clinical tests for the prevention, detection, diag-
nosis, and control of disease.

(15} “Owner” means the person who owns the laboratory
facility, the institution operating a laboratory facility, or the state,
county, or city agency operating a laboratory facility.

(16) “Participating laboratory* means a laboratory that partic-
ipates in a proficiency testing program approved by the depart-
ment,

(17) “Proficiency lesting program” means those activities
which are required by the department to define, monitor, and mea-
sure the accuracy of testing by a laboratory and which meet the
applicable requirements of federal agencies for licensure or certi-
fication of clinical laboratories.

{1 8) “Referee laboratory™” means a laboratory that has part1c1-
pated in a proficiency testing program and has shown agreement,
reproducibility, and reliability in testing procedures or methods.

(19) “Reference laboratory” means a laboratory of known
expertise and reliability.

(20} “Revocation of certification” means the withdrawal of
the certification of the laboratory by specialty discipline.

(21) “Suspension of certification” means the temporary with-
drawal of the certification of the laboratory by specialty discipline
until the cause for suspension is corrected,

History: Cr, Register, September, 1976, No. 249, eff. 10-1-76; cr. (18) (), Regis-
ter, January, 1978, No. 265, eff. 2-1-78; am. (1}, (2), (7}, (8), (14), {16}, ({7 and (18),
renum. (19) to(24) to be (20) to (25), cr. (19), and as renuim., am, (21}, Register, Octo-
ber, 1980, No, 298, eff, 11-1-80; am. {I8) and cr. (18) (b), Register, December, 1981,
No. 312, eff. 1—1-82; renum. from H 38.02, Register, April, 1982, No. 316, eff,
5-1-82;r. and recr, Register, October, 1983, No. 334, eff. 11-1-83; am. {12), Regis-
fer, Augast, 1992, No. 440, eff. 9-1-92; correetion in (5) made under s. 13.93 (2m)
(b) 6., Stats., Register, Janvary, 1997, No. 493; 1, {4, (12) (b} and (14}, am, {8), (%),
{12) (Intro.], (13) and (17), Reglster, Sepfember, 1999, No, 525, eff, 10-1-99;
correction in {3) made under s, 13.93 (2m) (b) 7., Stals,, Regbter, Septemher,
1999, No. 525.

HSS165.03 Examinations necessary forthe protec-
tion of the health of the public. The departiment designates
the following examinations of body fluids, tissues, discharges,
respiratory and environmental air as necessary for the health of the
pubtic:

(1) Microbiology tests,

(2) Serology tests.

(3) Chemical tests.

{4) Hematology tests.

{5) Immunohematology tests.

{6) Cytology tests.

{7} Tests involving radionuclides,

History: Cr. Register, September, 1676, No, 249, eff, 10-1-76; am. (1) (2) 7. and
r. {1} {b} 2. and 3., Register, October, 1980, No. 298, eff. 11-1-80; renum. from H
38.03, Register, April, 1982, No. 316, eff. 5-1-82; ¢en {intro.), . (1) (intro.), (1)
(intre.) and (b) to (@), renum, (1) {a) 1, to 7. to be (1) to (7), Register, September,
1999, No, 525, eff. 10-5-99.

HSS 165.04 Certiflcation application. (1) AprrLica-
TION AND BXCEPTIONS. All clinical laboratories and blood banks
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 serving patients under the auspices of that government;

(b) Laboratories operated and maintained exclusively for
teaching or research purposes and not involving patient or public
health services;
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(c) Laboratories operated purely for internal quality control,
or maintenance of the quality of their preduct, wherein com-
pliance with governmental laws or codes is nof required;

{d) Physician office laboratories serving not more than 2 phy-
sicians and operated exclusively for the diagnosis and treatment
of their patients.

{2} AppLICATION FORM. Applicants shall apply on forms pre-
scribed by the department for evaluation and certification of those
laboratory procedures or categories of procedures that the labora-
tory performs,

(3) InFormaTION REQUIRED, The application shall be accom-
panied by such information as the department may require,

(4) SEPARATE LABORATORY LOCATIONS. Separate applications
shall be submitted for separate Iaboratory locations.

{5) INITIAL APPLICATION. Application for initial certificationin
a laboratory testing specialty may be submitted at any time.

