SENATE BILL NO. 272

February 4, 1999, Introduced by Senators HOFFMAN, BENNETT,
DUNASKI SS, STILLE, SI KKEMA, BYRUM GAST, DE BEAUSSAERT,
A. SM TH and EMVONS and referred to the Committee on
Nat ur al Resources and Environnental Affairs.

A bill to anmend 1994 PA 451, entitled
"Natural resources and environnental protection act,"
(MCL 324.101 to 324.90106) by adding part 205.

THE PEOPLE OF THE STATE OF MICHIGAN ENACT:
PART 205 LABORATORY ACCREDI TATI ON

SEC. 20501. AS USED IN TH S PART:

(A) "ACCREDI TATI ON' MEANS THE PROCESS BY VWH CH THE DEPART-
MENT RECOGNI ZES A LABORATORY AS MEETI NG QUALI FI CATI ONS OR STAN-
DARDS UNDER THI S PART OR | N RULES PROMULGATED UNDER THI S PART.

(B) "ACCREDI TED LABORATORY" OR "ACCREDI TED' MEANS OR REFERS
TO A LABORATORY THAT IS I N COWPLI ANCE W TH THE ACCREDI TATI ON
REQUI REMENTS OF THI S PART.
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(© "ANALYTE" MEANS THE SUBSTANCE OR PHYSI CAL PROPERTY
CONTAI NED I N A SAMPLE FOR VWHI CH ANALYSI S | S PERFORMED.
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(D) "ANALYTI CAL DATA" MEANS THE QUALI TATI VE OR QUANTI TATI VE
MEASURES REPCRTED TO A STATE OR FEDERAL AGENCY AS THE RESULT OF
CHEM CAL, PHYSI CAL, BI OLOQ CAL, M CROBI OLOGE CAL, RADI OLOGE CAL, OR
OTHER SCI ENTI FI C DETERM NATI ON.

(E) "APPLI CANT" MEANS A LABORATORY APPLYI NG TO THE DEPART-
MENT TO BECOME AN ACCREDI TED LABORATCRY.

(F) "CERTI FI CATI ON OF COWPLI ANCE STATEMENT" MEANS A STATE-
MENT REQUI RED W TH THE APPLI CATI ON FOR ACCREDI TATI ON, SI GNED AND
DATED BY THE APPLI CANT, ACKNOW.EDG NG THAT THE LABORATORY | S
REQUI RED TO BE CONTI NUALLY | N COVPLI ANCE W TH THI S PART.

(G "COMERCI AL LABORATORY" MEANS A LABORATCRY THAT ANALYZES
ENVI RONVENTAL SAMPLES FOR A FEE.

(H) "CONSUMER PRI CE | NDEX" MEANS THE ANNUAL AVERAGE PERCEN-
TAGE | NCREASE I N THE DETRO T CONSUMER PRI CE | NDEX FOR ALL | TEMS
AS REPORTED BY THE UNI TED STATES DEPARTMENT OF LABOR.

(1) "DEPARTMENT" MEANS THE DEPARTMENT OF ENVI RONMVENTAL
QUALI TY.

(J) "DOUBLE BLI ND PRCFI Cl ENCY TESTI NG SAMPLE" MEANS A PROFI -
Cl ENCY TESTI NG SAMPLE SUBM TTED TO A LABORATORY AS A REGULAR

SAMPLE AND NOT | DENTI FI ED AS A PROFI Cl ENCY TESTI NG SAMPLE.

(K) "LABCORATORY" MEANS A LABORATORY THAT ANALYZES ENVI RON-
MENTAL SAMPLES FOR MONI TORI NG OR COVPLI ANCE W TH STATE ENVI RON-
MENTAL LAW LABORATORY FACI LI TIES HOUSED IN 2 OR MORE BUI LDI NGS
ARE A SI NGLE LABORATORY | F THOSE BUI LDI NGS ARE AT THE SAME

LOCATI ON.
(1) "LABORATORY DI RECTOR' MEANS THE | NDI VI DUAL EMPLOYED BY A
LABORATORY WHO HAS ULTI MATE RESPONSI BI LI TY FOR LABORATORY
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OPERATI ONS, | NCLUDI NG BUT NOT LI M TED TO QUALI TY CONTROL, RESULT
REPORTI NG, PERSONNEL CONTROL, AND SI GNATURE AUTHORI TY FOR THE
VALI DATI ON STATEMENT SUPPLI ED W TH EACH SET OF LABORATORY
RESULTS. LABORATORY DI RECTOR | NCLUDES A QUALI FI ED | NDI VI DUAL
DESI GNATED BY THE LABORATORY DI RECTOR AS H' S OR HER
REPRESENTATI VE.

(M "ON SI TE ASSESSVENT CONTRACTOR' MEANS A PERSON UNDER
CONTRACT TO THE DEPARTMENT FOR THE PURPOSE OF PERFORM NG ON-SI TE
ASSESSMVENT OF LABORATORI ES TO EVALUATE COVPLI ANCE WTH THI S
PART.

(N) "PARAMETER' MEANS A SI NGLE DETERM NATI ON OR GROUP OF
RELATED DETERM NATI ONS USI NG A SPECI FI C WRI TTEN METHCD.

(O "PERSON' MEANS AN | NDI VI DUAL, PARTNERSHI P, CORPORATI ON,
ASSCClI ATI ON, OR OTHER LEGAL ENTI TY.

(P) "PT" MEANS PROFI Cl ENCY TESTING WHI CH IS TESTI NG TO
DETERM NE VWHETHER THE LABCORATORY CAN PRODUCE ANALYTI CAL RESULTS
W THI N SPECI FI ED PERFORMANCE LI M TS.

(Q "PT PROGRAM' MEANS A GOVERNMENT ENTITY OR A PRI VATE
ENTI TY UNDER CONTRACT TO OR OTHERW SE APPROVED BY THE DEPARTMENT
THAT PROVI DES RI GOROUSLY CONTROLLED AND STANDARDI ZED PT SAMPLES.

(R "PT SAMPLE" MEANS A SAMPLE, THE COMPCSI TION OF WHICH | S
UNKNOWN TO THE LABORATORY PERFORM NG THE ANALYSI'S AND | S PROVI DED
FOR PT.

(S) "QUALITY ASSURANCE" MEANS AN | NTEGRATED SYSTEM OF ACTI V-
| TIES I NVOLVI NG PLANNI NG QUALI TY CONTROL, QUALI TY ASSESSMENT,
REPORTI NG, AND QUALI TY | MPROVEMENT TO ENSURE THAT ANALYTI CAL
SERVI CES MEET DEFI NED STANDARDS OF QUALI TY.
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(T) "QUALITY ASSURANCE PLAN' MEANS A WRI TTEN DESCRI PTI ON OF
THE LABORATORY' S QUALI TY ASSURANCE AND ALL ASSOCI ATED
ACTI VI TI ES.

(U "QUALITY CONTROL" MEANS THE SYSTEM OF TECHNI CAL ACTI VI -
TIES, THE PURPOSE OF WHICH | S TO MEASURE AND CONTROL THE QUALI TY
OF ANALYTI CAL SERVI CES SO THAT SPECI FI C PERFORMANCE CRI TERI A ARE
VET.

(V) "RAW DATA" MEANS THE QUALI TATI VE OR QUANTI TATI VE MEA-
SUREMENTS RECORDED FROM CHEM CAL, PHYSI CAL, BI OLCGE CAL, M CROBI O
LOG CAL, RADI OLOQ CAL, OR OTHER SCI ENTI FI C DETERM NATI ON, OR
RECORDED OBSERVATI ONS AND COVWMENTS RELEVANT TO THE MEASUREMENTS
| N UNEDI TED FORM

(W "RECI PROCI TY" MEANS ACCEPTANCE OF A CERTI FI CATI ON OR
ACCREDI TATI ON BETWEEN THE DEPARTMENT AND ANOTHER STATE.

(X) "SAVPLE" MEANS A FI ELD OR LABORATORY COLLECTED SAVPLE
AND ANY PORTION OF THI'S SAMPLE | N THE ANALYTI CAL PROCESS | NCLUD-
| NG A SUBSAMPLE, ALI QUOT, EXTRACT, OR DI GESTATE.

(Y) "STATE AGENCY" MEANS THE STATE GOVERNMENT OF ANY STATE
OCF THE UNI TED STATES OF AMERI CA.

(Z) "VALI DATI ON STATEMENT" MEANS A STATEMENT THAT | S PRO
VI DED W TH EACH SET OF RESULTS SI GNED BY THE LABORATCORY DI RECTOR
| NDI CATI NG THAT ALL OF THE REQUI REMENTS OF THI S PART AND RULES
PROMULGATED UNDER THI S PART HAVE BEEN MET RELATIVE TO ALL ANALYT-
| CAL STEPS AND QUALI TY CONTRCL ASSCCI ATED W TH A SET OF LABORA-
TORY RESULTS.

SEC. 20502. (1) BY RULES PROMULGATED UNDER THI S PART, THE
DEPARTMENT MAY REQUI RE THAT ANALYTI CAL DATA REQUI RED UNDER THI S
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ACT AND SUBM TTED TO THE DEPARTMENT FOR ENVI RONVENTAL REGULATORY
MONI TORI NG OR COVPLI ANCE PURPOSES BE PRODUCED OR DEVELOPED BY A
LABORATORY ACCREDI TED BY THE DEPARTMENT UNDER THI'S PART FOR THE
CATEGORI ES, PARAMETERS, ANALYTES, OR METHODS FOR WH CH THE ANA-
LYTI CAL DATA ARE SUBM TTED.

(2) ANY RULES REFERRED TO | N SUBSECTI ON (1) SHALL ALSO
REQUI RE ACCREDI TATI ON OF A LABORATORY OPERATED BY THE DEPARTNMENT
FOR ENVI RONMVENTAL REGULATORY MONI TORI NG OR COVPLI ANCE PURPOSES.

(3) THI'S PART DOES NOT PRCHI BI T OTHER STATE CERTI FI CATI ON,
ACCREDI TATI ON, LI CENSI NG, OR REG STRATI ON PROGRAMS ESTABLI SHED
BEFORE THE EFFECTI VE DATE OF THI'S PART. THE STATE DRI NKI NG WATER
LABORATORY CERTI FI CATI ON PROGRAM UNDER THE SAFE DRI NKI NG WATER
ACT, 1976 PA 399, MCL 325.1001 TO 325.1023, |S UNAFFECTED BY TH S
PART UNLESS OTHERW SE PROVI DED BY RULE.

(4) THE DEPARTMENT MAY EXEMPT FROM SUBSECTI ON (1) DATA FROM
LABORATORI ES THAT HAVE CURRENT CONTRACTS W TH THE ENVI RONVENTAL
PROTECTI ON AGENCY SUPERFUND CONTRACT LABORATORY PROGRAM | F THE
DATA MEET ALL OF THE FOLLOW NG REQUI REMENTS:

(A) THE DATA ARE SUBM TTED BY THOSE LABORATORI ES TO THE
STATE OR FEDERAL GOVERNVENT.

(B) THE DATA PERTAIN TO CLEANUP ACTI VI TIES UNDER A SUPERFUND
Sl TE.

