
HEALTH AND SOCIAL SERVICES 109 
H 3S 

Chapter H 38 

LABORATORY CERTIFICATION 

Ii :li'Utl Intro<lul'tiun (p, 109) 
H :IK.ll:.! l>t>finitions (p. J 10) 
H :IH.o:I E:irnnilnatiom; necessary for the 

protel'lion of the health of the 
puhlk (p. 112) 

H :18.cH ('ertifkatiou spplkutim1 (p, 112-
1) 

H ;l8.Clf1 C'erlifkationofappnwal (p.112-
2) 

H :Hum Pruvisonal l'ertification uf ap­
proval (p. 112-2) 

H :18.07 Interim certification of approval 
(p. 112-2) 

H ;18.08 Oeficiendes endangering the 
health of the public (p, 112-3) 

H :18.09 Certification period (p, 112-3) 
H ;18, J 0 Denial, revocatiun,or suspension 

of certification (p. 112-3) 

H :18.11 l'hauge in owner (p, 112-3) 
H ;!H.l~ Change in director (p, 112-3) 
H :18.l:l Display of certificates (p.112-3) 
H :JH.14 Proficiency testing (p, 112-3) 
H :l8.lti General records and reports (p, 

112-6) 
H :38.16 Specimen procurement and re· 

porting (p, 112-7) 
H a1tJ7 Specimen records (p, 112-7) 
H :!8.18 Facilities and equipment (p. 112-

7) . 

H 38.19 Internal quality control (p. 112-
S) 

H 38.20 Standards of directors (p. 112·9) 
H 38.21 Fees (p. 112-11) 
H 38.22 Injunctions (p, I 12-12) 
H 38,23 Advisory council (p. 112-12) 

Note: Chapters H 37 and H :ls were repealed, Register, September, 1976, and a new Chap· 
ter H 38 was created effective October 1, 1976. 

H 38.01 Introduction. (I) STATUTORY REQUIREMENT. Section 143.15, 
Laboratories, approval of, Wis. Stats., requires in part: that laboratories, 
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 public 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 revocation, denial, or 
suspension for cause; that the department of health and social services 
shall establish certification standards; and that laboratories shall not 
operate without 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 receiving 
input from the laboratory evaluation and certification program include 
the premarital syphilis serology law, 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, Medi­
caid certification, interstate laboratory licensure law, and appropriate 
municipal, state, and federal laws controlling the quality of laboratory 
testing services for water, milk, and food products. 

(3) METHOD. The program shall evaluate and certify laboratories by 
specialty services offered and provide on-site surveys, technical consul­
tation, other training assistance, and facility certification. The program 
applies nationally accepted testing procedures and standards to the ex-

Regi11ter, October, 1980, No. 298 
Health 



110 WISCONSIN ADMINISTHAT!\'E < 'OIJE 
H 38 

tent that they exist and are appropriate and spe('iHI standard:- a;.. dt·tt,r­
mined or required by other programs such as T\JedinlH', and stn•sst·s sat­
isfactory proficiency testing performan('e in progra1ns appro\·ed Ii~· tht· 
department. 

History: Cr. Register, Septembt-r, 1916, No. 249. t>ff. ]O- l- 7H: nm. H"!!l'!c·r. ! >,-1.,t,.·r. J !!.~ll. 
No. 298, eff. ll·l·80. 

H 38.02 Definitions. (1) LABORATORY OR CLINICAL LABOHATOHY. Labo­
ratory or clinical laboratory means a facility \\'here rnicrohiologi('al. bio­
logical, physical, serological, chemical, hematological, i1nmunological, 
cytological, or miscroscopic examinations of sjJecirnens taken fron1 the 
human body, milk, water, food products, or other matter, are perforn1ed 
for laboratory screening, diagnostic, and treatment purposes. 

(2) COLLECTION STATION. Collection station means a place \Vhere spe('­
imens are obtained, deposited or temporarily stored hut not exan1ined. 
If specimens are examined at a collection station, the station will be C"on­
sidered a laboratory. 

(3) BLOOD BANK. Blood bank means any facility where activities are 
conducted involving the drawing, processing, or storage of human blood 
or blood derivatives, preliminary to transfusion or human use. 

(4) COMMERCIAL MILK LABORATORY. A commercial milk laboratory 
means a laboratory that offers milk testing services to others for moni­
toring product quality or for meeting city, county, state, or federal code 
requirements. 

(5) MILK PLANT LABORATORY. A milk plant laboratory means a labora­
tory that functions solely for the purpose of maintaining quality control 
of its products for compliance with city, county, state, or federal codes. 

(6) Fooo LABORATORY. A food laboratory means a laboratory t.hat per­
forms tests on foods for adulterants, contaminants, or additives. Food 
laboratories that perform such tests for others are deemed to be com­
mercial food laboratories. 

(7) WATER MICROBIOLOGY LABORATORY. A Wat.er microbiology labora­
tory means a laboratory that performs microbiological tests on water to 
assure the safety and potability of private or public waters. Water labo­
ratories that perform such tests for others are deemed t.o be commercial 
water laboratories. 

(8) MILK, WATER MICROBIOLOGY, AND FOOD LABORATORY. A milk, water 
microbiology, and food laboratory means a laboratory that performs 
tests on milk, water, and food, or any combinations, to assure purity and 
safety and/or compliance with city, county, state, or federal laws. Labo­
ratories that perform such tests for others are deemed to be commercial 
milk, water, and food laboratories. 