(6) RECERTIFICATION. Application for recertification shatl be
submitted upon nolification by the department.

(7) ACTION BY THE DEPARTMENT. Within 60 days after receiv-
ing a complete application for certification of a laboratory or
blood bank, the department shall either approve the application
and issue the certification or deny the application. If the applica-
tion for certification is denied, the department shall give the appli-
cant reasons, in writing, for the denial.

History: Cr, Register, September, 1976, No, 249, ff, 10-1-76; am, (1}{intro.) and
(6), Register, October, 1930, Wo. 298, cff. 11-1-80; renom. from H 35.04, Register,
April, 1982, No. 316, eff, 5-1-82; cr. (7), Register, November, 1935, No. 359, eff.
£2-1-85; am, (1) {infro.), Register, September, 1999, No, 525, eff, 10~1-99,

HSS 166.06 Certification of approval. (1) ArprovAL
AcTions. The department shall issue a certificate of approval for
the specialty(ics) upon determination of substantial compliance
with the administrative code. This defermination shall include a
review of the application, the current yearly proficiency testing
findings, and on-site inspection results. Inspections performed by
the department or by an alternative inspection program approved
by the department shall include at least a review of such factors
as technical methods, procedures, physical facilities, staffing, and
internal quality control practices. The department reserves the
right to validate inspections and proficiency testing performed by
other approved program providers, and to impose prorated fees
for such proficiency testing validation activities in accordance
with ch. ATCP 77.

(2) SeecIAL ApPROVAL ACTIONS. If the participating laboratory
is in substantial compliance except that through no fanlt of its own
or through participation for less than one year it has been unable
to examine the required yearly number of proficiency specimens,
but has demonstrated satisfactory proficiency on specimens total-
ing not less than 40% of the specialty number, the department may
issue a certificate of approval to the laboratory.

History: Cr. Register, September, 1976, No. 249, ff, 10-1-76; 1. and reer. (1) and
am. (2), Register, October, 1980, No, 298, eff, 11-1-80; am. (1}, Register, December,
1981, Mo 312, off. 1-1-82; renuim. from H 38,05, chlstcr April, 1982, No. 316, eff,
5—1—82

HSS 165.06 Provisional certlflcatlon of approval.
(1) PROVISIONAL AFPROVAL. The depariment may issue a certifi-
cate of provisional approval to a participating laboratory when the
laboratory fails to meet the minimal performance testing stan-
dards or has other significant factor deficiencies, but past perfor-

- mance, testing experience, qualification of personnel, or efforts

by the laboratory indicate that the deficiency has been corrected
or is readily correctable.

{2) LnvaTATION OF PROVISIONAL APPROVAL. Provisional certifi-
cation of approval cannot be granted for more than 2 consecutive
years.

History: Cr. Repister, September, 1976, No. 249, off. 10-1-76; am. (1), Register,
October, 1980, No. 298, eff. 11-1-80; renum. from H 38.06, Register, Apiil, 1982,
No. 316, eff, 5-1-82,

HS5165.07 Interim certification of approval. Interim
certification of approval may be granted for a newly participating
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laboratory for not more than 12 months. Thereafter, the laboratory
shall meet the requirements for certification or provisional certifi-
cation.

History: Cr. Register, September, 1976, No. 249, eff. 10-1-76; am, Régistcr,
October, 1980, No. 298, off, 11-1-80; renum, from H 38.07, Register, April, 1982,
No. 316, eff. 5-1-82.

HSS 165.08 Deficiencies endangering the health of
the public. No level of certification shall be granted if any defi-
ciency endangers the health of the public.

History: Cr. Register, September, 1976, No, 249, eff, 10-1-76; renum, from H
38.08, Register, April, 1982, No. 316, eff. 5-1-82.

HSS 165.09 Certification period. (1) IntriAL corriF-
CATION. Initial certification, unless suspended or revoked, shali be
valid for the remainder of the established certification period.

{2) RECERTIFICATION. Recertification, unless suspended or
revoked, shall be valid for 12 months.

History: Cr. Register, September, 1976, No. 249, eff. 10-1-76; am. {1}, Register,
October, 1980, No, 298, eff. 11-1-80; renum. from H 38.09, Register, April, 1982,
No. 316, eff. 5-1-82.