(C) THE DATA ARE CONSI STENT W TH THE ENVI RONMVENTAL PROTEC-

TI ON AGENCY SUPERFUND LABORATORY CONTRACT | N EFFECT AT THE TI ME
THE DATA ARE PRODUCED.
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(5) THE DEPARTMENT MAY ACCEPT SAMPLE RESULTS PRODUCED BY A
NONACCREDI TED LABORATCRY | F BOTH OF THE FOLLOWN NG REQUI REMENTS
ARE MET:

(A) A WRI TTEN REQUEST FOR A VARI ANCE IS SUBM TTED TO THE
DEPARTMENT BY THE PERSON WHO | S REQUI RED TO SUBM T THE DATA FOR
REGULATORY PURPOSES EXPLAI NI NG WHY A VARI ANCE | S NECESSARY AND
VWHY SUCH SAMPLE RESULTS WERE NOT OR COULD NOT BE PRODUCED BY AN
ACCREDI TED LABORATORY

(B) THE SAMPLE RESULTS ARE SUBM TTED W TH THE METHCD AND ALL
METHOD VALI DATI ON DATA, CALI BRATI ON DATA, RAW DATA, AND QUALI TY
CONTROL DATA, OR AT THE OPTI ON OF THE DEPARTMENT, W TH A DATA
VALI DATI ON REPORT FROM AN ON- SI TE ASSESSMENT CONTRACTOR UNDER
CONTRACT TO THE DEPARTMENT.

(6) EACH LABORATORY SHALL BE | NDI VI DUALLY ACCREDI TED.

(7) MOBILE LABORATORI ES OANED AND OPERATED BY A STATI ONARY
LABORATORY AND UNDER THE CONTROL OF THE LABORATCRY DI RECTOR OF
THE STATI ONARY LABORATCORY MAY, AT THE OPTI ON OF THE STATI ONARY
LABORATORY, BE CONSI DERED PART OF THE STATI ONARY LABORATORY FOR
PURPOSES OF CGRANTI NG ACCREDI TATI ON BUT ARE SEPARATE LABORATORI ES
FOR PURPCSES OF SATI SFYI NG THE PT TESTI NG ON SI TE ASSESSMENT,
AND OTHER REQUI REMENTS OF ACCREDI TATI ON

(8) MOBI LE LABORATORI ES OANED BY THE SAME PERSON BUT NOT
DESCRI BED BY SUBSECTI ON (7) MAY, AT THE OPTI ON OF THE OMNER, BE
CONSI DERED A SI NGLE LABORATORY UNI T FOR PURPOSES OF GRANTI NG
ACCREDI TATI ON, BUT ARE SEPARATE LABORATORI ES FOR PURPOSES OF SAT-
| SFYI NG THE PT TESTI NG ON-SI TE ASSESSMENT, AND OTHER
REQUI REMENTS OF ACCREDI TATI ON.
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(9) AN ACCREDI TED LABORATORY SHALL NOT SUBCONTRACT SAMPLE
ANALYSES PERFORVMED FOR THE PURPOSE OF DEMONSTRATI NG COWMPLI ANCE
W TH ANY ENVI RONMENTAL LAW REGULATI ON, OR RULE | MPLEMENTED BY
THE DEPARTMENT, UNLESS THE SUBCONTRACTOR LABORATORY | S ACCREDI TED
FOR THE NECESSARY CATEGCRI ES, PARAMETERS, ANALYTES, OR METHODS.

(10) AN ACCREDI TED LABCRATORY IS NOT ELI G BLE TO CONTRACT
W TH THE DEPARTMENT FOR ON- SI TE ASSESSMENT OF LABORATORIES OR TO
PROVI DE PT SAMPLES UNDER CONTRACT TO OR OTHERW SE APPROVED BY THE
DEPARTMENT.

(11) DEPARTMENT ON- SI TE ASSESSMVENT CONTRACTORS AND PROVI DERS
OF PT SAMPLES UNDER CONTRACT TO OR OTHERW SE APPROVED BY THE
DEPARTMENT ARE NOT ELI G BLE FOR ACCREDI TATI ON.

SEC. 20503. (1) UPON REQUEST FROM A LABCRATORY SEEKI NG
ACCREDI TATI ON, THE DEPARTMENT SHALL MAKE AN APPLI CATI ON PACKAGE
AVAI LABLE TO THE LABORATORY CONSI STI NG OF MATERI ALS AND | NFORVA-
TI ON VH CH MAY | NCLUDE THE APPLI CATION FORM A COPY OF TH S PART
AND APPLI CABLE RULES, AN ACCREDI TATI ON MANUAL, THE ACCREDI TATI ON
CATEGORI ES, A LI STING OF ACCEPTABLE METHODS, LI STI NG OF ANALYTES
FOR WHI CH ACCREDI TATI ON I S AVAI LABLE, THE | DENTI FI CATI ON OF EACH
PT PROGRAM AND THE NAME OF ON-SI TE ASSESSMENT CONTRACTORS UNDER
CONTRACT TO THE DEPARTMENT.

(2) A LABORATORY SHALL NOT SUBM T TO THE DEPARTMENT AND THE
DEPARTMENT SHALL NOT ACCEPT AN APPLI CATI ON FOR ACCREDI TATION | F
ACCREDI TATI ON HAS BEEN DENI ED OR THE ACCREDI TATI ON HAS BEEN
REVOKED FOR THAT LABORATORY AND THE 6- MONTH PERI OD UNDER
SECTI ON 20514(4) HAS NOT EXPI RED.
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(3) THE DEPARTMENT SHALL CHARCGE ACCREDI TATI ON FEES AS
PROVI DED | N SECTI ON 20510 TO | MPLEMENT THI S PART AND OVERSEE EACH
CONTRACTOR H RED OR APPROVED BY THE DEPARTMENT, AS NECESSARY, TO
| MPLEMENT THE ACCREDI TATI ON PROGRAM UNDER THI S PART AND RULES
PROMULGATED UNDER THI S PART. A CONTRACTOR OR CONTRACTORS HI RED
BY THE DEPARTMENT SHALL BE THE LOAEST RESPONSI VE Bl DDER OR Bl D-
DERS QUALI FI ED TO UNDERTAKE THE CONTRACTUAL RESPONSI BI LI TIES. A
CONTRACTOR SHALL ASSESS FEES FOR I TS SERVI CES AS ESTABLI SHED | N
THE CONTRACT W TH THE DEPARTMENT. THE FEES SHALL BE PAI D
Dl RECTLY BY LABORATORI ES THAT ARE OR SEEK TO BE ACCREDI TED

(4) BEFORE SUBM TTI NG AN APPLI CATI ON FOR ACCREDI TATION TO
THE DEPARTMENT, AN APPLI CANT SHALL PARTI CI PATE I N PT UNDER SEC-
TION 20508. THE PT RESULT REPORT SHALL BE SUBM TTED W TH THE
APPLI CATI ON FOR ACCREDI TATI ON

(5) BEFORE SUBM TTI NG AN APPLI CATI ON FOR ACCREDI TATION TO
THE DEPARTMENT, THE APPLI CANT SHALL UNDERGO AN ON- SI TE ASSESSMENT
FROM AN ON- SI TE ASSESSMENT CONTRACTOR UNDER SECTI ON 20509. THE
APPLI CANT SHALL SUBM T THE ON- SI TE ASSESSMENT REPORT W TH THE
APPLI CATI ON FOR ACCREDI TATI ON

(6) THE APPLI CANT SHALL SUBM T AN APPLI CATI ON FOR ACCREDI T-
ATI ON TO THE DEPARTMENT ON FORMS PRESCRI BED BY THE DEPARTMENT.
THE APPLI CANT SHALL SUBM T THE ACCREDI TATI ON FEE W TH THE
APPLI CATI ON. THE APPLI CATI ON FOR ACCREDI TATI ON SHALL SATI SFY ALL
OF THE FOLLOW NG REQUI REMENTS:

(A) THE APPLI CATI ON SHALL | NCLUDE THE LEGAL NAME OF THE LAB-
ORATCORY, LABORATORY MAI LI NG ADDRESS, TELEPHONE NUMBER, FULL
ADDRESS AND LOCATI ON OF THE LABORATORY, THE NAME, TELEPHONE
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NUMBER, AND ADDRESS OF THE LABORATORY OMER, NAME AND THE
TELEPHONE NUMBER OF THE QUALI TY ASSURANCE OFFI CER, NAME AND TELE-
PHONE NUMBER OF THE LABCORATORY DI RECTOR, AND THE HOURS OF
OPERATI ON.

(B) THE APPLI CATI ON SHALL | NCLUDE THE SPECI FI C CATEGORI ES,
PARAMETERS, ANALYTES, OR METHODS FOR WHI CH ACCREDI TATION I S
SOUGHT.

(© THE APPLI CATI ON SHALL | NCLUDE A CERTI FI CATI ON OF COWPLI -
ANCE STATEMENT SI GNED AND DATED BY THE | NDI VI DUAL SPECI FI ED | N
SUBDI VI SION (D) AND WHI CH STATES:

(" THE APPLI CANT") UNDERSTANDS AND ACKNOWLEDGES

THAT THE LABORATORY |'S REQUI RED TO BE CONTI NUALLY | N COVPLI ANCE
W TH PART 205 (LABORATORY ACCREDI TATI ON) OF THE NATURAL RESOURCES
AND ENVI RONVENTAL PROTECTI ON ACT, 1994 PA 451, MCL 324.20501 TO
324. 20519, AND RULES PROMULGATED UNDER PART 205, AND IS SUBJECT
TO THE PENALTY PROVI SIONS | N PART 205. AUTHORI ZED REPRESENTA-
TI'VES OF THE DEPARTMENT NMAY MAKE ANNOUNCED OR UNANNGUNCED | NSPEC-
TI ONS OF AN APPLI CANT OR ACCREDI TED LABORATORY, AND REVI EW ANY
DATA REQUI RED TO BE SUBM TTED TO THE DEPARTMENT UNDER PART 205
AND RULES PROMULGATED UNDER PART 205 OR ANY | NFORVATI ON ASSCOCI -
ATED W TH SUCH DATA, TO DETERM NE THE EXTENT OF COWMPLI ANCE W TH
THE CONDI TI ONS OF ACCREDI TATI ON AND THESE REGULATI ONS.

ADDI Tl ONALLY, THE APPLI CANT AUTHORI ZES THE OFFI Cl ALLY DESI GNATED
STATE | NSPECTOR TO MAKE COPI ES OF ANY ANALYSES OR OTHER RECORDS
RELEVANT TO THE ACCREDI TATI ON AND COVPLI ANCE PRCCESS, AND TO
REMOVE COPI ES FROM THE FACI LI TY FOR PURPOSES OF EVALUATI ON OR
REGULATORY ENFORCEMENT. THE REFUSAL TO ALLOW ENTRY BY THE
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REPRESENTATI VES OF THE DEPARTMENT AT REASONABLE TI MES OR DURI NG
NCRVAL BUSI NESS HOURS OR TO ALLOW COPI ES OF RECORDS RELEVANT TO
LABORATORY ACCREDI TATI ON TO BE MADE IS A VI OLATI ON OF A CONDI Tl ON
OF ACCREDI TATI ON AND SHALL RESULT I'N DENI AL OR LOSS OF
ACCREDI TATI ON. THE APPLI CANT HEREBY CERTI FI ES THAT ALL ANALYSES
PERFORMED ARE DONE | N ACCORDANCE W TH PART 205 AND RULES PROMUL-
GATED UNDER PART 205. THE UNDERSI GNED CERTI FI ES THAT HE OR SHE
| S AUTHORI ZED TO SI GN THI S APPLI CATI ON ON BEHALF OF THE
APPLI CANT/ OANER AND THAT BASED ON HI'S OR HER KNOALEDGE AND
BELI EF, THE | NFORMATI ON PROVI DED I N THI S ACCREDI TATI ON APPLI CA-
TION | S ACCURATE. ".