(9) PUBLIC HEALTH LABORATORY. A public health laboratory means a 
laboratory operated by an official public health agency performing tests 
for the prevention, detection, diagnosis, and control of disease. Such lab­
oratories may perform clinical, milk, water, and food tests. 

(10) FACILITY. A facility means a clinical laboratory, a blood bank lab­
oratory, or a public or private laboratory engaging in the testing of milk, 
water, or food products. 
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t 11 I PERSON. Person ineans an individual, firm, partnership, associa­
tion. corporation. inunicipality, or other entity \vhether organized for 
profit or not, perforn1ing clinical or milk, water, or food product labora­
tor.v tests for the protection of the health of the public. 

( l'.2) IJEPARTMENT. Departinent means the Wisconsin department of 
health and social services. 

( l :~) 'fHE RVALllATION AND CERTIFICATION PROGRAM OR CERTIFICATION 

PROCiRAht. The evaluation and certification program or certification pro­
gram means the evaluation and certification program of the department. 

(14) REI-'ERENC'E LABORATORY. Reference laboratory means a labora­
tory of known expertise and reliability. 

(15) REFEREE LABORATORY. Referee laboratory means a laboratory 
that has participated in the proficiency testing program and has shown 
agreement, reproducibility, and reliability in special testing procedures 
or methods. 

(16) PROFICIENCY TESTING PROGRAM. Proficiency testing program 
means those activities which are required by the department to define, 
monitor, and measure the accuracy of testing by a laboratory. Such proM 
ficiency testing programs approved by the department must meet the 
applicable requirements of federal agencies for licensure or certification 
of clinical and milk, water and food laboratories. 

(17) LABORATORY EVALUATION. Laboratory evalution means a sytem of 
determining and testing laboratory methods, procedures, and profi· 
ciency by inspection of the facility and equipment, review of personnel 
qualifications, review of practices, records, and controls and the use of 
proficiency testing performance by the department. 

(18) LABORATORY SPECIALTY. Laboratory specialty means the 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, or the examination of 
milk, water, or food products for the purpose of determining purity, 
potability, or freedom from harmful substances. For purposes of these 
regulations, the department designates specialties which include, but 
are not limited to the following: 

(a) Alcohol Testing 

(b) Bacteriology, General or Enteric or both 

(c) Clinic Microbiology (includes Clinic Bacteriology, Clinic Mycol-
ogy, Clinic Parasitology) 

( d) Mycobacteriology 

(e) Mycology 

(f) Parasitology 

(g) Clinical Chemistry 

(h) HAA Testing 

(i) Hematology 
Register, October, 1980, No. 298 
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(j) Immunohematology 

(k) Milk Testing & Water Microbiology 'I'esting 

(I) Non-syphilis Serology 

(m) Phenylketonuria Testing 

(n) Syphilis Serology 

( o) Cytology* 

*No proficiency testing program, see H 38.21 (!) (a) 

(19) PARTICIPATING LABORATORY. Participating laboratory means a 
laboratory that participates in a proficiency testing program approved 
by the department. 

(20) OWNER OF THE LABORATORY. Owner of the laboratory means the 
person or persons who own the laboratory facility, the owner of an insti­
tution operating a laboratory facility or a governmental state, county, or 
city agency operating a laboratory facility. 

(21) DIRECTOR OF THE LABORATORY. Director of the laboratory means 
the. person who plans, organizeg, directs, and participates in the opera­
tions of the laboratory, including but not limited to training and super­
vision of laboratory personnel, and the reviewing of laboratory proce­
dures and approval of test results. The director is responsible for the 
proper performance of all laboratory procedures. 

(22) ADMINISTRATIVE LABORATORY DIRECTOR. Administrative labora­
tory director means a person who meets the requirements of H 
38.20(1) (g).or the requirements of H 38.20(3) (b). 

(23) CERTIFICATION OF APPROVAL. Certification of approval rneans that 
the laboratory is in substantial compliance with the requirements of s. 
143.15, Stats., and the rules promulgated thereunder and with the physi­
cal, technical, procedural, staffing, proficiency testing, and administra­
tive requirements of the department. 

(24) REVOCATION o·F CERTIFICATION. Revocation of certification means 
to annul or invalidate the certification of the laboratory by specialty dis­
cipline. 

(25) SUSPENSION OF CERTIFICATION. Suspension of certification means 
to temporarily invalidate the certification of the laboratory by specialty 
discipline until the cause for suspension is corrected. 

Hl•tory: Cr. Regiater, September, 1976, No. 249, eff. 10-1-76; er. {IS) (r), Regiater, .Janu­
ary, 1978, No. 265, eff. 2-1-78; am. (l). (2), (7), (8), (14), (16), (17) and (18), tenum. (19) 
to (24) to be (20) to (25), er. (19), and aa renum., am. {21), Regiater, October, 1980, No. 298, 
err. 11-1-80. 

H 38.03 Examinations necesoary for the protection of the health 
of the public, (!) EXAMINATIONS, The department designates the fol­
lowing clinical, water, milk, or food examinations as necessary for the 
protection of the health of the public. 