HSS 165.10 Denial, revocation or suspension of
certification. (1) DeNiAL OR REVOCATION. If the depariment
finds that the participating laboratory is not in substantial com-
pliance with ch. HSS 165, certification shall be denied or revoked
for the designated laboratory testing specialty(ies). The depart-
ment shall notify the director and the owner of the laboratory, list
the reason(s) for the intended denial or revocation, and designate
at least 10 days for correction of deficiencies or for submission of
an appeat request in writing to the depariment. 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) Suseansion. If the depariment finds that any deficiency in
alaboratory presents ahazard to the health of the public or to labo-
ratory workers, it may suspend certification, provisionat certifica-
tion, or interim certification of approval of a laboratory until the
defictency is corrected in a manner satisfactory to the department.

History: 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. 318, eff. 5-1-82.

HSS 165.11 Change in owner. A laboratory having a
change in owner shail promptly inform the department and apply
for recertification.

History: Cr, Register, Seplember, 1976, No. 249, eff. 16-1-76; am. Register,
October, 1980, No. 298, off, 11-1-80; renum. from H 38, 11, Register, Apnl 1682,
No., 316, eff. 5-1-82.

HSS 165.12 Change in director. A laboratory having a
change in laboratory director shall promptly inform the depart-
ment of the change and provide the name, address, educational
degrees, specialty certification, 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,

HS55165.13 Display of certificates. The owner ordirec-
tor of the laboratory shall display the current cettificate(s) of
approval, provisional approval, or interim approval,

History: Cr. Register, September, 1976, No. 249, eff. 10-1-76; am. Register,

October, 1980, No, 298, eff. 11-1-80; renum. from H 38.13, Register, April, 1982,
No. 316, eff. 5-1-82.

HSS 165.14 Proficiency testing., (1) REQUIREMENTS
FOR PARTICIPATING LABORATORIES. Alllaboratories requiring certi-
fication shall participate satisfactorily in a proficiency testing pro-
gram or a combination of programs which have been approved by
the department. Participation shail be in those specialties for
which the laboratory offers services and for which an approved
proficiency testing program is available,

(a) Proficiency test specimens shall be examined on the labora-
tory premises by the personnel of the laboratory who normally
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perform the specialty test and by the testing procedure commonly
used by the laboratory.

(b) Laboratories shall report their proficiency test results
within the prescribed reporting time. Participating laboratories
that fail to report proficiency testing results or unreceived or dam-
aged 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
PROGRAMS. The department shall approve proficiency testing pro-
grams by laboratory specialty as listed in s. HSS 165.02 (12).

{a) The minimum annual number of proficiency testing speci-
mens required for each laboratory specialty, covering the entire
test year and sent at appropriate intervals, shall be as follows:

1. Alcohol testing for implied consent 25
2. Bacteriology, general or enteric or 8
both
3. Clinic microbiology (includes clinic 20
bacteriology, clinic mycology, clinic
parasitology) _
4,  Mycobacteriology _ 8
5. Mycology - 8
6.  Parasitology 8
7., Clinical chemistry 24 (or 192 tests)
8. ‘Hepatitis testing : 20 -
S Hematology 16
10. Immunchematology . 18
12, Non-syphilis serology 12
13.  Syphiiis serology 20

(b) Proficiency specimens shall be prepared in such manner as
t0 be representative of the types of specimens encountered in rou-
tine testing. Complete instructions for handling, reconstituting,
testing, and reporting shall be included with each shipment of
unknown specimens. '

(¢} Providers of approved proficiency testing programs shail
promptly report to the depariment. These reports shall include at
Icast a determination of satisfactory and unsatisfactory perfor-
mance for each participating laboratory and such data and criteria
as deemed necessary by the department to determine performance
level.