(D) THE APPLI CATI ON AND THE CERTI FI CATI ON OF COMPLI ANCE
STATEMENT SHALL BE SI GNED AND DATED BY 1 OF THE FOLLOW NG
| NDI VI DUALS:

(1) I'F THE APPLI CANT IS A CORPORATI ON, A PRI NCI PAL EXECUTI VE
OFFI CER OF AT LEAST THE LEVEL OF VI CE PRESI DENT.

(n11) IF THE APPLI CANT IS A PARTNERSHI P, A GENERAL PARTNER

(mir) |F THE APPLI CANT IS A SCLE PROPRI ETORSHI P, THE
PROPRI ETOR.

(7) WTH' N 30 DAYS AFTER RECEI VI NG AN APPLI CATI ON, THE
DEPARTMENT SHALL REVI EW THE APPLI CATI ON, DETERM NE WHETHER THE
APPLI CATI ON | S ADM NI STRATI VELY COMPLETE, AND NOTI FY THE APPLI -
CANT OF ANY ADDI TI ONAL | TEMS THAT ARE NECESSARY TO MAKE THE
APPLI CATI ON ADM NI STRATI VELY COVPLETE.

(8) WTH N 30 DAYS AFTER DETERM NI NG THAT AN APPLI CATION | S
ADM NI STRATI VELY COWMPLETE, THE DEPARTMENT SHALL REVI EW THE
APPLI CATI ON, THE ON- SI TE ASSESSMVENT REPORT, AND THE RESULTS OF
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THE APPLI CANT' S PT SAMPLES. BASED ON REVI EWOF TH S | NFORMATI ON,
THE DEPARTMENT MAY APPROVE FULL ACCREDI TATI ON FOR ALL REQUESTED
PARAMETERS, NMAY APPROVE ACCREDI TATI ON FOR A SUBSET OF THE
REQUESTED PARAMETERS AND DENY ACCREDI TATI ON FOR OTHERS, OR MNAY
DENY ACCREDI TATI ON FOR ALL REQUESTED PARAMETERS. DENI AL OF
ACCREDI TATION | S SUBJECT TO SECTI ON 20513.

(9) ACCREDI TATI ON SHALL REMAIN I N EFFECT FOR 1 YEAR, UNLESS
REVOKED BY THE DEPARTMENT OR UNLESS DI SCONTI NUED BY ACTI ON OF THE
ACCREDI TED LABORATCRY.

(10) THE DI RECTOR OF THE DEPARTMENT OF ENVI RONVENTAL QUALI TY
OR H'S OR HER DESI GNEE SHALL | SSUE A CERTI FI CATE OF ACCREDI TATI ON
TO LABORATORI ES THAT COWVPLY W TH THE ACCREDI TATI ON REQUI REMENTS
UNDER THI S PART. THE CERTI FI CATE SHALL | NCLUDE THE NAME OF THE
LABORATORY AND THE ACCREDI TATI ON EXPI RATI ON DATE AND SHALL
| NCLUDE OR SHALL HAVE APPENDED A LI ST OF THE CATEGORI ES, PARAME-
TERS, ANALYTES, OR METHODS FOR VWH CH THE LABORATORY | S
ACCREDI TED. THE CERTI FI CATE | S THE PROPERTY OF THE DEPARTMENT
AND SHALL BE RETURNED TO THE DEPARTMENT UPON EXPI RATI ON OR LOSS
OF ACCREDI TATI ON.

(11) THE MOST CURRENT CERTI FI CATE AND THE MOST CURRENT LI ST
OF CATEGORI ES, PARAMETERS, ANALYTES, OR METHODS FOR VWH CH THE
LABORATORY | S ACCREDI TED SHALL BE POSTED CONSPI CUOUSLY I N THE
LABORATORY AND A COPY SHALL BE MADE AVAI LABLE BY THE ACCREDI TED
LABORATORY, UPON REQUEST, TO ANY PARTY UTI LI ZI NG OR REQUESTI NG
THE SERVI CES OF THE LABORATCRY.

SEC. 20504. (1) ACCREDI TATI ON W THI N CATEGCRI ES,

PARAMETERS, ANALYTES, OR METHODS SHALL BE RENEWED ANNUALLY. TO
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BE ELI Gl BLE FOR RENEWAL OF ACCREDI TATI ON, THE ACCREDI TED
LABORATORY SHALL REMAI N I N COVPLI ANCE W TH THE REQUI REMENTS OF
TH S PART AND RULES PROVULGATED UNDER THI'S PART.

(2) THE ACCREDI TED LABORATORY MAY | NI TI ATE RENEWAL OF
ACCREDI TATI ON BY SUBM TTI NG ALL OF THE FOLLOW NG TO THE DEPART-
MENT W THI N 60 DAYS BEFORE THE ANNUAL EXP| RATI ON DATE ESTABLI SHED
THROUGH | NI TI AL ACCREDI TATI ON:

(A) THE RENEWAL APPLI CATI ON AND ALL RELEVANT | NFORVATI ON
UPDATED AND S| GNED BY THE | NDI VI DUAL | DENTI FI ED | N
SECTI ON 20503(6) (D). APPLI CATI ONS FOR RENEWAL OF ACCREDI TATI ON
SHALL ALSO | NCLUDE THE ACCREDI TATI ON EXPI RATI ON DATE AND ANY
DEPARTMVENT- ASS| GNED LABORATORY ACCREDI TATI ON NUMBER

(B) FEES REQUI RED UNDER SECTI ON 20510.

(C) THE RESULT REPORTS OF ALL PT SAMPLES FOR ACCREDI TED
ANALYTES OR PARAMETERS ANALYZED W THI N THE LAST YEAR UNDER SEC-
TI ON 20508.

(D) A COPY OF THE MOST RECENT ON- S| TE ASSESSMENT REPORT
UNDER SECTI ON 20509( 3) .

SEC. 20505. (1) AN ACCREDI TED LABORATORY MAY AUGVENT THE
CATEGORI ES, PARAMETERS, ANALYTES, OR METHODS FOR WHI CH | T SEEKS
ACCREDI TATI ON DURI NG ANNUAL RENEWAL OF ACCREDI TATI ON UNDER SEC-
TI ON 20504.

(2) AT TIMES OTHER THAN DURI NG AN ANNUAL RENEWAL OF ACCRED-
| TATI ON, AN ACCREDI TED LABORATORY MAY AUGMENT THE CATEGOR! ES,
PARAMVETERS, ANALYTES, OR METHODS FOR WHI CH | T |'S ACCREDI TED BY
MAKI NG A SEPARATE APPLI CATI ON TO THE DEPARTMENT.
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(3) AN APPLI CATI ON TO AUGVENT ACCREDI TATI ON SHALL | NCLUDE
ALL RELEVANT APPLI CATI ON | NFORMATI ON REQUI RED I N SECTI ON 20503.
THE LABORATORY SHALL SUBM T THE APPLI CATI ON FEES REQUI RED UNDER
SECTI ON 20510.

(4) I'F A LABORATORY APPLI ES TO AUGVENT ACCREDI TATI ON FOR 2
OR FEWER ANALYTI CAL METHODS DURI NG ANY 1 ACCREDI TATI ON YEAR, THE
ON- SI TE ASSESSMVENT MAY BE DEFERRED UNTI L THE NEXT ON- SI TE ASSESS-
MENT REQUI RED AS A PART OF THE ACCREDI TATI ON RENEWAL PROCESS.
THE EVALUATI ON AND APPROVAL OF SUCH METHODS SHALL BE BASED ON
REVI EW OF THE WRI TTEN STANDARD OPERATI NG PROCEDURE AND THE I NI -
TI AL DEMONSTRATI ON OF METHOD PERFORVMANCE AS SPECI FI ED BY RULE.

(5) AN APPLI CATI ON TO AUGVENT ACCREDI TATI ON SHALL | NCLUDE A
PT RESULT REPORT DEMONSTRATI NG SUCCESSFUL PARTI Cl PATI ON I N PT NOT
MORE THAN 6 MONTHS BEFORE APPLYI NG FOR ACCREDI TATI ON.

(6) THE RENEWAL DATE FOR CATEGORI ES, PARAMETERS, ANALYTES,
OR METHODS FOR WH CH ACCREDI TATI ON | S AUGVENTED SHALL BE THE
ANNUAL ACCREDI TATI ON RENEWAL DATE

(7) AN ACCREDI TED LABORATORY MAY SURRENDER ACCREDI TATI ON FOR
ANY ACCREDI TED CATEGORI ES, PARAMETERS, ANALYTES, OR METHCODS AT
ANY TI ME BY FI LI NG WTH THE DEPARTMENT A WRI TTEN REQUEST SI GNED
BY THE LABORATCORY DI RECTOR

SEC. 20506. (1) THE DEPARTMENT MAY ENTER | NTO AGREEMENTS
W TH THE GOVERNMENT OF ANY OTHER STATE OR THI RD PARTY NONGOVERN-
MENTAL ENTITY FOR THE PURPOSE OF RECOGNI ZI NG QUT- OF- STATE ACCRED-
| TATI ON OF LABORATORI ES | F SUCH AGREEMENTS ARE AUTHORI ZED BY
RULES PROMULGATED BY THE DEPARTMENT AND | F THE DEPARTMENT
DETERM NES THAT ACCREDI TATI ON STANDARDS OF THE OTHER STATE OR
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THI RD PARTY PROGRAMS ARE EQUI VALENT TO THE ACCREDI TATI ON
STANDARDS OF THI' S PART AND THE RULES PROMULGATED UNDER THI S
PART.

(2) THE FEES REQUI RED FOR I NI TI AL ACCREDI TATI ON OR RENEWAL
OR AUGVENTATI ON OF ACCREDI TATI ON THROUGH A RECI PROCI TY AGREEMENT
UNDER THI S SECTI ON ARE THE FEES PROVI DED FOR BY SECTI ON 20510.

(3) ACCREDI TATI ON CAN BE TRANSFERRED WHEN THE LEGAL STATUS
OR OMNERSHI P OF AN ACCREDI TED LABORATORY CHANGES W THOUT AFFECT-
I NG | TS STAFF, EQUI PMENT, OR ORGANI ZATI ON I N A MANNER THAT WOULD
PREVENT THE LABORATORY FROM MAI NTAI NI NG COVPLI ANCE WTH THI S
PART. ACCREDI TATI ON SHALL BE TRANSFERRED I F ALL OF THE FOLLOW NG
OCCUR

(A) THE CHANGE | N OMNERSHI P OF AN ACCREDI TED LABORATCORY | S
REPORTED TO THE DEPARTMENT BY THE LABORATORY DI RECTOR I N WRI Tl NG
W THI N 10 BUSI NESS DAYS AFTER THE CHANGE TAKES PLACE.

(B) THE NEW ONNER AGREES TO MAI NTAIN I N ACCORDANCE WTH THI S
PART OR RULES PROMULGATED UNDER THI S PART RECORDS, DATA, AND
REPORTS FOR ANY ANALYSES GENERATED BEFORE LEGAL TRANSFER OF
OMNNERSHI P.

(© THE NEW OMNER PAYS A TRANSFER FEE TO THE DEPARTIMENT.

SEC. 20507. (1) THE DEPARTMENT SHALL DO ALL OF THE
FOLLOW NG

(A) DEVELOP AN ACCREDI TATI ON MANUAL DETAI LI NG THE REGULA-
TI ONS, REQUI REMENTS, GUI DANCE, AND ACCREDI TATI ON PROCEDURES FOR
ACCREDI TATI ON UNDER THI S PART.