(a) Examinations of body fluids, tissues, discharges, respiratory and 
environmental air: 
Reglater, October, 1980, No. 298 
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1. Microbiology tests 

2. Serology tests 

:3. Chemical tests 

4. Hematology tests 

5. Imrnunohematology tests 

6. Cytology tests 

7. 'fests invoh·ing radionuclides 

(b) Examinations of water: 

1. Microbiology tests 

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

1. Tests for abnormal milk 

2. Tests for proper pasteurization 

3. Microbiology tests 

4. Chemical tests 

5. Physical tests 

6. Residual antibiotic tests 

(d) Examinations of food products: 

1. Microbiology tests 

2. Chemical tests 

3. Physical tests 

4. Biological tests 
Hl•tory: Cr. Regi•ter,September, 1976, No. 249, eff. 10-1-76; am. (1) (a) 7. and r. (I) (b) 

2. and 3., Regi11ter, October, 1980, No. 298, eff. 11-1-80. 

H 38.04 Certification application. (I) APPLICATION AND EXCEPTIONS. 

All clinical laboratories, blood banks, and laboratories 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 
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; 

(c) Laboratories operated purely for internal quality control, or main­
tenance of the quality of their product, wherein compliance with gov­
ernmental laws or codes is not required; 

(d) Physician office laboratories serving not more than 2 physicians 
and operated exclusively for the diagnosis and treatment of their pa­
tients. 

Reglater, October, 1980, No, 298 
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(2) APPLICATION FORM. Applicants shall apply on forn1s prescrihl'd h~· 
the department for evaluation and certification oft hosp laboratory pro­
cedures or categories of procedures that the laboratory perfonns. 

(3) INFORMATION REQUIRED. 1'he application shall be aecornpanied hy 
such information as the department may require. 

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

(5) INITIAL APPLICATION. Application for initial certifieation in a labo­
ratory testing specialty may be submitted at any time. 

(6) RECERTIFICATION. Application for recertification shall be submit­
ted upon notification by the department. 

History: Cr. Register, September, 1976, No. 249, eff. 10-1- 70; um. ! I> (i11tro.) nnd !Hl. 
Register, October, 1980, No. 298, eff. J l -1-80. 

H 38.05 Certification of approvaJ. (I) APPROVAL ACTIONS. 'I'he de­
partment shall issue a certificate of approval for the specialty ( ies) upon 
determination of substantial compliance with the administrative code. 
This determination shall include a review of the application, the current 
yearly proficiency testing findings, and on-site inspection results. In­
spections 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, staff­
ing, and internal quality control practices. The department reserves the 
right to validate inspections performed by other approved programs. 

(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 ex­
amine the required yearly number of proficiency specimens, but has 
demonstrated satisfactory proficiency on specimens totaling not less 
than 40o/c, of the specialty number, the department may issue a certifi­
cate of approval to the laboratory. 

History: Cr. Register, September, 1976, No. 249, eff. JO.J-7B; r. nml rP<"r. f I) nml n111. 4:!l, 
Register, October, 1980, No. 298, eff. I I -1-80. 

H 38.06 Provisional certification of approval. ( 1) PRov1s10NAL AP­

PROVAL. The department may issue a certificate of provisional approval 
to a participating laboratory when the laboratory fails to meet the· mini­
mal performance testing standards or has other significant factor defi­
ciencies, but past performance, testing experience, qualification of per­
sonnel, or efforts by the laboratory indicate that the deficiency has been 
corrected or is readily correctable. 

(2) LIMITATION OF PROVISIONAL APPROVAL. Provisional certification of 
approval cannot be granted for more than 2 consecutive years. 

History: Cr. Register, September, 1976, No. 249, eff. 10-1-76; nm.(!), Ht•J.:ifllN, Ot"!oher. 
1980, No. 298, eff. ll-1-80. 

H 38,07 Interim certification of approval. Interim certification of 
approval may be granted for a newly participating laboratory for not 
more than 12 months. Thereafter, the laboratory shall meet the require~ 
ments for certification or provisional certification. 

History: Cr. Register, September, 1976, No. 249, eff. 10-1-76; nm. Heginlt•r, Odoher, 1980, 
No. 298, eff. 11-1-80. 
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If :ix.ox lleficiencies endangering the health of the public. No 
h·vPI of rt•rtifiration shall he granted if an~· deficiency endangers the 
health ()f the public. 

II :J8.09 Certification period. (I) INITIAL CERTIFICATION. Initial certi­
ficntion. unless suspended or re\'oked. shall be valid for the remainder of 
the established certification period. 

(:!) HECERTlfH'ATION. Recertification, unless suspended or revoked, 
shall he valid for 12 n1onths. 

History: ( 'r, Hl•gi~tl•r. September. Hl-;"ti. ::-..«1. :!·HI, eff. 10-1- -;'t}; Hill. (I J. Hegi,;ter, Odober, 
J !IHP. No. :.!!18, eff. I!- I -HO. 

H 38. l 0 Denial, revocation, or suspension of certification. ( 1) DE­
NI AI, OR RE\'OCATION. If the department finds that the participating labo­
ratory is not in substantial compliance with ch. H 38, certification shall 
be denied or revoked for the designated laboratory testing spe­
cialty (ies). The department shall notify the director arid 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 sub­
mission 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 Administra­
tive Procedure and Review Act, ch. 227, Stats. 

(2) SUSPENSION. If the department finds that any deficiency in a 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. 