(d) Providers of proficiency testing programs seeking cquiva-
lence shall apply to the department providing information as 10
specialty programs; numbers, types and frequency of specially
specimens; grading methods; and any other information required
by the department to determine the acceptability of the program.
The department shall use the results from approved programs for
purposes of certification or decertification of laboratories,

(3) LEVELS OF PERFORMANCE AND GRADING SYSTEMS. The
department shall determine if the grading systems and levels of
performance used by proficiency testing programs are acceptable,
reasonable and valid, The depariment shall set standards for satis-
factory performance in the proficiency testing programs where
the standards applied by the provider of the program are deemed
inappropriate by the department. For the purposes of proficiency
testing for certification of laboratories, satisfactory performance
standards provided by the approved programs shall be equivalent
to the following:

{a} Alcohol testing. A grade of 80% or higher shall be satisfac-
tory performance, Individual participant values shall be compared
to an acceptable range which shall be determined for each profi-
ciency test specimen from the consensus of reference, referee or
participating laboratories. _

{(b) General and enteric bacteriology, clinic microbiology,
mycobacteriology, mycology, and parasitelogy. A grade of 80%
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or higher shall be satisfactory performance. The department may
establish a score for each shipment by determining the percent of
the test results which are acceptable, The consensus of reference,
referee or pariicipating laboratories shall determine acceptable
performance,

(c) Clinical chemistry. Anoverall grade of 80% or higher shall
be satisfactory performance, The target ranges of acceptable val-
ues (relative to the standard value) for each constituent shall be
expressed as A number of standard units per unit volume orA per-
centage of standard value whichever is greater.

{d) HAA testing. A grade of 80% or higher shall be satlsfactory
performance. Results from reference laboratories shall be tabu-
lated by method used. Individual Iaboratory resulis shall be
compared with this tabulation. The consensus of reference, ref-
eree or participant laboratories shall determine acceptable perfor-
mance.

(e} Hematology. A grade of 85% or higher shall be satisfactory
performance. For hemoglobin, hematocrit, and cell counting,
individual laboratory results shall fall within a designated A per-
cent or standard deviation of the mean based on reference, referce
or participating laboratory results. For white cell differential
counts and 35mm transparencies the consensus of reference, ref-
eree or participating laboratories shall determine acceptable per-
formance.

() Immunohematology. A grade of 100% shall be required 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 ref-
erence laboratory results. The consensus of reference, referee or
participant Jaboratories shall determine acceptable results.

(h) Non—syphilis serology. A grade of 90% or higher shatl be
satisfactory performance. Individual participant values shall be
compared to an acceptable range which shall be determined for
each proficiency test specimen from the consensus of reference
and participating laboratories.

(i) Syphilis serology. A grade of 85% in reprodumbﬂ.lty and
85% in agreement shall be satisfactory performance. Individual
participant values shall be compared to an acceptable range which
shall be determined for ¢ach proficiency test specimen from the
consensus of reference, referce or participating laboratories. Per-
cent achievement in syphilis serology shall be calculated in 2 cate-
gories. 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 agree-
ment shall be equal to one-half the number of partial agreements
plus the number of complete agreemenis divided by the total num-
ber of reports compared and multiplied by 100,

History: Cr. Register, September, 1976, No, 249, eff. 10-1-76; 1. and recr. Regis-
ter, October, 1980, No. 288, eff. 11-1-80; arn. (2) (a), Reglster, December, 1981, No.
312, eff, 1-1-82; renum. from H 38.14, Register, April, 1982, No. 316, off, 5-1~82
am, (2) (intro.} and {a), (3} (D), r. {3) (i}, renum. (3) (j} to be (3) (i) and am., Reglster
Ociober, 1983, No. 334, ff. 11-1-83%; . (2) (s} 11, and (3)(3],Regmter,8cptember,
1999, No, 525, ¢ff, 10-1-99,

HSS 165.16 General records and reports. {1} Mam-
TAINING RECORDS. The employer shall maintain for at least 2 years
and make available at the facility for examination by the depart-
ment, laboratory records pertaining to personnel health, training,
and experience, and records pertaining to equipment, inspections,
calibrations, monitoring controls, procedures, proficiency testing
results, policies, and other quality control measures,

(2) REPORTING OF SPECIMEN RESULTS. Laboratories shall report
as prescribed by the departiment those specimen results which the
department finds necessary for the administration of s, 299,11,
Stats., for the prevention, diagnosis, or control of disease, or for
compliance with other laws of functioral concern to the depart-
ment.