(B) DEFI NE THE CATEGORI ES, PARAMETERS, ANALYTES, AND
ACCEPTABLE METHODS FOR VWH CH A LABORATORY NMAY BECOME ACCREDI TED.
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(© COWPI LE AND MAI NTAIN A LI STI NG OF COMVERCI AL ACCREDI TED
LABORATORI ES THAT | NCLUDES THE NAMVE OF EACH LABORATORY, THE NAME
OF THE LABORATORY DI RECTOR, THE MAI LI NG ADDRESS AND TELEPHONE
NUMBER OF THE LABORATCORY, AND THE CATEGORI ES FOR WH CH THE LABOG
RATORY |'S ACCREDI TED. THI'S LI STI NG SHALL BE REVI SED AT LEAST
ANNUALLY AND SHALL BE AVAI LABLE ON REQUEST W THOUT CHARGE.

(2) THE DEPARTMENT MAY DO 1 OR MORE CF THE FOLLOW NG

(A) APPROVE THE USE OF ALTERNATI VE TEST PROCEDURES THAT ARE
APPROVED BY THE UNI TED STATES ENVI RONMENTAL PROTECTI ON ACENCY FOR
A SI'M LAR USE.

(B) APPROVE THE USE OF ALTERNATI VE TEST PROCEDURES | F THE
APPLI CANT DOCUMENTS THAT THE QUALI TY OF DATA PRCDUCED BY THE PRO
POSED METHOD IS AS GOCD OR BETTER THAN THE QUALI TY OF DATA
PRODUCED BY THE EXI STI NG APPROVED METHOD.

(© APPROVE AN ANALYTI CAL METHOD IS THERE | S NO DEPARTMENT
APPROVED METHOD OR | F NO METHOD EXI STS.

(D) UNDERTAKE DOUBLE BLI ND PT STUDI ES OF ACCREDI TED LABORA-
TORI ES THROUGH THE USE OF SAVPLES FROM A PT PROGRAM OR SAMPLES
FROM OTHER QUALI FI ED SOURCES. THE DEPARTMENT MAY USE THE RESULTS
OF SUCH PT SAMPLES TO SELECT LABORATORI ES FOR FURTHER | NSPECTI ON,
REQUI RE ANALYSI S OF PT SAMPLES I N THE PRESENCE OF DEPARTMENT REP-
RESENTATI VES, REQUI RE CORRECTI VE ACTI ON, REVOKE ACCREDI TATI ON
SUBJECT TO THE ADM NI STRATI VE PROCEDURES ACT OF 1969, 1969 PA
306, MCL 24.201 TO 24.328, OR REQUEST THE ATTORNEY GENERAL TO
COMVENCE A CIVIL ACTI ON AS DESCRI BED I N SECTI ON 20516.

(E) ENTER | NTO AGREEMENTS, CONTRACTS, OR COCPERATI VE
ARRANCEMENTS UNDER TERMS AND CONDI TI ONS APPROPRI ATE W TH OTHER
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STATE AGENCI ES, FEDERAL AGENCI ES, | NTERSTATE ACGENCI ES, POLI TI CAL
SUBDI VI SI ONS, EDUCATI ONAL | NSTI TUTI ONS, LOCAL HEALTH DEPARTMENTS,
OR OTHER PUBLI C OR PRI VATE ORGANI ZATI ONS, OR | NDI VI DUALS TO
ADM NI STER THI S PART.

SEC. 20508. (1) ALL OF THE FOLLOW NG PT REQUI REMENTS SHALL
BE MET:

(A) THE LABORATCRY SHALL PARTI Cl PATE IN PT FOR ALL CATEGO
RI ES, PARAMETERS, ANALYTES, AND METHODS FOR WHI CH THE LABORATORY
| S ACCREDI TED AND FOR WHI CH A PT PROGRAM EXI STS.

(B) THE LABORATORY SHALL PAY ALL COSTS OF PT REQUI RED FOR
ACCREDI TATI ON.

(© THE PT RESULT REPORT SHALL BE PROVI DED WTH THE I NI TI AL
APPLI CATI ON FOR ACCREDI TATI ON AND ANY APPLI CATI ON TO AUGVENT
ACCREDI TATI ON.  AFTER ACCREDI TATI ON | S GRANTED, EACH LABCRATORY
SHALL PROVI DE THE PT RESULT REPORT TO THE DEPARTMENT, W THI N 30
DAYS FOLLOW NG RECEI PT OF THE REPORT.

(D) A LABORATORY SHALL EXAM NE OR TEST, AS APPLI CABLE, THE
PT SAMPLES RECEI VED FROM THE PT PROGRAM | N THE SAME MANNER AS
ROUTI NE ENVI RONMENTAL SAMPLES. EACH ANALYST RESPONSI BLE FOR
ANALYSI S OF A PT SAMPLE SHALL TEST THE PT SAMPLE THE SAME NUMBER
OF TI MES THAT ROUTI NE TESTS ON ENVI RONMENTAL SAVPLES ARE
PERFORMED. THE LABORATCORY DI RECTOR AND EACH ANALYST SHALL ALSO
SIGN THE PT RESULT REPORT OR A STATEMENT ATTACHED TO THE PT
RESULT REPORT ATTESTI NG THAT ALL SAVMPLES WERE ANALYZED I N THE
SAME MANNER AS ROUTI NE SAMPLES. ALL ANALYST SI GNATURES SHALL BE
LI NKED TO THE PT SAMPLE ANALYZED SO THAT THE ANALYST RESPONS| BLE
FOR EACH PT SAMPLE IS CLEARLY | DENTI FI ED. THESE SI GNED
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STATEMENTS SHALL ACCOVPANY THE LABORATORY RESULTS TO THE PT
PROGRAM

(E) PT SAVPLE RESULTS FROM THE PARTI ClI PATI NG LABORATORY
SHALL BE REPORTED TO THE PT PROGRAM W THI N THE DEADLI NE STATED I N
THE SAVPLE PACKAGE.

(2) FOR AN ACCREDI TATI ON PARAMETER OR ANALYTE FOR VWHI CH A PT
SAMPLE OR SAVPLES ARE NOT CURRENTLY AVAI LABLE, AS DETERM NED BY
THE DEPARTMENT, THE LABORATORY SHALL ESTABLI SH AND MAI NTAI N THE
ACCURACY AND RELI ABI LI TY OF TESTI NG PROCEDURES BY A SYSTEM OF
| NTERNAL MANAGEMENT AS DESCRI BED | N RULES PROMULGATED UNDER THI S
PART.

(3) ANY APPLI CANT OR ACCREDI TED LABORATORY PARTI Cl PATI NG I N
PT SHALL COVPLY WTH ALL OF THE FOLLOWN NG REQUI REMENTS:

(A) A LABORATORY SHALL NOT ENGAGE IN COVMUNI CATI ONS W TH
ANOTHER LABORATORY PERTAI NI NG TO THE PT SAMPLE RESULTS BEFORE THE
DEADLI NE FOR REPORTI NG PT SAMPLE RESULTS.

(B) LABORATORIES SHALL NOT SEND A PT SAMPLE OR A PORTI ON OF
A PT SAMPLE TO ANOTHER LABORATORY FOR ANY ANALYSI S FOR WH CH
ACCREDI TATI ON | S SOUGHT. ANY LABORATORY THAT THE DEPARTMENT
DETERM NES REFERRED A PT SAMPLE TO ANOTHER LABORATORY FOR ANALY-
SI'S SHALL BE DENI ED ACCREDI TATI ON OR HAVE | TS ACCREDI TATI ON PER-
MANENTLY REVCOKED FOR ALL CATEGORI ES, PARAMETERS, ANALYTES, OR
METHODS. ANY LABORATORY THAT RECEI VES A PT SAMPLE FROM ANOTHER
LABORATORY FOR TESTI NG SHALL | MVEDI ATELY NOTI FY THE DEPARTMENT OF
THE RECEI PT OF THE PT SAMPLE AND SHALL PROVI DE TO THE DEPARTMENT
ALL | NFORVATI ON ASSOCI ATED W TH THE RECEI PT OF THE PT SAMPLE.

THE DEPARTMENT SHALL DENY OR REVOKE FOR 6 MONTHS ACCREDI TATI ON OF
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AN APPL| CANT OR ACCREDI TED LABORATORY THAT DOES NOT REPORT THE
RECEI PT OF A PT SAMPLE FROM ANOTHER LABORATCRY.

(© A LABORATORY SHALL I NI TI ATE CHAIN OF CUSTODY PROCEDURES
UPON RECEI PT OF A PT SAMPLE. THE LABORATORY SHALL MAI NTAIN A
COPY OF ALL RECORDS ASSOCI ATED WTH THE ANALYSI S OF A PT SAMPLE,
| NCLUDI NG ANALYTI CAL WORKSHEETS, FOR A MNIMUM OF 5 YEARS. THI S
RECORD SHALL | NCLUDE A COPY OF COVPLETED PT RESULT REPORT FORMS
USED BY THE LABORATORY TO RECORD PT RESULTS, | NCLUDI NG THE STATE-
MENTS S| GNED BY THE APPROPRI ATE ANALYSTS AND THE LABORATORY
DI RECTOR STATI NG THAT PT SAMPLES WERE TESTED | N THE SAME MANNER
AS ROUTI NE ENVI RONMENTAL SAMPLES AS DESCRI BED | N SUBSECTI ON
(1) (D).

(4) AN APPLI CANT SHALL PARTI ClI PATE I N PT NOT MORE THAN 6
MONTHS BEFORE MAKI NG APPLI CATI ON TO THE DEPARTMENT. A PT SAMPLE
MAY CONSI ST OF EI THER 1 OR 2 CONCENTRATI ONS AS DETERM NED BY THE
DEPARTMENT. | F THE PT SAMPLE CONSI STS OF 1 CONCENTRATI ON, THE
SINGLE RESULT SHALL BE W THI N THE ACCEPTANCE LIMT TO BE ELI G BLE
FOR ACCREDI TATION. | F THE PT SAMPLE CONSI STS OF 2 CONCENTRA-

TI ONS, BOTH RESULTS SHALL BE W THI N ACCEPTANCE LIM TS TO BE ELI -
G BLE FOR ACCREDI TATI ON.