Hi1tory: Cr. Register, September, 1976, No. 249, eff. 10-1-76; am. (I), Register, October, 
1980, No. 298, eff. ll-1-80. 

H 38.11 Change in owner. A laboratory having a change in owner 
shall promptly inform the department and apply for recertification. 

Hi1tory: Cr. Register, September, 1976, No. 249, eff. 10-1-76; am. Register, October, 1980, 
No. 298, eff. Il-J-80. 

H 38.12 Change in director. A laboratory having a change in labora­
tory director shall promptly inform the department of the change and 
provide the name, address, educational degrees, specialty certification, 
and experience of the director. 

Hhtory: Cr. Register, September, 1976, No. 249, eff. 10-1-76; am. Register, October, l9SO, 
No. 298, eff. 11-1-SO. 

H 38.13 Display of certificates. The owner or director of the labora­
tory shall display the current certificate (s) of approval, provisional ap­
proval, or interim approval. 

Hl1tory: Cr. RegisU!r, September, 1976, No. 249, eff. 10-1-76; am. Register, October, 1980, 
No. 29S, eff. 11-1-SO. 

H 38.14 Proficiency testing. (1) REQUIREMENTS FOR PARTICIPATING 

LABORATORIES. All laboratories requiring certification shall participate 
satisfactorily in a proficiency testing program or a combination of pro­
grams which have been approved by the department. Participation shall 

RegisU!r, October, 1980, No. 29S 
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be in those specialties for which the labor_atory 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 who normally perform the 
specialty test and by the testing procedure commonly used by the labo-
ratory. · 

(b} Laboratories shall report their proficiency test results \vithin the 
prescribed reporting time. Participating laboratories that fail to report 
proficiency testing results or unreceived 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 PROFfCIENCY TESTING PROGRAMS, 
The department shall approve proficiency testing programs by specialty 
as listed in H 38.02 (18). 

(a) The minimum annual number of proficiency testing specimens 
required for each specialty shall he as follows: 

!. Alcohol 

2. Bacteriology, General or Enteric or both 

3. Microbiology, Clinic (clinic bacteriology, clinic 
mycology, clinic parasitology) 

4. Mycobacteriology 

5. Mycology 

6. Parasitology 

7. Clinical Chemistry 

8. HAA 

9. Hematology 

10. lmmunohematology 

11. Milk 

12. Non-syphilis Serology 

13. Phenylketonuria 

14. Syphilis Serology 

25 

20 

20 

15 

20 

20 

24 (or 192 tests) 

20 

16 

18 

:l4 

20 (or 48 tests) 

12 

40 

Shipments for all programs shall cover the entire test year and shall be 
sent at appropriate intervals. 

(b) Proficiency specimens shall be prepared in such manner as to be 
representative of the types of specimens encountered in routine testing. 
Complete instructions for handlin~, 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 department. These reports shall include at least a 
determination of satisfactory and unsatisfactory performance for each 
participating laboratory and such data and criteria as deemed necessary 
by the department to determine performance level. 
Register, October, 1980, No. 298 
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tdl Pro\'iders of profi«ient·.\· testing progratns seeking equivalence 
shall appl.\' to I h{' depart 1nent pro\·iding infonnation as to specialty pro­
gra1ns: nurnbrrs, typei; and freqlH'IH'Y of specialty specimens; grading 
1nethoch;; and any other infonnation required h.\' the department to de­
terrnine the acceptability of !hp progra1n. 'I'he depart1nent shall use the 
resultR frorn appro\'C'd progrn1ns for purposes of cert ifieation or decer­
tifi('nt ion of labt1ratoriE•s. 

!:O LJ.:\'ELS OF l'EHFOHMA:->c·i-: ANH ca{AIHN<: .sY:-n·I-:M.s. 'I'he department 
shall delt•r1ni1H' if the gradi Ilg syste1ns an cl levels of performance used by 
proficiency testing progra1ns an• a('ceptahle, reasonable and valid. The 
departn1ent shall set standards for satisfactory perforrnance in the pro­
ficierH·y trst ing progra1ns whrre t hl' standards applied b~· the provider of 
the progran1 are dee1l1t>d inappropriate b~· the departnlt>llt. For the pur­
poses of profil'iency testing f<lr certif'i<'ati<>n (1f ltthoratories, satisfactory 
perforrnance standards pro\'idt>d hy the appro\'ed programs shall be 
equivalent to the follo\\'ing: 

(a) Alcuhol testir11r A g-radr of 80', or higher shall be satisfactory 
perfornHHH'e. lndividual participant values shall be con1pared to an ac­
ceptuhle range \\'hich shall be dete1nined for each proficiency test speci­
n1en fron1 tht> consensus of refpfence, referee or participating laborato­
ries. 

(hi (,'eneral and c11t1•ric hacteriologr, (·/inic n1icrobiology, 
111.\•,·ohacteriulouy. ni.\'colouy. and para.'iifolo}!y. A grade of 80 1'i, or 
highPr :.;hall hr satisfactory perforrnanee. '!'he depart ntent may establish 
a lH'ore for each shipment hy deterruining the percent of the test results 
which are acceptable. 'I'he <'onsensus of reference, referee or participat­
ing laboratories shall deterrnine aereptable perforn1n1H·e. 