History: Cr. chislcr; 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;
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renuny from H 38,13, Register, Aprl, 1982, No. 316, eff. 5-1-82; correction in (2)
made under s, 13,93 (2m} {b) 7., Stats., Register, September, 1999, No. 525,

HSS 165.16 Specimen procurement and reporting.
(1) Accerrance or speciMens.  Clinical laboratories shall
examine specimens only at the request of persons or agencies
authonzed or aowed by law to submlt specimens,

(2) REPORTING SPECIMEN TEST RESULTS, Laboratories shall
report specimen findings to persons authorized or allowed by law
to receive such reports, The report shall incluode the name and
address of the examining Iaboratory. Al service, product quality
control, or monitoring specimens accepted by the laboratory shall
be tested on the premises, unless forwarded to another l&boratory
certified by or acceptable to the department,

(3) Exceprmions, Subsections (1) and (2) shall not apply to the
taking, testing, or reporiing of nonclinical laboratory specimens
by alaboratory or its personnel solely for the determination of the
accuracy or sufficiency of its procedures, supplies, equipment, or
operations.

(4) SPECIMEN STABILITY REQUIRED. The department may
require laboratories 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 establish criteria for suitability of specimens.

History: Cr. Register, September, (976, No. 249, eff. 10-1-76; am. (2), r. (4) and
renum. (3) to be (4), Register, October, 1980, No, 298, ff, 11--1--80; renum, from H

38.16, Register, April, 1982, No. 316, eff. 5-1-82.

HSS 165.17 Specimen records. (1) Specimen records
shall be maintained for not less than one year and shall include the
following:

(a) Laboratory number or other identification mfonnatlon of
specimens.

(b) Narme of the person, faciiity, agency, or source of specimen.

(¢} Name of the person, facility, or agency authorized or
allowed by Iaw to submit the specimen.

(d) Date specimen collected, date specimen received, and date
specimen result reported.

(e} Reason if specimen unsatisfactory.
(f) Test performed and resuits.
{g) Identification of examiner.

(h) If examined by other certified laboratory, name and address
of examining laboratory.

History: Cr. Register, September, 1976, No. 249, ¢ff. 10-1-76; am. (1) (intro.},
(d) {fyand (h}, r. {13 (i), Register, October, 1980, No. 208, eff. 11— 1—80 r.{1}{).Reg-
ister, December, 1981, No. 312, eff. 1-1-82; renum. from H 38.17, Register, April,
1982, No. 316, off. 5-1-83. ]

_HSS 165.18 Facilities and equipment. (1) Laborato-
ries shall have adequate facilities, equipment, instruments, sup-
plies, and testing methods, for performing the procedure or cate-
gories of procedures for which certification is reguired;

(a) Working space shall be adequate, well lighted, well venti-
lated, environmentally controlled, and with essential utilities for
accurate test performance,

(b) Temperature controlled spaces and equipment including
incubators, water baths, refrigerators, freezers, and sterilizers
shall be properly maintained, monitored and the results recorded.

{c} Analytical measuring instruments and equipment shall be
kept in good working ordcr, checked routinely, and precisely cali-
brated.

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

(¢} Reagents, solutions, glassware, instruments, and supplies

shall be properly stored. Reagents and solutions shall be clearly
Iabeled to show identification, proper storage, titer or concentra-
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tion, expiration or preparation date, and other pertinent informa-
tion.

() Glassware and plpettes shall be adequate for the purpose
they are used, free of excessive scratches or cloudiness, and have
clear graduations.

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

{h) Premises shali be kept clean and free from unnecessary bio-
logical, chemical, and physical hazards and have available auto-
clave, chemical, or other methods satisfactory to the department,
for disposing of hazardous materials. All infectious waste mate-
rial shall be decontaminated before leaving the premises or
marked in a manner that will alert sanitation personnel as to the
nature of the waste material,

(i) The premises shall conform to the requu'ements of applica-
ble mechanical, plumbing, electrical, fire, and safety codes of fed-
eral, state, and local governments. Electrical equipment shall be
maintained and used under safe conditions for the prevention of
fire and shock hazards.