(5) AN ACCREDI TED LABORATORY SEEKI NG TO MAI NTAI N OR RENEW
ACCREDI TATI ON SHALL PARTI CI PATE IN PT TWCE. THE FI RST PT SHALL
BE COVPLETED NOT LESS THAN 6 AND NOT MORE THAN 12 MONTHS BEFCORE
THE ACCREDI TATI ON EXPI RATI ON DATE AND THE SECOND PT SHALL BE COW
PLETED NOT MORE THAN 6 MONTHS BEFORE THE ACCREDI TATI ON EXPI RATI ON
DATE. A PT SAMPLE MAY CONSI ST OF EI THER 1 OR 2 CONCENTRATI ONS AS
DETERM NED BY THE DEPARTMENT.
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(6) IF THE PT SAVMPLE ANALYZED SEM ANNUALLY BY AN ACCREDI TED
LABORATORY CONSI STS OF 1 CONCENTRATI ON, THEN BOTH SEM ANNUAL PT
SAMPLE RESULTS SHALL BE W THI N ACCEPTANCE LIMTS. |F EITHER OR
BOTH PT RESULTS ARE NOT W THI N ACCEPTANCE LIM TS, THE LABORATORY
SHALL BE PROVI S| ONALLY ACCREDI TED AND SHALL REANALYZE A REMEDI AL
PT SAMPLE NOT MORE THAN 30 DAYS AFTER RECEI VI NG THE UNACCEPTABLE
PT RESULT. | F THE REMEDI AL PT SAMPLE RESULT | S ACCEPTABLE,
ACCREDI TATI ON FOR THAT ANALYTE IS RESTORED. | F THE REMEDI AL PT
RESULT |'S NOT' W TH N ACCEPTANCE LIM TS, ACCREDI TATI ON FOR THAT
ANALYTE IS REVCKED. TO BECOVE REACCREDI TED, THE LABORATORY SHALL
REAPPLY FOR ACCREDI TATI ON FOR THE AFFECTED ANALYTES THROUGH
El THER AN APPL| CATI ON TO RENEW OR AUGVENT ACCREDI TATI ON

(7) IF THE PT SAVMPLE ANALYZED SEM ANNUALLY BY AN ACCREDI TED
LABORATORY CONSI STS OF 2 CONCENTRATIONS, THEN 3 OF THE 4 SEM AN
NUAL PT RESULTS SHALL BE W THI N ACCEPTANCE LIMTS. | F LESS THAN
3 OF THE 4 PT RESULTS ARE W THI N ACCEPTANCE LIM TS, THEN ACCRED-
| TATION | S DOANNGRADED TO PROVI S| ONAL AND THE LABORATORY SHALL
REANALYZE A REMEDI AL PT SAMPLE NOT MORE THAN 30 DAYS AFTER
RECEI VI NG THE UNACCEPTABLE PT SAMPLE RESULT. |F THE PT RESULTS
FOR BOTH CONCENTRATI ONS OF THE REMEDI AL PT SAMPLE ARE W THI N
ACCEPTANCE LIM TS, THEN FULL ACCREDI TATION IS RESTORED. |F THE
PT RESULTS FOR 1 OR BOTH CONCENTRATI ONS OF THE REMEDI AL PT SAMPLE
ARE QUTSI DE ACCEPTANCE LIM TS, THEN ACCRED TATI ON FOR THAT ANAL-
YTE | S REVOKED. TO BECOMVE REACCREDI TED, THE LABCORATORY SHALL
REAPPLY FOR ACCREDI TATI ON FOR THE AFFECTED ANALYTES THROUGH AN
APPLI CATI ON TO RENEW OR AUGVENT ACCREDI TATI ON
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(8) THE CORRECTI VE ACTI ONS TAKEN TO RESOLVE UNACCEPTABLE PT
RESULTS SHALL BE THOROUGHLY DOCUMENTED, AND THE DOCUMENTATI ON
SHALL BE MAI NTAI NED BY THE LABORATORY FOR AT LEAST 5 YEARS FROM
THE DATE OF PARTI Cl PATION I N THE PT.

(9) FAILURE TO RETURN PT RESULTS TO THE PT PROGRAM W THI N
THE TI ME DEADLI NE SPECI FI ED BY THE PT PROGRAM | S AN UNACCEPTABLE
RESULT. HOWEVER, THE DEPARTMENT MAY EXTEND A DEADLINE IF I T
DETERM NES THAT THE CAUSE OF THE FAI LURE WAS BEYOND THE CONTROL
OF THE LABORATORY

(10) A LABORATORY SHALL TEST ADDI TI ONAL PT SAMPLES AT THE
REQUEST OF THE DEPARTMENT | F THE DEPARTMENT DETERM NES THAT 1 OR
MORE OF THE FOLLOW NG APPLY:

(A) THERE HAS BEEN A MAJOR CHANGE | N OMNERSHI P OR SUPERVI -
SION OF THE LABORATORY

(B) A LABORATCRY CLI ENT OR EMPLOYEE HAS ALLEGED SI GNI FI CANT
NONCOWPLI ANCE W TH THI S PART BY THE LABORATORY

(© THE LABORATCRY OBTAI NED UNACCEPTABLE RESULTS ON THE MOST
RECENT PT.

(D) THE LABORATCORY MJST DEMONSTRATE CORRECTI VE ACTI ON FQOL-
LOW NG AN UNACCEPTABLE ON- SI TE ASSESSMENT.

SEC. 20509. (1) APPLI CANT LABORATORI ES AND ACCREDI TED LABO
RATORI ES SHALL BE EVALUATED FOR COWPLI ANCE W TH THE ACCREDI TATI ON
REQUI REMENTS OF THI S PART BY AN ON SI TE ASSESSMVENT CONTRACTOR

(2) TO OBTAIN I NI TI AL ACCREDI TATI ON OR TO AUGVENT ACCREDI T-
ATI ON, THE APPLI CANT LABORATORY SHALL, NOT MORE THAN 1 YEAR
BEFORE APPLYI NG FOR ACCREDI TATI ON, PASS AN ON- S| TE ASSESSMENT
CONSI STENT WTH THE ON- SI TE ASSESSMENT STANDARDS | N THI S PART AND

00084' 99



© 00 N o g b~ wWw N P

N RN N N N NN R B R R R B R R R
N~ o o~ DN PP O O 00N o 0o~ N P+ O

21

RULES PROMULGATED UNDER THI S PART. THE APPLI CANT SHALL SCHEDULE
AN ON- S| TE ASSESSMENT W TH THE ON- SI TE ASSESSMENT CONTRACTOR.
THE ON- SI TE ASSESSMENT CONTRACTOR SHALL PERFORM AN ON-SI TE
ASSESSMVENT OF THE LABORATCORY, PREPARE AN ON- SI TE ASSESSMENT
REPORT, AND SUBM T THE REPORT TO THE APPLI CANT. |F THE ON-SI TE
ASSESSMVENT | NDI CATES SI GNI FI CANT DEFI Cl ENCI ES, THE APPLI CANT NAY
CORRECT THE DEFI Cl ENCI ES AND REPEAT THE ON- SI TE ASSESSMENT OR
PORTI ON OF THE ON- SI TE ASSESSMENT, AS APPROPRI ATE. THE APPLI CANT
SHALL SUBM T THE ON- SI TE ASSESSMENT REPORT TO THE DEPARTMENT AS A
PART OF THE APPLI CATI ON FOR | NI TI AL ACCREDI TATI ON OR THE APPLI CA-
TI ON TO AUGVENT ACCREDI TATI ON, AS APPROPRI ATE. THE DEPARTMENT
SHALL NOT APPROVE AN APPLI CATI ON FOR ACCREDI TATI ON, UNLESS THE
DEPARTMENT HAS FOUND THAT THE ON- SI TE ASSESSMENT REPORT | S
ACCEPTABLE. THE DEPARTMENT SHALL REVI EW THE APPLI CATI ON, | NCLUD-
| NG THE ON-SI TE ASSESSMENT REPORT, SUBJECT TO SECTI ON 20503( 7)
AND (8). APPLI CATI ON DENI AL IS SUBJECT TO SECTI ON 20513.

(3) TO RENEW ACCREDI TATI ON, THE ACCREDI TED LABORATCORY SHALL
PASS AN ON- SI TE ASSESSVENT NOT MORE THAN 2 YEARS BEFORE EXPI RA-
TI ON OF THE CURRENT ACCREDI TATION PERICD. | F AN ON- Sl TE ASSESS-
MENT | S REQUI RED, THE LABORATORY SHALL FORWARD A COPY OF THE
ON- SI TE ASSESSMENT REPORT TO THE DEPARTMENT NOT MORE THAN 10 DAYS
AFTER RECEI VI NG THE ON- SI TE ASSESSMENT REPORT FROM THE ON- SI TE
ASSESSMENT CONTRACTOR.

(4) THE ON SI TE ASSESSMENT CONTRACTOR SHALL PROVI DE COPI ES
OF THE ON-SI TE ASSESSMENT TO BOTH THE LABORATORY AND THE DEPART-
MENT NOT MORE THAN 30 BUSI NESS DAYS AFTER COVPLETI NG THE ON- SI TE
ASSESSMENT.  THE DEPARTMENT SHALL REVI EW THE ON- S| TE ASSESSMENT

00084' 99



© 00 N o g b~ wWw N P

10
11
12
13
14
15
16
17
18
19
20
21
22
23
24
25
26

22

REPORT AND NOTI FY THE LABORATORY OF ANY EXI STI NG DEFI Cl ENCI ES NOT
MORE THAN 30 BUSI NESS DAYS AFTER RECEI VI NG THE ON- S| TE ASSESSMENT
REPORT. NOT MORE THAN 20 BUSI NESS DAYS AFTER NOTI FI CATI ON THAT A
DEFI CI ENCY EXI STS, THE LABORATORY SHALL EI THER CORRECT THE DEFI -
Cl ENCY AND PROVI DE DOCUMENTATI ON TO THE DEPARTMENT THAT THE DEFI -
Cl ENCY HAS BEEN CORRECTED OR SUBM T A CORRECTI VE ACTI ON PLAN TO
THE DEPARTMENT UNDER SUBSECTI ON (5). | F THE LABORATORY CHOOSES
TO CORRECT THE DEFI Cl ENCY AND SUBM T DOCUMENTATI ON TO THE DEPART-
MENT DEMONSTRATI NG THAT THE DEFI Cl ENCY HAS BEEN CORRECTED AND | F
SUBSEQUENT DEPARTMENT REVI EWOF TH' S SUBM TTAL DETERM NES THE
DOCUMENTATI ON OR DEMONSTRATI ON | S DEFI Cl ENT, THE DEPARTMENT NMNAY
GRANT THE LABORATCRY AN ADDI TI ONAL 20 BUSI NESS DAYS TO PERFORM
CORRECTI VE ACTI ON AND SUBM T DOCUMENTATI ON OF THE CORRECTI VE
ACTI ON BEFORE THE DEPARTMENT REVOKES ACCREDI TATI ON.

(5) I'F THE LABORATORY SUBM TS A CORRECTI VE ACTI ON PLAN, THE
PLAN SHALL HAVE A COVPLETI ON DATE OF NOT MORE THAN 6 MONTHS FROM
DEPARTMENT ACCEPTANCE OF THE PLAN. NOT MORE THAN 30 BUSI NESS
DAYS AFTER RECEI PT OF THE PLAN, THE DEPARTMENT SHALL REVI EW THE
PLAN AND NOTI FY THE LABORATORY THAT THE DEPARTMENT EI THER ACCEPTS
OR REJECTS THE PLAN, AS APPL|I CABLE. | F THE DEPARTMENT REJECTS
THE PLAN, THE NOTI FI CATI ON SHALL | DENTI FY CHANGES THAT WOULD MAKE
THE CORRECTI VE ACTI ON PLAN ACCEPTABLE. | F THE DEPARTMENT DETER-
M NES THAT ALL DEFI Cl ENCI ES WERE NOT CORRECTED W THI N 6 MONTHS OF
ACCEPTI NG THE CORRECTI VE ACTI ON PLAN OR NOTI FYI NG THE LABORATORY
OF THE CHANGES REQUI RED TO MAKE THE CORRECTI VE ACTI ON PLAN
ACCEPTABLE, THE DEPARTMENT SHALL REVCKE ACCREDI TATI ON.
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(6) IN ADDI TI ON TO ON- SI TE ASSESSMENTS REQUI RED AS A PART OF
AN APPL| CATI ON FOR I NI TI AL ACCREDI TATI ON OR TO RENEW OR AUGVENT
ACCREDI TATI ON, THE DEPARTMENT MAY REQUI RE FOLLOW UP ASSESSMENTS
TO VERI FY THAT THE CAUSE OF AN UNSATI SFACTORY ON- SI TE ASSESSMENT
HAS BEEN CORRECTED OR TO DETERM NE THE CAUSE OF RECURRI NG UNAC-
CEPTABLE PT RESULTS. THESE ON- S| TE ASSESSMENTS SHALL BE PAI D FOR
BY THE LABCORATORY

(7) THE DEPARTMENT MAY REQUI RE A NEW OR PARTI AL ON-SI TE
ASSESSMVENT | F THE DEPARTMENT DETERM NES THAT A MAJOR CHANGE HAS
OCCURRED AT A LABORATORY I N PERSONNEL, EQUI PMENT, OR THE FACILITY
THAT M GHT | MPAI R THE CAPABI LI TY OF THE LABORATORY TO PERFORM
ACCEPTABLE ANALYSI S OF PARAMETERS, METHODS, OR ANALYTES FOR VH CH
THE LABORATORY |'S ACCREDI TED. A MAJOR CHANGE | N PERSONNEL
| NCLUDES THE LOSS OR REPLACEMENT OF A KEY MEMBER OF THE LABORA-
TORY MANAGEMENT STAFF OR LOSS OF THE ONLY TRAI NED AND EXPERI ENCED
| NDI VI DUAL WHO PERFORMS A PARTI CULAR TEST FOR WHI CH ACCREDI TATI ON
HAS BEEN GRANTED

(8) THE DEPARTMENT |'S NOT REQUI RED TO PROVI DE ADVANCE NOTI CE
OF AN ON- SI TE ASSESSMENT WHEN AN ON- SI TE ASSESSMVENT | S CONDUCTED
AT DEPARTMENT EXPENSE

(9) THE LABORATORY SHALL PERFORM PT SAMPLE ANALYSIS I N THE
PRESENCE OF DEPARTMENT REPRESENTATI VES OR DURI NG AN ON-SI TE
ASSESSMENT | F REQUESTED TO DO SO BY THE DEPARTMENT.