(c) ('/ini('af cht•niistry. An overall grnde of 80 1
1 or higher shall be 

satisfactory performance. 'I'he tnrget ranges of aceeptahle values (rela­
tive to the standard value) for rach constituent shall he expressed as± 
number of standard units prr unit volume or + prr<'entage of standard 
value whichever is greater. -

(d) HAA te.o;tin}!. A grade of soc, or higher shall be satisfactory per­
forrnance. Hesults from referenee laboratories shall be tabulated by 
method used. Individual laboratory results shall be compared with this 
tabulation. 'l'he consensus of reference, referee or participant laborato­
ries shall determine acceptable performance. 

(e) Hen1atology. A grade of 85 1'i· or higher shall be satisfactory per­
formance. ~"'or hemoglobin, hematocrit, and cell counting, individual 
laboratory results shall fall within a designated± percent or standard 
deviation of the mean based on reference, referee or participating labo­
ratory results. For white cell differential counts and 35mm trans­
parencies the consensus of reference, referee or participating laborato­
ries shall determine acceptable performance. 

(f) lmmunohematology. 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 reference laboratory results. 
The consensus or reference, referee or participant laboratories shall de­
termine acceptable results. 

Regie«ir, Ol'tober, 1980, No. 298 
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(g) Afil!? and /Cater n1icruhiu/11.i.:y !t'sfin;;. ;-\grad{• of KO', CJr hiJ.!ht•r 
shall be satisfactory perfonnan('e. 

I. For n1ilk. acceptable test results shall fall within <J ± designated 
standard deviation of the logarithrnie lllt'an. 'l'he designated standard 
deviation limits shall he determinC'd by the departnH:'llt and depend on 
the type of test and its :;pecificity and sensith·ity. Analysts n·rtiri('(l to 
perforn1 inhibitor or phosphatase te:;ts or both shall hl' alJh· !11 dl'tt'cl 
positive samples by the approprinte official test n1ethods. 

2. For water microbiology, participating laboratories shall he able to 
detect coliforms in 75', of \Valer sa1nples \\'hen the ('oliforrn count is 
between 2 and f) microorganisnu; per 100 1nilliliters. 

(h) Non-s_vphilis serolouy. A grade of 90', or higher shall he satisfac­
tory performance. Individual participant \'alues shall fip con1part>d to an 
acceptable range which shall he detern1ined for {'<ll'h proficiency test 
specimen from the consensus of reference and participating laborato­
ries. 

(i) Phenylketonuria. A grade of 80 1
·; or higher shall be satisfactory 

performance. Individual participant values shall be compared to an ac­
ceptable range which shall he determined for each proficiency test speci­
men from the consensus of reference, referee or participating laborato­
ries. For the Guthrie bacterial inhibition assay, the acceptable range 
shall be in terms of the standard disk values in common use. 

(j) Syphilis serology. A grade of 90 1
'/ in reproducibility and 90 1

-, in 
agreement shall be satisfactory performance. Individual participant val­
ues shall be compared to an acceptable range which shall be determined 
for each proficiency test specimen from the consensus of reference, refe­
ree or participating laboratories. Percent achievement in syphilis serol­
ogy shall be calculated 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 shaU be equal to one-half the number of partial agree~ 
ments plus the number of complete agreements divided by the total 
number of reports compared and multiplied by 100. 

History: Cr. Register, September, 1976, No. 249, eff. 10-1 ·76; r. and recr. Hegieter, Odo· 
her, 1980, No. 298, eff. 11-1-80. 

H 38.15 General records and reports.(]) MAINTAINING RECORDS. 
The employer shall maintain for at least 2 years and make available at 
the facility for examination by the department, laboratory records per­
taining to personnel health, training, and experience, and records per­
taining to equipment, inspections, calibrations, monitoring controls, 
procedures, proficiency testing results, policies, and other quality con­
trol measures. 

(2) REPORTING OF SPECIMEN RESULTS. Laboratories shall report as pre­
scribed by the department those specimen results which the department 
finds necessary for the administration ofs. 143.15, Stats., for the preven­
tion, diagnosis, or control of disease, or for compliance with other laws of 
functional concern to the department. 

Hl1tory; Cr. Register, September, 1976, No. 249, eff. 10-1-76; r. (1) and (2), renum. from 
H 38.18 and am. (I), Register, October, 1980, No. 298, eff. 11-1-80. 

RegiBter, October, 1980, No. 298 
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11 :~8.16 Specimen procurement and reporting. ( 1) ,..\ccEPTANCE OF 

sJ>1-:CIMENS. Clinical laboratories shall exa1nine specimens only at the re­
quE:>st of (H•rsons or ngen('i(':-; au! horizPd or allowed by law to submit 
spe('i1nrns. 

(:!) HEPOHTIN(; SI'f-:c·1MEN TEST RESULTS. Laboratories shall r'eport 

speci1nen findings to pPrsons authorized or allowed by law to receive 
such reports. 'f'he repnrt shall include the na1ne and address of the ex­
an1inin~ laboratory. All spr\·ice. product quality control. or 1nonitoring 
speci1nens IH'('eptPd by the lahorator.v shall be tested on the pre1nises, 
unless fur\\'arded to 1111other laboratory certified by ur a('('eptable to the 
deµartrnent. 

{:l) J<:xcfo:l'TIONS. Suln>cction~ (!) and (2) hereof, shall not apply to 
the taking, testing, or rc•porting of nonclinical laboratory specimens by a 
laboratory or its personnel solely for the determination of the accuracy 
or suffirieney of its procedurc•s. supplies, equip1nent, or operations. 

