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eertifieation were du1y approved and adopted by this Department on 

Ju1y 7, 1992. 

I further eertify that this eopy has been eompared by me with the 

origin.;;i1 on file in the Department and that this eopy is a true eopy of 

the origina1, and of the whole of the origina1. 

SEAL: 

IN TESTIMONY WHEREOF, I have hereunto set my 
hand and affixed the offieia1 seal of the 
Department at the State Office Building, 
1 W. Wilson Street, in the city of Madison, 
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Order of the 
Department of Health and Social Serviees 
Repealing, Renumbering and Amending Rules 

To repeal HSS 165.21(1)(a) to(e); to renumber and amend HSS 165.21 
(l)(intro.); and to amend HSS 165.02(12), relating to laboratory 
eertifieation. 

REce'VED 

JtJl ,91992 

Revisor of Statutes 
. Surasu 

Analysis Prepared by the Department of Health and Social Serviees 

The Department eertifies all elinieal and milk-water laboratories in the 
state, exeept physician office laboratories serving not more than 2 
physieians. The prineipal aetivities involved in eertifieation of 
laboratories are: 1) administration and proeessing of applieations, bills, 
lieenses and other doeumentation related to partieipating laboratories; 2) on
site inspeetion and evaluation of regulated laboratories; and 3) periodie 
profieieney testing (PT) to assess the aeeuraey of laboratory performance in 
eertified speeialties. From the ineeption of the program in 1951 until 1979, 
the Division of Health had the responsibility for all three of these 
funetions. In that year, by legislative mandate, the profieieney testing 
portion of the program was transferred to the State Laboratory of Hygiene. At 
that time, the Department designated the State Laboratory as the offieial 
state PT program and, under eontraet, the State Laboratory has provided this 
service to the Department up to the present time. Laboratories may also 
ehoose from three additional national PT programs approved by the Department. 

Under the eurrent eontraetual arrangement, the Department charges laboratories 
three separate fees: 1) a speeialty fee for those laboratories partieipating 
in the Department-designated State Laboratory PT program, 2) an inspeetion 
f ee, 'and 3) a eertifieadon fee. Approximately 60% of the total revenue 
eolleeted is paid to the State Laboratory for the PT program. For the past 
several years, the State Laboratory has eontended .that the PT eontraet revenue 
it reeeives from the Department is not sufficient to fund the serviees it 
provides and that the State Laboratory must subsidize these aetivities in part 
from its GPR budget. Both parties agree that this regulatory program should 
fully support itself from the fees eolleeted,but the present administrative 
rules restriet the ability of the Department to inerease fees to the level of 
support needed for the PT portion of the program. 

These proposed rule ehanges would allow the State Laboratory's PT program to 
separate from the Department's eertifieation program, to independently vend 
its PT serviees to regulated laboratories nationwide, and to eolleet fe es for 
PT direetly from the partieipating laboratories. The speeialty fees to be 
eharged by the Department in the amended rules are only those required to 
support the administrative proeessing and inspeetion eosts ineurred by the 
Department in the eertifieation process. The separate inspeetion and 
eertifieation fe es would be eliminated. Regulated laboratories would be free 
to ehoose the State Laboratory program or one of several Department-approved 
national programs and would pay the PT program provider direetly. 
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The proposed change in specialty designations conforms more accurately to 
current laboratory practice and terminology. The specialty list also 
corresponds more closely to federally designated specialties. Since more than 
half of the state-certified laboratories are also required to meet federal 
regulations, the modifications will avoid confusion for laboratories which 
must meet both sets of requirements. 

The Department's authority to repeal, renumber and amend these rules is found 
in s. 143.15(5) and (7), Stats •. The rules interpret s. 143.15 Stats. 