SEC. 20510. (1) A LABORATORY APPLYI NG FOR I NI TI AL ACCREDI T-
ATI ON OR TO RENEW OR AUGVENT ACCREDI TATI ON SHALL SUBM T ALL FEES
REQUI RED UNDER THI S SECTI ON W TH THE APPLI CATI ON FOR
ACCREDI TATI ON. FEES ARE NONREFUNDABLE EXCEPT FOR OVERPAYMENT.
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SUBJECT TO SUBSECTIONS (2) TO (8), THE ACCRED TATI ON FEE SHALL BE
THE SUM OF THE FEE FOR EACH ACCREDI TATI ON CATEGORY PLUS ElI THER
THE | NI TI AL APPLI CATI ON FEE, THE AUGMENTATI ON FEE, OR THE RENEWAL
APPLI CATI ON FEE AS PROVIDED IN THE FOLLOWN NG FEE SCHEDULE:

FOR INITIAL ACCREDI TATION. . ...... .. ... .. ..., $ 400. 00
TO ANNUALLY RENEW ACCREDI TATION. .. ........... $ 200. 00
TO AUGVENT ACCREDI TATION. .. ... ... $ 150. 00
FEE PER ACCREDI TATI ON CATEGORY. .............. $ 100. 00

(2) A FEE TO AUGVENT ACCREDI TATION I'S NOT REQUI RED | F THE
LABORATORY APPLI ES TO AUGVENT ACCREDI TATI ON AT THE SAME TIME I T
APPLI ES TO ANNUALLY RENEW ACCREDI TATI ON.

(3) ACCREDI TATI ON MAY BE TRANSFERRED WHEN OWNERSHI P OF AN
ACCREDI TED LABORATORY CHANGES, SUBJECT TO SECTI ON 20506(3). THE
ACCREDI TATI ON TRANSFER FEE 1S $100. 00.

(4) THE ACCREDI TATI ON FEE FOR EACH MOBI LE LABORATORY UNIT
THAT 1S ACCREDI TED AS PART OF A STATI ONARY LABORATORY UNDER SEC-
TION 20502(7) |I'S $100.00 PER MOBI LE LABORATORY UNI T PLUS THE
APPROPRI ATE CATEGORY FEE OR FEES.

(5) THE ACCREDI TATI ON FEE FOR MOBI LE LABORATORI ES ACCREDI TED
AS A SI NGLE LABORATORY UNDER SECTI ON 20502(8) 1S THE FEE DETER-
M NED UNDER SUBSECTI ON (1) FOR THE FI RST LABORATORY PLUS, FOR
EACH ADDI TI ONAL MOBI LE LABORATORY, THE SUM OF $100. 00 AND THE
APPROPRI ATE CATEGORY FEE OR FEES.

(6) THE DEPARTMENT SHALL ADJUST FEES EACH YEAR BASED ON THE
CONSUMER PRI CE | NDEX. THE DEPARTMENT SHALL DETERM NE ON OR
BEFORE DECEMBER 15 OF EACH YEAR, BEG NNI NG DECEMBER 15, 1997, AN
ADJUSTED AMOUNT FOR THE FOLLOW NG YEAR. THE ADJUSTED AMOUNT FOR
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EACH YEAR SHALL BE DETERM NED BY COVPARI NG THE CONSUMER PRI CE
| NDEX FOR THE 12- MONTH PERI CD ENDI NG THE PRECEDI NG OCTOBER 31
W TH THE CORRESPONDI NG CONSUMER PRI CE | NDEX OF 1 YEAR EARLI ER
THE PERCENTAGE | NCREASE OR DECREASE SHALL THEN BE MULTI PLI ED BY
THE CURRENT ADJUSTED AMOUNT. THE PRODUCT, ROUNDED UP TO THE
NEAREST MULTI PLE OF $1.00, SHALL BE THE NEW ADJUSTED AMOUNT. THE
DEPARTMENT SHALL PROVI DE THE ADJUSTED AMOUNT UPON REQUEST.

(7) I'N ADDI TI ON TO THE FEES ASSESSED BY THE DEPARTMENT, AN
APPLI CANT FOR ACCREDI TATI ON SHALL PAY THE FEES REQUI RED BY THE
ON- SI TE ASSESSMENT CONTRACTOR AS ESTABLI SHED | N THE CONTRACT
BETWEEN THE DEPARTMENT AND THE CONTRACTOR, AND ANY FEES ASSCOCI -
ATED W TH PT.

(8) WTH N 14 DAYS AFTER THE DEPARTMENTS ENTER | NTO A CON-
TRACT WTH AN ON- SI TE ASSESSMENT CONTRACTOR, THE DEPARTMENT SHALL
NOTI FY THE CHAI RPERSONS OF THE COWM TTEES OF THE SENATE AND THE
HOUSE OF REPRESENTATI VES THAT ARE PRI MARI LY RESPONSI BLE FOR ENVI -
RONMENTAL PROTECTI ON LEG SLATI ON OF THE FEES TO BE CHARGED BY THE
ON- SI TE ASSESSMENT CONTRACTOR.

(9) FEES UNDER THI S PART SHALL BE DEPCSI TED I N THE ENVI RON-
MENTAL RESPONSE FUND SUBACCOUNT OF THE CLEANUP AND REDEVELOPMENT
FUND CREATED UNDER SECTI ON 20108.

SEC. 20511. (1) AN ACCREDI TED LABORATCRY SHALL ASSURE THAT
THE QUALITY OF ANALYTI CAL DATA PRCDUCED BY THE LABORATORY | S
SU TABLE FOR | TS | NTENDED PURPOSE AND | S SUPPORTED BY APPROPRI ATE
DOCUMENTATI ON. AN ACCREDI TED LABORATORY SHALL ASSURE THAT THE
QUALI TY OF ANALYTI CAL DATA IS MAI NTAINED WTH N A FRAMEWORK OF
QUALI TY SYSTEMS I N WH CH STAFF RESPONSI Bl LI TI ES AND OPERATI ONAL
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PROCEDURES ARE DEFI NED, DOCUMENTED, AND SUBJECTED TO AUDI T ON A
REGULAR BASI'S, WTH TI MELY CORRECTI VE ACTI ON TAKEN BY THE LABORA-
TORY AS NEEDED.

(2) THE QUALITY SYSTEMS SHALL | NCLUDE ALL QUALI TY ASSURANCE
PCLI CI ES AND QUALI TY CONTROL PROCEDURES AND SHALL BE DOCUMENTED
I N A LABORATORY QUALI TY ASSURANCE PLAN. THE LABORATORY SHALL
MEET ANY ADDI TI ONAL OR MORE STRI NGENT REQUI REMENTS SPECI FI ED BY
ANALYTI CAL METHODS OR SPECI FI C REGULATORY PROGRAMS FOR WHI CH THE
DATA | S BEI NG USED TO DEMONSTRATE COVPLI ANCE.

SEC. 20512. (1) AN ACCREDI TED LABORATCRY SHALL PROVI DE THE
LABORATORY ACCREDI TATI ON NUMBER, EXPI RATI ON DATE, AND VALI DATI ON
STATEMENT SI GNED BY THE LABORATORY DI RECTOR W TH EACH SET OF
RESULTS. THE VALI DATI ON STATEMENT SHALL READ, "I CERTIFY THAT |
AM THE LABORATCORY DI RECTOR W TH ULTI MATE RESPONSI BI LI TY FOR LABO
RATORY OPERATI ONS AND THAT, TO THE BEST OF MY KNOALEDGE, THESE
ANALYSES WERE PERFORMED, AND THE RESULTS ARE REPORTED, | N FULL
COMPLI ANCE W TH PART 205 OF THE NATURAL RESOURCES AND ENVI RONMEN-
TAL PROTECTI ON ACT, 1994 PA 451, MCL 324.20501 TO 324. 20519, AND
RULES PROMULGATED UNDER PART 205.".

(2) THE LABORATORY SHALL MAI NTAIN ALL LABORATORY RECORDS
ASSCClI ATED W TH ACCREDI TATI ON PARAMETERS OR SPECI FI ED I N ADM NI S-
TRATI VE RULES, | NCLUDI NG RAW DATA ASSOCI ATED W TH EACH ANALYSI S,
CHANGES | N METHOD STANDARD OPERATI NG PROCEDURES, AND THE LABORA-
TORY QUALI TY ASSURANCE PLAN, FOR A M NIMUM OF 5 YEARS UNLESS A
LONCGER PERIOD | S SPECI FIED I N A RULE PROMULGATED UNDER THI S
PART.
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(3) THE LABORATORY DI RECTOR OF AN ACCREDI TED LABCRATORY
SHALL NOTI FY THE DEPARTMENT OF ANY CHANGES | N KEY ACCREDI TATI ON
CRI TERI A | NCLUDI NG THE LABORATCRY LOCATI ON, OR THE LOSS OF KEY
PERSONNEL, W THI N 30 DAYS FOLLOW NG THE CHANGES.

SEC. 20513. (1) THE DEPARTMENT SHALL DENY AN APPLI CATI ON
FOR I NI TI AL ACCREDI TATI ON OR TO RENEW OR AUGVENT ACCREDI TATION | F
ANY OF THE FOLLOW NG OCCUR:

(A) FAILURE TO PARTI Cl PATE OR UNSATI SFACTORY PERFORMANCE | N
PT AS REQUI RED BY THE DEPARTMENT.

(B) FAILURE TO SUBM T THE CERTI FI CATI ON OF COVPLI ANCE STATE-
MENT W TH THE APPLI CATI ON AS REQUI RED BY SECTI ON 20503.

(©) SUBM SSI ON OF PT RESULTS GENERATED BY ANOTHER
LABORATORY.

(D) FALSI FI CATI ON OF ANY REPORT OF OR RELATI NG TO A LABORA-
TORY ANALYSI S.

(E) FAILURE TO PAY THE APPROPRI ATE ACCREDI TATI ON FEE W TH
THE APPLI CATI ON.