() Laboratories performing procedures in mycobacteriology
and mycology culturing shall use a biological safety cabinet
which shall be inspected and its proper function verified at least
annually

History: Cr. Register, September, 1975, No. 249, eff. 10-1-76; renurn. from H
38.19 andam (13 (a), (b), (d}, (&), (h) and {i) and cr. (1) (§), Register, October, 1980,
?‘o[_%%ﬁ eff, 11-1-80; renum, from H 38.18, Register, April, 1982, No, 316, ff.

HSS 165.19 Internal quality control. (1) The labora-
tory shall have a complete and on—going quality control program
for all laboratory specialties for which the laboratory offers ser-
vice.

{a) All test methods and results shall be continuously moni-
tored for accuracy by simultaneous validation, where applicable,
with reference specimens whose qualitative and quantitative reac-
tions under the conditions of the testing are known.

(b} Results of such monitoring and remedial actions taken shall
be recorded as generated and maintained in accessible form in the
laboratory. '

{c) Allcomponents, stock cultures, antigens, antiserums, cells,
controls, media, reagents, solutions and standards used in per-
forming a fest shail be periodically checked as to identity, growth
properties, potency, reactivity, sensitivity, specificity, sterility,
titer, expiration: date, and stability where applicable. Complete
records of these checks shall be retained.

{d) Specimens shall be collected, handled, and tested in a man-
nier to assure identity and stability and to give accurate and precise
resulis, ’

(e} Correctreporting methods, appropriate units or nomencla-
tures shall be used. All abnormal results shall be reviewed or
rechecked.

History: Cr. Register, October, 1980, No, 298, ¢ff, 11-1-80; renum, from H 38,19,
Register, April, 1982, No. 316, cff. 5-1-82,

HSS 165.20 Standards of directors. Each laboratory
shall be under the direction of a qualified laboratory director.

{1) CLINICAL LABORATORY DIRECTOR, The clinical laboratory
director is qualified if:

(a) The person is a physician licensed in Wisconsin and certi-
fied in anatomical or clinical pathology by the American board of
pathology, the American osteopathic board of pathology, or,
board eligible, and directs up to but not more than 3 laboratories;
or

(b) The person holds an earned doctoral degree from an
accredited institution with a chemical, physical, biological, or
medical science as the major subject and has had 3 or more years
of general clinical laboratory training and experience of which at
least 2 years were spent in one of the laboratory specialties of a
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clinical laboratory having a director at the doctoral level, except
that the directorship shall be Himited to that specialty and the per-
son shall direct only one laboratory; or

(c) The person holds a master degree with a chemical, physi-
cal, biological, or medical science as the major subject and has had
4 or more vears of general clinicai laboratory training and experi-
ence in a specialty of a clinical laboratory having a director at the
doctoral level, except that the directorship is limited to that spe-
cialty and the person shall direct only one laboratory; or

(d) The person holds a bachelor degree with a cherical, physi-
cal, biological, or medical science as the major subject, and has
had 6 or more years of general clinical laboratory training and
experience in a specialty of a clinical laboratory having a director
at the doctoral level, except the directorship is limited to that spe-
cialty and the person shall direct only one laboratory; or

(¢) The person holds at least abachelor degree and was director
of a Wisconsin clinical laboratory on July 31, 1975, and for the
previous 5 years, and directs only one laboratory; or

() The person is a Wisconsin licensed physician of a group of
physicians performing laboratory tests only for their patients and
designated by the group as laboratory director, provided that the
laboratory has at least a medical technologist, or has consultation
provided by a pathologist or medical technologist; or

(2) In hospitals where the services of a qualified director are
not available for the specialties provided, the person in pars. (b),
(c), and (d) may qualify as an administrative laboratory director
for that Iaboratory if it has a consultant pathologist.