SECTION 1. HSS 165.02 (12) is amended to read: 

HSS 165.02 DEFINITIONS. (12) "Laboratory specialty" or "specialty" nieans 

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 theexamination 

of milk, waterT or food products for the purpose of determining purity, 

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

the- department designatõe!! laboratory specialties whieh include but are not 

limited to the following: 

(a) Clinical laboratory specialties-, consisting of: 

1. Alcohol testing for implied consent~l 

2. BacteriologyT general ~ enterie ~beth'l 

3. Clinic microbiology (ine1\1des elinie baeterie1.ogy, eHnie mycolog, , 

cHni e parasitelegy) il 

4. Mycobacteriologyrl 

5. Mycologyrl 

6. Parasitologyr; 

7. Glinieal~. VirologYT; 

8. Hepatitis tõesting Routine chemistryr; 
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9. Hcmetology EndoeririologYõi 

10. Immtlaohemetology Toxieologyri 

11. Noa syphHisserology UrinalysisT"i 

12. Syphilis scrology Hematologyri 

13. CytologY-;-i 

14. Immunohematology; 

15. General immunology; and 

16. Syphilis serology; and 

Note: ~ profiticaey testing program ~ availablc ~ cytology. Therefore, ~ 

department ~ -not charge "8" -fe-e- -fe-r- -t-hl-s- speeialty. -see- 1tõ fIS-S- 165.21 (1)(e). 

(b) Milk, water, and food laboratory speeialties-, eonsisting of: 

1. Standard plate eount~; 

2. Inhibitors~i 

3. Plate loop eountTi 

4. Coliform plate eount~i 

5. Phosphatase testingri 

6. Somatle ~ eotlat Direet mieroseopie somatie eelI eount~i 

7. Hestitis sCFecaifig Optieal or eleetronie somatie eel! eount ..... i 

8. MPN proeedureri 

9. MF teehnique.....i 

10. ONPG-MUG (eolilert); and 

11. Presenee-absenee. 

SECTIaN 2. HSS 165.21 (1)(intro.) is renumbered 165.21(1), and HSS 165.21(1), 

as renumbered, is amended to read: 
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HSS 165.21 FEES. (1) DETERMINATION OF FEES. Exeept when inereased under 

sub. (5), ffes- shall -be- determined -a1!" follows: eaeh laboratory speeialty, 

$100; inspeetion, $200; eertiHeation -$-1-5- sha!l pay an annual fee of $85 to 

the department for eaeh speeialty in whieh the laboratory reguests 

eertifieation. This fee does not inelude eosts for profieieney testing, whieh 

shall be paid by eaeh laboratory direetly to the profieieney testing program 

provider. 

SECTION 3. HSS 165.21 (l)(a) to (e) are repealed. 

The rules eontained in this order shall take effeet on the first day of the 
month following publieation in the Wiseonsin Administrative Register, as 
provided in ~. 227.22(2), Stats. 

DATED: July 7, 1992 

SEAL: 

Wiseonsin Department of Health 
and Social Serviees 

By: 
Gerald Whitburn 
Seeretary 
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RECEIVED 

JUL 91992 
Ravi~Of (Jj ,:I.HHJtee 

Sursau 



Tommy G. Thompson 
Govemor 

Gerald Whitburn 
Secretary 

Mailing Address 
1 West Wilson Street 
Post Office Box 7850 
Madison, WI 54707-7850 
Telephone (608) 266-9622 

State of Wisconsin 
Department of Health and Social Services 

Ju1y 9, 1992 

Mr. Bruce E. Munson 
Revisor of Statutes 
119 Martin Luther King, Jr., B1vd. 
Madison, WI 53703 

Dear Mr. Munson: 

RECEIVED 

JUL 91992 
Revisor of Statutos 

Bureau 

As provided in s. 227.20, Stats., there is hereby submitted a certified copy 
of HSS 165, administrative ru1es re1ating to 1aboratory certification. 

These ru1es are a1so being submitted to the Secretary of State as required by 
s. 227.20, Stats. 

Sincere1y, 

Gerald Whitburn 
Secretary 

Enc10sure 

EXS-28 (R 02/92) 