(4) SPF,('Jr..U~N STABILITY RJ-:Qll!RF.ll. '!'he depart1nent n1ay require labo­
ratories to sho\V evidencr that speci1nens shipped through the mail or 
other deliver~' systerns and acct> pl ed hy them for analysis are sufficiently 
stable for detern1inations rt•qut>sted, and to establish criteria for suita­
bility of speci1nens. 

Hi11tor)·: l'r_ Hri.:i><t ... r. ~l'Ph•mht•r. W7li. No. 2-l!J. 1•ff. 10-1-71\: nm. !21. r. !·It mu! n•num. 
!{>) I" lw C·l I. Ht•Ki:<!t•r. Cktol1t·r. )!IXO. ;-.;.,_ :!!lH, pff. 11-1 ·HO. 

H :l8.17 Specimen records. (l) Specirnen re<'o'rds shall be n1ain­
tained for not less than one year and shall include the follc>\ving: 

(11) Laboratory nurnhi.•r or ot.her identification information of speci­
mens. 

(h) Name of the person, facilit.y, agency, or source of specimen. 

(c) Name of' the person, facility, or agenc~' authorized or allo\ved by 
law to submit the specimen. 

(cO J)ate speci1nen collected, date speci1nrn received, and dat.e speci-
men re.suit rep(>rt.ed. 

(e) J{eason if specimen unsat.isfact.ory. 

(f) 'l'est. performed and results. 

(g) Ident.ification of examiner. 

(h) If examined by other cert.ified lahorntory, name and address of 
examining laboratory. 

U) 8pecimen records shall he maintained for not less t.han one year. 

lll11tory: Cr. Hrgister, September, 1976, No. 24!1, t•fL Jo. J- 7!1; 1111L (I) (intro.). (ell, ifl nnd 
(h), r. (I) (i), Hrgister, October, 1980, No. 298, rff. J J. J ·80. 

H 38.18 Facilities and equipment. ( 1) (iF.NERAL RF.QUIREMRNTR. 

Laborat.ories shall have adequat.e facilit.ies, equipn1ent, instruments, 
supplies, and testing methods, for performing the procedure or catego­
ries of procedures for which certificat.ion is required: 

Ht•gistl'r, 0l'hlhrr, 1080, No. 298 
Health 
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(a) Working space shall be adequate. \\"{_•ll lightt>d. well \'entilated. en­
vironmentally controlled, and \\·ith PssentiHI utilities for accurate test 
performance. 

(b) 'remperature controlled spaces and eq11ip1nent including incuba­
tors, water baths. refrigerators. freezers. and stt:>rilizers shall be properly 
maintained, monitored and the results recorded. 

(c) Analytical measuring instru1nents and t>quipnH:·nt shall IH· kt-pt in 
good working order, checked routinely. and precist'l.'> calibrated. 

(d) Appropriate authoritati\·e 1nunuals, including a current proce­
dure manual, texts, and printed n1aterial on n1aintenance, met hods, con­
trols, calibrations, records, and polieies shall he available for use by lab­
oratory personnel. 

(e) Reagents, solutions, glassware, instruments, and supplies shall be 
properly stored. J{eagents and solutions shall be clearly labeled to sho\\' 
identification, proper storage, titer or concentration, expiration or prep­
aration date, and other pertinent information. 

(f) Glassware and pipettes shall he adequate for the purpose they are 
used, free of excessive scratches or cloudiness, and have clear gradua­
tions. 

(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 he kept clean and free from unnecessary biological, 
chemical, and physical hazards and have available autoclave, chemical, 
or other methods satisfactory to the department, for disposing of haz­
ardous materials. All infectious waste material shall be decontaminated 
before leaving the premises or marked in a manner that will alert sanita­
tion personnel as to the nature of the waste material. 

(i) The premises shall conform to the requirements of applicable 
mechanical, 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. 

(j) Laboratories performing procedures in mycobacteriology and my­
cology culturing shall use a biological safety cabinet which shall be in­
spected and its proper function verified at least annually. 

Hhtory:Cr. Regi11Wr,SepWmber, 1976, No. 249, eff. 10-1-76; renum, from H :J8.19 and am. 
(l) (a), (b), (d), (e), (h) and (i) and er, (I) (j), RegiRter, October, 1980, No, 29S, eff. 11-1-
80. 

H 38.19 Internal quality control. (!) 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 va1idation, where applicable, with reference 
specimens whose qualitative and quantitative reactions under the conM 
ditions 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 labora­
tory. 
Re1i11ter, October, 1980, No. 298 
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!cl All ('Olllponents. sto('k cultures, antigens, antiserums, cells, con­
trols, 1nedia, reagents, solutions and standards used in perfonning a test 
shall be periodically checked as to identity, growth properties, potency, 
reactivity, sensitivity. spel'ificity. sterility. titer, expiration date, and 
stability where applicahle. C'ornplete rt>cords of these t·hecks shall be re­
tained. 

(d) Specirnens shall be collected. handled. and tested in a rnanner to 
assure identity and stability and to gi\'e <HTurate and precise results. 

(e) ('orrect H•Juirting 1nethods. approprialt' units or nomenclatures 
shall be used. :\II abnorrnal resultR ~hall be reviewed or rechecked. 