{3) PUBLIC HEALTH LABORATORY DIRECTOR, The public health
laboratory director is qualified if:

(a) For laboratories performing clinical tests, the person holds
a bachelor degree with a chemical, physical, biological, or medi-
cal science as the major subject, and has had 3 years’ general clini-
cal Iaboratory training and experience either in a clinical labora-
tory or a public health laboratory performing clinical tests, and has
demonstrated knowledge of and performance proficiency using
standard methods prescribed for commercial milk, water, and
food laboratory directors under ch. ATCP 77, or other methods
acceptable to the department, and meets existing state and federal
requirements for such directors; or

(b) In a public health laboratory doing clinical testing where
the services of an otherwise qualified director as defined in sub.
(1) or par. {a) are not available, he or she is a duly licensed physi-
cian designated as administrative laboratory director by the public
health agency; or

(c) For laboratories not performing clinical tests, the person
holds a bachelor degree with a major in chemistry or microbiol-
ogy, and has had 2 years® experience in a public health laboratory
or other laboratory performing simiar milk, water, and food anal-
yses, and has demonstrated knowledge of and performance profi-
ciency using standard methods prescribed for commercial milk,
water, food laboratory directors under ch. ATCP 77, or other
methods acceptable to the department, and meets existing state
and federal requirements for such directors; or

(d) The person was director of an official public health Iabora-
tory on July 31, 1975, limits the directorship to those specialties
he or she directed before July 31, 1975, and provided the director
is approved by the department, :

Historys Cr, Register, September, 1976, No, 249, eff, 10-1-76; am, (1) {f), Regis-
ter, Januacy, 1978, No. 265, off. 2—1-78; am. (1) {a}, {e), () and (g}, r. and recr. (2)
(), Register, October, 1980, No. 298, eff. 11-1-80; cr. (intro.) andr. (2) (g), Register,
December, 1981, No, 312, eff, 1-1-82; renum, from H 38,20, Register, April, 1982,
No. 318, eff. 5-1-82; cosrections made under s. 13.93 (2m} (b) 5., Stats., Register,
August, 1995, No. 476; r, {2), Register, September, 1999, No. 525, eff. 10-1-99;
correction in {3} () and (c) made under s, 13,93{2m) (b} 7., Stats,, Register, Sep-
tember, 1999, No. 525.

HSS 165.22 Injunctions. The operation or maintenance
of a laboratory in viclation of s, 299.11, Stats., or rules created
thereunder, is prohibited. The department may in addition to other
remedies, prosecute an action for an injunction to restrain such

Register, September, 1999, No, 525
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violations or to enjoin the future operation of the laboratory until
compliance with the section and rules has been obtained. Any lab
which operates without a certificate of approval shali be fined not
Iess than $100 nor more than $1,000, Each day such v1oiahon con-
tinues shall constitute a separate offense.

History: Cr. Register, September, 1976, No. 249, eff. 10-1-76; am,, Register,
October, 1980, No. 298, eff, 11-1-80; renum. from H 38.22, Register, April, 1982,
No. 316, off. 5-1-82; comection made under s. 13.93 (2m) () 7., Stats,, Register,
August, 1995, No. 476; corrections made under s, 13,93 (2m} (b} 7., Stals,, Regis-
ter, September, 1999, Ne. 525.

HSS 165.23 Advisory council. {1) LABORATORY CERTI-
FICATION ADVISORY COUNCIL, The department shall establish an
advisory council of not more than 9 members, who shail serve for
staggered 3.year terms and represent or be the following:

(a) A physician directed clinical laboratory.
{b) The Wisconsin society of pathologists, inc.
{c) The Wisconsin hospital association.

Register, September, 1999, No. 525
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(d) The state medical society of Wisconsin.

{e) The Wisconsin association for medical technology.

(f) A public health officer or laboratory director,

(h) The Wisconsin department of natural resources.

(i) A public consumer.

(2) RespoNsBILITIES, The councit shall study laboratory certi-
fication matters, advise, make recommendations to, and consult
with the department.

(3) MEeErmNGS. The advisory council shafl elect a chairperson
and meet at least annually or more often at the discretion of the
chairperson or petition of any 4 members. _

{4) REIMBURSEMENT FOR BXPENSES, Council members shall be
reimbursed for their actual and necessary expenses incurred in the

performance of their duties.

History: Cr. Register, September, 1976, No, 249, cﬂ" 10-1-76; am. {1} (¢}, {h) and
(i) and (3, Repgister, October, 1980, No. 298 off, 11— lﬂSO renum, from H 38,23,
Register, April, 1982, No. 316, off. 53-1-82; 1. {1) (g}, Register, September, 1999,
No, 5285, eff, 10-1-99, .
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