(F) AN UNACCEPTABLE ON- SI TE ASSESSMENT, SUBJECT TO SECTI ON
20509.

(G M SREPRESENTATI ON OF ANY MATERI AL FACT PERTI NENT TO THE
APPLI CATI ON PROCESS.

(2) DENI AL OF ACCREDI TATI ON SHALL OCCUR FOR SPECI FI C CATEGO
RI ES, PARAMETERS, ANALYTES, OR METHODS FOR THOSE | NSTANCES WHERE
UNSATI SFACTORY LABORATORY PERFORMANCE, PRACTI CES, OR ACTI ONS ARE
SPECI FI C TO SUCH CATEGCRI ES, PARAMETERS, ANALYTES, OR METHODS.

(3) THE DEPARTMENT SHALL NOTI FY THE APPLI CANT OF THE
DEPARTMENT' S | NTENT TO DENY ACCREDI TATI ON AND | DENTI FY THE BASI S
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FOR DENIAL. | F THE BASIS FOR DENI AL I S AN UNACCEPTABLE ON- SI TE
ASSESSMVENT, AFTER RECEI VI NG NOTI CE THAT THE DEPARTMENT | NTENDS TO
DENY THE ACCREDI TATI ON, THE APPLI CANT SHALL HAVE 1 OPPORTUNITY TO
CORRECT THE DEFI Cl ENCI ES CAUSI NG THE ON- SI TE ASSESSMENT TO BE
UNACCEPTABLE. | F THE APPLI CANT OPTS TO CORRECT THESE DEFI Cl EN-
Cl ES, THE APPLI CANT SHALL SO NOTI FY THE DEPARTMENT NOT MORE THAN
10 DAYS AFTER RECEI VI NG THE DEPARTMENT NOTI CE OF | NTENT TO DENY
ACCREDI TATI ON. AT THE REQUEST OF AN APPLI CANT FOR | NI TI AL
ACCREDI TATI ON OR TO AUGMVENT ACCREDI TATI O\, THE DEPARTMENT SHALL
HOLD THE APPLI CATI ON | N ABEYANCE FOR NOT MORE THAN 6 MONTHS FROM
THE DATE THE DEPARTMENT NOTI FI ED THE APPLI CANT OF THE
DEPARTMENT' S | NTENT TO DENY ACCREDI TATI ON TO ALLOW THE APPLI CANT
TO DEMONSTRATE THAT DEFI Cl ENCI ES HAVE BEEN CORRECTED. AT THE
REQUEST OF AN APPLI CANT TO RENEW ACCREDI TATI ON, THE DEPARTMENT
SHALL HOLD THE APPLI CATI ON I N ABEYANCE FOR NOT' MORE THAN 1 MONTH
AFTER THE EXPI RATI ON OF THE CURRENT ACCREDI TATI ON TO ALLOW THE
APPLI CANT TO DEMONSTRATE THAT DEFI Cl ENCI ES HAVE BEEN CORRECTED.
| F THE DEPARTMENT DETERM NES THAT THE CORRECTI ON OF THE DEFI Cl EN-
Cl ES SHOULD BE EVALUATED THROUGH AN ON- SI TE ASSESSMENT, THE
APPLI CANT SHALL MAKE ALL ARRANGEMENTS AND PAY ALL COSTS FOR THE
ON- SI TE ASSESSMENT.

(4) THE DEPARTMENT SHALL DETERM NE WHETHER TO DENY RENEWAL
OF ACCREDI TATI ON AFTER THE LABORATORY HAS AN OPPCRTUNI TY FOR AN
EVI DENTI ARY HEARI NG | N A CONTESTED CASE PROCEEDI NG UNDER THE
ADM NI STRATI VE PROCEDURES ACT OF 1969, 1969 PA 306, MCL 24.201 TO
24. 328.
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SEC. 20514. (1) ACCREDI TATION REMAINS I N EFFECT UNTIL 1 OF
THE FOLLOW NG OCCURS:

(A) ACCREDI TATION | S REVOKED BY THE DEPARTMENT.

(B) ACCREDI TATI ON | S SURRENDERED BY THE ACCREDI TED
LABORATORY.

(© THE ACCREDI TATI ON PERI OD EXPI RES, UNLESS THE LABORATORY
FI LES A COVWLETE APPLI CATI ON FOR RENEWAL NOT LESS THAN 60 DAYS
BEFORE THE EXPI RATI ON OF THE ACCREDI TATI ON.

(2) THE DEPARTMENT SHALL REVOKE ACCREDI TATI ON FOR CATEGCRI ES
OR ANALYTES I F ANY OF THE FOLLOW NG OCCUR:

(A) FAILURE TO PARTI Cl PATE I N PT FOR ANY CATEGORY, PARAME-
TER, ANALYTE, OR METHOD FOR WHI CH THE LABORATORY | S ACCREDI TED
AND FOR VWHI CH A PT PROGRAM EXI STS, AS DETERM NED BY THE
DEPARTMENT.

(B) TWO CONSECUTI VE UNACCEPTABLE PT RESULTS.

(©) SUBM SSI ON OF PT RESULTS GENERATED BY ANOTHER
LABORATORY.

(D) FAILURE OF AN ACCREDI TED LABORATCRY TO REPORT TO THE
DEPARTMENT RECEI PT OF PT SAMPLES FROM ANOTHER LABORATORY.

(E) I'F ACCREDI TATI ON WAS GAI NED THROUGH A RECI PROCI TY ACREE-
MENT W TH ANOTHER STATE ACENCY, W THDRAWAL, REVOCATI ON, OR OTHER
LOSS OF ACCREDI TATI ON BY THE LABORATORY OR THE ORI G NAL ACCREDI T-
| NG STATE AGENCY.

(F) M SREPRESENTATI ON OF ANY MATERI AL FACT PERTI NENT TO
RECEI VI NG ACCREDI TATI O\.

(G M SREPRESENTATI ON OF THE CATEGORI ES, PARAMETERS,
ANALYTES, OR METHODS FOR VWH CH THE LABORATORY | S ACCREDI TED.
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(H DEN AL OF ENTRY TO THE DEPARTMENT FOR PURPCSES OF
LABORATORY | NSPECTI ON OR ON- SI TE ASSESSMENT.

(1) FALSI FI CATI ON OF ANY REPORT OF OR RELATI NG TO A LABORA-
TORY ANALYSI S.

(J) AN UNACCEPTABLE ON- SI TE ASSESSMENT, SUBJECT TO THE
REQUI REMENTS OF SECTI ON 205009.

(K) FAILURE TO PAY THE APPROPRI ATE ACCREDI TATI ON FEES.

(3) REVOCATI ON OF ACCREDI TATI ON SHALL OCCUR ONLY FOR SPE-
Cl FI C CATEGORI ES, PARAMETERS, ANALYTES, OR METHODS | F UNSATI SFAC-
TORY LABORATORY PERFORVANCE, PRACTI CES, OR ACTI ONS ARE RELATED
ONLY TO THOSE CATEGORI ES, PARAMETERS, ANALYTES, OR METHCDS.

(4) A LABORATORY WHOSE ACCREDI TATI ON HAS BEEN REVOKED | S NOT
ELI G BLE TO REAPPLY FOR ACCREDI TATI ON UNTIL 6 MONTHS AFTER THE
DATE ON VH CH ACCREDI TATI ON WAS REVOKED.

(5) THE DEPARTMENT SHALL DETERM NE WHETHER TO REVOKE ACCRED-
| TATI ON AFTER THE LABORATORY HAS AN OPPORTUNI TY FOR AN EVI DEN-
TI ARY HEARI NG | N A CONTESTED CASE PROCEEDI NG UNDER THE ADM NI S-
TRATI VE PROCEDURES ACT OF 1969, 1969 PA 306, MCL 24.201 TO

24. 328.
SEC. 20515. (1) TO DETERM NE THE ABI LI TY OF AN ACCREDI TED
LABORATORY TO PRODUCE VALI D ANALYTI CAL RESULTS, OR TO EVALUATE

THE VALI DI TY OF ANY PREVI QUSLY REPORTED ANALYTI CAL RESULTS, OR TO
EVALUATE COVPLI ANCE W TH THE REQUI REMENTS OF THI S PART OR RULES
PROMULGATED UNDER THI S PART, THE DEPARTMENT OR THE ON-SI TE
ASSESSMVENT CONTRACTOR MAY REQUI RE THE LABORATORY DI RECTOR TO FUR-
NI SH | NFORMATI ON THAT THE LABORATORY IS REQUI RED TO MAI NTAI N AS
SPECIFIED IN TH'S PART OR | N RULES PROMULGATED UNDER THI S PART
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AND ANY SUPPORTI NG | NFORVATI ON.  PART 148 | S SUBJECT TO THE
REQUI REMENTS OF THI' S SECTI ON. PRI VI LEGE AND PROTECTI ON FROM DI S-
CLOSURE DO NOT APPLY TO | NFORVATI ON REQUI RED TO BE REPCORTED TO
THE DEPARTMENT UNDER THI S SUBSECTI ON.

(2) A PERSON REQUI RED TO FURNI SH | NFORVATI ON UNDER SUBSEC-
TION (1) SHALL AT THE OPTI ON OF THE DEPARTMENT DO ElI THER OF THE
FOLLOW NG

(A) GRANT THE DEPARTMENT ACCESS AT ALL REASONABLE TI MES TO
| NSPECT AND COPY THE | NFORVATI ON.

(B) COPY AND FURNI SH THE | NFORVATI ON TO THE DEPARTMENT, AT
NO CHARGE.

(3) ALL | NSPECTI ONS AND | NVESTI GATI ONS UNDERTAKEN BY THE
DEPARTMENT SHALL BE COVPLETED W TH REASONABLE PROVPTNESS.

(4) |F THE DEPARTMENT | S REFUSED ENTRY OR | NFORMATI ON UNDER
SUBSECTI ON (2), FOR THE PURPOSES CF ENFORCI NG THE | NFORVMATI ON
GATHERI NG AND ENTRY AUTHORI TY PROVI DED I N THI S SECTI ON, THE
ATTORNEY GENERAL MAY DO 1 OR MORE OF THE FOLLOW NG

(A) PETITION THE COURT OF APPROPRI ATE JURI SDI CTI ON FOR A
WARRANT AUTHORI ZI NG ACCESS TO THE LABORATORY OR LABCORATORY
RECORDS PURSUANT TO THI S SECTI ON.

(B) COMMENCE A CIVIL ACTION TO COVWPEL COWPLI ANCE WTH A
REQUEST FOR | NFORMATI ON OR ENTRY PURSUANT TO THI'S SECTI ON, TO
AUTHORI ZE | NFORVATI ON GATHERI NG AND ENTRY PROVI DED FOR I N THI S
SECTI ON, AND TO ENJO N | NTERFERENCE W TH THE EXERCI SE OF AUTHOR-
| TY PROVIDED IN THI S SECTI ON.
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(© SEEK ClVIL SANCTI ONS ON BEHALF OF THE STATE, AS
SPECI FI ED I N SECTI ON 20516, FOR FAI LURE TO COVPLY W TH AN
| NFORMATI ON OR ACCESS REQUEST.