Hh1tor~·: ( 'r. H1•gi~l1•r, Octolwr, l!ll'lO, ;-..:.,. :!!l,'1, ~·ff. I l - I -l'iO. 

H 38.20 Standards of directors. (I) Ci.INICAI. LAHOHATURY DIRECTOR. 

'fhe clinical i<lhoratory director is qualified if: 

(a) 'J'hP person is a physieian lict·nsecl in \Visconsin and certified in 
anat.ornical or clinical patholog:-; hy the Arnerican hoard of pathology, 
the AnH•riean osteopathic hoard of patholog_\·. or, board eligible, and di­
rectH up to hut not n111re than :i lahoratorie::.; or 

(bl 'l'he person holds an l'arned doctoral degree from an accredited 
institut.ion with a <'ht>1ni(·al. physical, biological. or 1nedical science as 
the major subject and has had :J or 1nore years of general clinical labora­
tory training and experience of \vhich at least 2 years were spent in one 
of thP laboratory specialites of a clinieal laboratory having a director at 
thP doctoral level, except that t.he direetorship shall be limited to that 
specialty and the prrson shall direct only one laboratory; or 

(c) The person holds a master degree with a chemical, physical, bio­
logical, 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 clinical 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 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 specialty and the person shall direct only 
one laboratory; or 

(e) The person holds at least a bachelor 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 

(f) The person is a Wisconsin licensed physician of a group of physi­
cians 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 patholo­
gist or medical technologist; or 

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

Register, October, 1960, No. 298 
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(2) l\IJII,K, WATER, FOOIJ LABOH:\TOHY lllHECTOt{. lal F11r 1! l"IJlll!llt•r\'iaJ 

milk laboratory a person is a qualified difl•clor who has a hat·hl·lor dt·· 
gree with a biological or microbiological s{'it'lll'l' as tht• rnajnr suhjt•rt. and 
has had one or more year's experience in an nppro\·ed n1ilk laboratory, 
and has demonstrateci kno\\'lt>dge of and pt'rforina1H·t• proficit·1H·y using 
the Standard Afethods for the 1-:xan1inatiu11 1Jl !Jair.\ 1ir11du1"/., of thl' 
Arnerican public health association or other nit•thcHb a\'ct·ptabh· \ll tht· 
department, and meets existing state and fedl'ral rt-quirPrnents for ('olll­
mercial milk laboratory directors; cir. in lit·u c1f tlH· ypar 1Jf expl'rit·nt·t· t ht· 
person successfully passes oral a11d writtPn exaniinatit>ns t't>nductPd by 
the department. 

(b) For a milk plant laboratory a person is a qualified director who 
has a high school diploma or equi\·alency, and has Ju1d at leaq ii 1nonths' 
experience in an approved milk laboratory. ttnd has dl•n1onstratt>d 
knowledge of and performance proficienl'y using I he ; ... :tcuidard .\let h()d.\ 
for the Examination of Dairy fJroducts of the A1nerican public health 
association or other methods acceptable to the departrnent; or, in lieu of 
6 months' experience the person successfully passes oral and written ex­
aminations conducted by the department. 

(c) For a food laboratory a person is a qualified director who has a 
bachelor degree with a microbiology or food science 1najor 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 laboratorieN of the United States 
public health service, Bacteriological Analytical Manual for f'()ods of 
the food and drug administration, Official Methods of Analysis of the 
association of official analytical chemists, Compendiun1 of Methods for 
Microbiological Examination of Foods of the American public health 
association, or other methods acceptable to the department. 

(d) For a water laboratory a person is a qualified director who has a 
bachelor degree with a major in chemistry or microbiology, and has had 
2 years' experience in a water laboratory, and meets existing state and 
federal requirements for water laboratory directors, and has demon­
strated knowledge of and performance proficiency using the Standard 
Methods for the Examination of Water and Waste Water of the Ameri­
can public health association or other methods acceptable to the depart­
ment. 

(e) For a milk, water, and food laboratory a person is a qualified di­
rector who has a bachelor degree with a major in chemistry or microbi­
ology, and has had 2 years' experience in an acceptable milk, water, and 
food laboratory, or applicable combination, and has demonstrated 
knowledge of and performance proficiency using standard methods pre­
scribed for commercial milk, water, or food laboratory directors under 
(a), (c), and (d) or other methods acceptable to the department, and 
meets existing state and federal requirements for such directors. 

(f) A person who on July 31, 1975, was serving as a laboratory director 
of one of the aforementioned types of laboratories as described in sec­
tion H 38.20 (2) and who has demonstrated knowledge of and satisfac­
tory performance proficiency using the Standard Methods as described 
in H 38.20 (2) (a), (b), (c), or (d) or other methods acceptable to the 
department qualifies to serve as director of that kind of laboratory. 
Register, October, 1980, No. 298 
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( gl :\ person wh(J 1,n .July :ll. 19';;\ \\'as serving as a laboratory director 
of 1HH' oft he af(1ren1ent ic1ned types of laboratories described in section H 
:18.20 (~) ond \\'ho luu; de1nonstrated knowledge of and satisfactory per­
fonnance proficic>nc_\' using the appropriate prescribed standard meth­
ods qualifies to srr\·e as director of that kind of laboratory. 

(:H PtrHLIC' Jlfo:Al.Tll LABORATORY DIRlo:CTOR. The public health labora­
tory director i:-; qualified if: 

(a) For laboratories performing clinical tests, the person holds a 
bachelor degree with a chernical, physical. biological, or medical science 
as the 1naj(>f subject, and has had :~ years' general. clinical laboratory 
training and experience either in a clinical laboratory or a public health 
laboratory perfor_rning clinical tests, and has den1onstrated knowledge of 
and performance proficierlcy using standard methods prescribed for 
<'01nmereial rnilk, \\'ater, and food laboratory directors under s·. H 38.20 
{2) (a). (c}, or (d), or other n1ethods acceptable to the department, and 
meets existing state and federal requirernents for such difectors; or 

(b) In a public health laboratory doing clinical testing where the serw 
vices of an otherwise qualified director as defined ins. H 38.20 (1) or 
(:3) (a) are not available, he ii:. a duly licensed physician 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 microbiology, and has had 
2 years' experience in a public health laboratory or other laboratory perw 
forming similar milk, water, and food analyses, and has demonstrated 
knowledge of and performance proficiency using standard methods prew 
scribed for commercial milk, water, food laboratory directors under s. H 
:lB.20 (2) (a), (c), (d), and (e), or other methods acceptable to the de­
partment, and meets existing state and federal requirements for such 
directors; or 

(d) 'l'he person was director of an official public health laboratory on 
July 31, 1975, limits his directorship to those specialties he directed 
before July :~1. 1975, and provided he is approved by the department. 

History: ('r. Register, 8eptemhl'r, 1976, No. 249, eff. 10-1-76; am. (I) (f), Register, Janu­
ary, 1978, Nu. 26(,, eff. 2-1- 78; am. (I) (a), (e). ({) and {g), r. and recr. (2) (0, Register, 
Octnher, 1980, No. 298, t>ff. ll·i-80. 

H 38.21 Fees. (l) DETERMINATION OF FEES. Fees shall be determined 
as follows: each specialty, $100; Inspection, $100; Certification fee, $25. 

(a) Laboratories participating in the department's proficiency testing 
program shall pay a specialty fee to the department for each specialty in 
which they are certified. Laboratories participating in an alternative 
program approved by the department shall not be charged a specialty 
fee by the department. Specialty fees shall not be charged for any spew 
cialty for which proficiency testing programs are not available. 

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

(c) All laboratories shall pay the annual certification fee to the de­
partment. 

Register, October, 1980, No. 298 
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(2} REFUNDS. Fees shall not he refundahh_•. 

(3) EXCEPTIONS. State hospitals and state institutions, and all offit'ial 
public health agency laboratories shall be exe1npt frorn fees. 

(4) UsE OF FEES. Fees shall he used to offsl•I the cost to the drpart­
ment for certification of laboratories and the collection of fees. 

History: Cr. Re1dster. SepLl!mlwr. IH7!i. :-;"· '.!4H. t·ff. ltl- l 71;; r .. rnd '"' r ll1·,,:1~1 .. r .. J.11,.1 
ary, 1978, Nu. 26.":i, eff. '.!·J-7H; r. and n·n. ~ J J. r. 1:!1. r .. 1um1. 1:!1 1 .. 1:">1 1" lw 1l1 1 .. •1:1 aml 
am., Regh~ter, Odotwr, HJHO. No. :mH, 1·ff. I I I-Ho. 

H 38.22 Injunctions. The operation or 1naintenant'e of a laborator~-; in 
violation of s. 14.1.1.5, Stats., or rules created thereunder. is prohihited. 
The deparhnent may in addition to other rernedies, prosecute an aetion 
for an injunction to restrain Ruch violation8 or to enjoin the future oJH,•r­
ation of the laboratory until compliance with the section and rules has 
been obtained. Any lab which operateR without a certificate of appro\'al 
shall be fined not less than $100 nor more than $1,000. Each dav such 
violation continues shall constitute a separate offense (s. 14:tt"f> (6), 
Stats.). 

Hi1tory: Cr. Register, September. 1976, Nu. :.!49, ell. I0-1·70: u111., Ht•!(ii<Ct•r, tktolll'r, J!IMU, 
No. 298, eff. 11-1-80. 

H 38.23 Advisory council. (1) LABORATORY CERTIFICATION All\'JSORY 
COUNCIL. The department shall establish an advisory council of not more 
than 9 members, who shall serve for staggered ;3 year terms and repre­
sent or be the following; 

(a) A physician directed clinical laboratory 

(b) The Wisconsin society of pathologists, inc. 

(c) The Wisconsin hospital association 

(d) The state medical society of Wisconsin 

(e) The Wisconsin association for medical technology 

(f) A public health officer or laboratory director 

(g) A milk, water, or food laboratory director 

(h) The Wisconsin department of natural resources 

(i) A public consumer 

(2) RESPONSIBILITIES. The council shall study laboratory certification 
matters, advise, make recommendations to, and consult with the depart­
ment. 

(3) MEETINGS. The advisory council shall 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 EXPENSES. Council members shall be reim­
bursed for their actual and necessary expenses incurred in the perform­
ance of their duties. 

Hlltorr. Cr. Regl1ter, September, 1976, No. 249, eff. 10-1-76; am, (I) (e), (h) and (i) and 
(3), Regl1ter, October, 1980, No. 298, eff. 11-1-80, 
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