(5) I NFORVATI ON OBTAI NED BY THE DEPARTMENT UNDER SUBSECTI ON
(1) OR (2) SHALL BE AVAI LABLE TO THE PUBLI C TO THE EXTENT PRO
VI DED BY THE FREEDOM OF | NFORMATI ON ACT, 1976 PA 442, MCL 15. 231
TO 15. 246. THE PROVI DER OF | NFORVATI ON UNDER SUBSECTION (1) OR
(2) MAY DESI GNATE THE | NFORVATI ON THAT THE PROVI DER BELI EVES TO
BE ENTI TLED TO PROTECTI ON AS | NFORVATI ON OF A PERSONAL NATURE
UNDER SECTI ON 13 OF THE FREEDOM COF | NFORVATI ON ACT, 1976 PA 442,
MCL 15.243. SUCH SPECI FI CALLY DESI GNATED | NFORVATI ON MUST BE
SUBM TTED SEPARATELY FROM OTHER | NFORVATI ON REQUI RED TO BE PRO-
VI DED UNDER THI S SECTI ON. A DETERM NATI ON OF WHETHER TO GRANT AN
EXEMPTI ON FROM DI SCLOSURE UNDER THE FREEDOM OF | NFORMATI ON ACT,
1976 PA 442, MCL 15.231 TO 15. 246, SHALL THEN BE MADE BY THE

DEPARTMENT.
(6) NOTW THSTANDI NG SUBSECTI ON (5), THE FOLLOW NG | NFORVA-
TI ON OBTAI NED BY THE DEPARTMENT AS REQUI RED BY THI S SECTI ON SHALL

BE AVAI LABLE TO THE PUBLI C

(A) ALL APPLI CATI ON | NFORVATI ON SUBM TTED TO THE
DEPARTMENT.

(B) ALL LABORATCRY FI NAL RESULTS REQUI RED TO BE REPORTED TO
THE DEPARTMENT.

(© THE METHOD OR METHODS USED TO PRODUCE SUCH RESULTS.

(D) ALL RAW DATA, CALI BRATI ON DATA, AND QUALI TY CONTROL DATA
ASSCCI ATED W TH THE FI NAL RESULTS REQUI RED TO BE REPORTED TO THE
DEPARTMENT.
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(E) THE LABORATORY QUALI TY ASSURANCE MANUAL.

(F) ALL PT RESULTS AND PT RESULT REPORTS.

(G THE SI GNED CERTI FI CATI ON OF COVPLI ANCE STATEMENT UNDER
SECTI ON 20503 AND THE SI GNED VALI DATI ON STATEMENT UNDER SECTI ON
20512.

SEC. 20516. (1) IN ADDI TION TO OTHER RELI EF AUTHORI ZED BY
LAW THE ATTORNEY GENERAL MAY, ON BEHALF OF THE STATE, COMMENCE A
ClVIL ACTI ON AGAI NST THE LABORATORY FOR 1 OR MORE OF THE
FOLLOW NG

(A) RECOVERY OF STATE | NVESTI GATI VE, SAMPLI NG, OR ANALYTI CAL
COSTS WHERE DATA |'S UNUSABLE DUE TO 1 OR MORE OF THE FOLLOW NG

(1) ANALYTI CAL ERRORS CAUSED BY A LABORATORY' S FAI LURE TO
FOLLOW LABORATORY QUALI TY CONTROL PROCEDURES, ANALYTI CAL METHODS,
OR THE REQUI REMENTS OF THI S PART OR RULES PROMULGATED UNDER THI S
PART.

(11) | NADEQUATE LABORATORY RECORD KEEPI NG THAT PREVENTS VAL-
| DATI ON OF REPORTED RESULTS.

(B) ENFORCEMENT OF | NFORMATI ON GATHERI NG AND ENTRY AUTHORI TY
UNDER SECTI ON 20515.

(2) EXCEPT AS OTHERW SE PROVIDED IN TH S PART, AN ACTI ON
BROUGHT UNDER THI S PART MAY BE BROUGHT IN THE Cl RCUI T COURT FOR
| NGHAM COUNTY OR IN THE COUNTY I N VWH CH THE LABORATCORY | S LOCATED
OR HAS A PLACE OF BUSI NESS OR I N WH CH THE REG STERED OFFI CE OF A
DEFENDANT CORPORATI ON | S LOCATED.

SEC. 20517. (1) A PERSON SHALL NOT KNOW NGLY DO ANY OF THE
FOLLOW NG
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(A) MAKE A FALSE STATEMENT OR REPRESENTATI ON | N ANY
APPLI| CATI ON, RECORD, REPORT, OR OTHER DOCUMENT FILED W TH THE
DEPARTMENT OR REQUI RED TO BE MAI NTAI NED UNDER THI'S PART OR THE
RULES PROMULGATED UNDER THI S PART.

(B) DESTROY, ALTER OR CONCEAL ANY RECORD, REPORT, OR DOCU-
MENT REQUI RED TO BE MAI NTAI NED UNDER THI S PART OR THE RULES
PROVULGATED UNDER THI' S PART.

(C) AID, ABET, PERM T, OR FACI LI TATE THE SUBM SSI ON OF ANY
FALSE STATEMENT OR REPRESENTATI ON UNDER TH S PART TO THE STATE OR
ANY AGENCY OF THE STATE BY ANY OTHER PARTY.

(D) REPRESENT THAT THE LABORATORY |'S ACCREDI TED UNDER THI S
PART IN AN AREA IN WHICH I T |'S NOT ACCREDI TED.

(2) A PERSON WHO VI OLATES SUBSECTION (1) IS GUILTY OF A
FELONY PUNI SHABLE AS FOLLOWS FOR EACH VI OLATI ON:

(A) EXCEPT AS PROVI DED I N SUBDI VI SIONS (B) AND (C), BY
| MPRI SONVENT FOR NOT MORE THAN 2 YEARS OR A FINE OF NOT LESS THAN
$10, 000. 00 OR MORE THAN $25, 000. 00, OR BOTH.

(B) EXCEPT AS PROVIDED I N SUBDIVISION (C), |F A CONVICTI ON
UNDER SUBSECTI ON (1) |'S FOR A VI OLATI ON COMM TTED AFTER A FI RST
CONVI CTI ON, BY | MPRI SONVENT FOR NOT MORE THAN 5 YEARS OR A FI NE
OF NOT LESS THAN $50, 000. 00, OR BOTH,

(C) UPON A FI NDI NG BY THE COURT THAT THE ACTI ON OF A
DEFENDANT CONVI CTED UNDER SUBSECTI ON (1) POSES OR POSED A SUB-
STANTI AL ENDANGERVENT TO PUBLI C HEALTH, SAFETY, OR VELFARE, BY
| MPRI SONVENT FOR NOT MORE THAN 5 YEARS OR A FINE OF NOT LESS THAN
$100, 000. 00 OR MORE THAN $1, 000, 000. 00, OR BOTH,
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(3) TO FIND A DEFENDANT CRI M NALLY LI ABLE FOR SUBSTANTI AL
ENDANGERMENT UNDER SUBSECTION (2) (C), THE COURT SHALL DETERM NE
THAT THE DEFENDANT KNOW NGLY OR RECKLESSLY ACTED I N SUCH A MANNER
AS TO CAUSE A DANGER OF DEATH OR SERI QUS BODI LY | NJURY AND THAT
El THER OF THE FOLLOW NG APPLI ES:

(A) THE DEFENDANT HAD AN ACTUAL AWARENESS, BELIEF, OR UNDER-
STANDI NG THAT H'S OR HER CONDUCT WOULD CAUSE A SUBSTANTI AL DANGER
OF DEATH OR SERI QUS BODI LY | NJURY

(B) THE DEFENDANT ACTED I N CGROSS DI SREGARD OF THE STANDARD
OF CARE THAT A REASONABLE PERSON WOULD OBSERVE IN SI'M LAR
Cl RCUMSTANCES.

SEC. 20518. (1) PRIOR TO REQUI RI NG ACCREDI TATI ON, THE
DEPARTMENT SHALL PROMULGATE RULES PERTAI NI NG TO THE ACCREDI TATI ON
PROGRAM TO SPECI FY ALL OF THE FOLLOW NG

(A) THE LABORATCRI ES OR REGULATORY PROGRAMS THAT ARE SUBJECT
TO ACCREDI TATI ON

(B) ACCREDI TATI ON PROCEDURES.

(© THE ACCREDI TATI ON CATEGORI ES FOR WHI CH ACCREDI TATION | S
AVAI LABLE AND THE ANALYTES, PARAMETERS, AND ANALYTI CAL METHODS TO
BE | NCLUDED | N EACH ACCREDI TATI ON CATEGORY

(D) THE LABORATCORY REQUI REMENTS FOR ESTABLI SHI NG AND MNAI N-
TAI NI NG ACCEPTABLE LABORATORY QUALITY SYSTEMS. THESE RULES MAY
SPECI FY REQUI REMENTS FOR ALL OF THE FOLLOW NG

(1) LABORATORY ORGANI ZATI ON AND MANAGEMENT.

(11) ESTABLI SHVENT OF AUDI TS, ESSENTI AL QUALI TY CONTROLS,
AND DATA VERI FI CATI ON
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(iii) PERSONNEL.

(iv) PHYSI CAL FACI LI TIES.

(v) EQUI PMENT AND REFERENCE MATERI ALS.

(vi) MEASUREMENT TRACEABI LI TY OF STANDARDS AND REGENTS.

(vii) METHOD CALI BRATI ON AND PERFORMANCE.

(viii) SAVPLE HANDLI NG, ACCEPTANCE, RECEIPT, AND TRACKI NG

(ix) RECORD MAKI NG AND RETENTI ON.

(X) LABORATORY REPORT CONTENT.

(E) QUALI FI CATI ONS FOR ON- S| TE ASSESSMENT CONTRACTORS.

(F) QUALI FI CATI ONS FOR PT PROGRANG.

(G OTHER ASPECTS OF THE ACCREDI TATI ON PROGRAM NECESSARY TO
| MPLEMENT THI' S PART.

(2) THE DEPARTMENT MAY PROMULGATE RULES TO SPECI FY ANY OF
THE FOLLOW NG

(A) THE PROCEDURES AND CONDI TI ONS UNDER WHI CH THE DEPARTNMENT
MAY ENTER | NTO AGREEMENTS W TH THE GOVERNMENT OF ANY STATE OR
THI RD PARTY NONGOVERNMENTAL ENTI TY FOR THE PURPOSE OF RECOGNI ZI NG
THE ACCREDI TATI ON OF OUT- OF- STATE LABORATORI ES.

(B) THE TYPE AND AMOUNT OF DOCUMENTATI ON TO BE SUBM TTED I N
SUPPORT OF ALTERNATI VE TEST PROCEDURE APPLI CATI ONS AND THE REVI EW
PROCEDURE, APPLI CATI ON PROCESS, AND APPLI CABI LI TY OF ALTERNATI VE
TEST PROCEDURES TO SPECI FI C REGULATORY PROGRANS.

(C) PROCEDURES FOR ESTABLI SHI NG PT PERFORMANCE LI M TS.

SEC. 20519. DURI NG JANUARY OF 2000 AND EVERY EVEN NUMBERED
YEAR THEREAFTER, THE DEPARTMENT SHALL REPORT TO THE SENATE AND
HOUSE LEG SLATI VE COMM TTEES PRI MARI LY RESPONSI BLE FOR
ENVI RONVENTAL PROTECTI ON LEG SLATI ON WHETHER A NATI ONAL
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1 LABORATORY PROGRAM HAS BEEN | NSTI TUTED BY WHI CH LABORATORI ES ARE
2 RECOGNI ZED AS MEETI NG CERTAI N QUALI FI CATI ONS OR STANDARDS. | F
3 SUCH A PROGRAM HAS BEEN | NSTI TUTED, THE DEPARTMENT SHALL | NCLUDE
4 | N THE REPORT | TS RECOMMENDATI ONS AS TO WVHETHER THI S PART SHOULD
5 BE AMENDED OR REPEALED
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