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Quality management system

Organization
Customer focus
Facilities and safety
Personnel
Purchasing and inventory
Statistical Quality Control (QC) © Reagent lot Changes
e Calibrator lot changes
Sample the Equipment
measurement . Process management
‘ process - Preanalytical
- Analytical
Repeat » Validation/verification
patients e Calibration
* Maintenance
T  Quality control

. No Yes Report - Postanalytical
ngt?;i:;/e Stable? _i patient 8. Documents and records

results 9. Information management
10. Nonconforming event
management
11. Assessments
* PT/EQA
e Quality indicators
12. Continual improvement
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I Probability of Acceptable or Erroneous Results Based on the Sigma Scale

Sigma
Value

Percent of Results within
Specification

Percent of Results with
an Error (Defect)

Errors (Defects) Per
Million
Opportunities

1 68 32 317,311
2 95.5 4.5 45,500
3 99.7 0.3 2,700

4 99.994 0.006 63

5 99.99994 0.00006 0.6

6 99.9999998 0.0000002 0.002
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I Generalized troubleshooting sequence following an unacceptable quality control result

1. Stop reporting patient results
2. Assay a new control

YES
OK » Evaluate if QC near
limits and for trends;
NO if not, then continue
testing
1. Identify and correct the defect
2. Repeat controls
OK 2 » Repeat patient samples

NO

Further technical investigation
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Process for assessment of potential matrix impact on quality control (QC) target values following a
reagent lot change. SD. Standard deviation.

Assay patient and QC samples with
both current and new reagent lots

Agreement for New reagent lot is acceptable
patient samples for patient testing
is acceptable

[Investigate new reagent Iot;j A}%rreég?snt [Continue with same}
do not report patient results acceptable target value

* Update QC target value
* Do not change SD
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I Delta Check with a Previous Result for a Patient

Test

Delta Criteria

Sodium

5% change within previous 48 hours

Urea nitrogen

60% change within previous 48 hours

Creatinine 50% change within previous 48 hours
Calcium 25% change within previous 48 hours
Osmolality 5% change within previous 48 hours




-
~0llagy o83 0 (L)) b ) glals)l 205 Hhicl

Sl ooy o2l - (Limit check) 5)1s Sble Glasl O3 S Jsdss jud bl ris b 4 gl 039330 13 b LiulojT uls S mS 1S gws 0"
ol 53S SoS ol OLasl b 5 390 S Hloliis

) 0Slee Ol s oy p 9 12093 Job 4 Sl a sl Olew Giolo)T s (uSSlo dawlore 3iile Olilow Gges s oL T LT
s2lred ols b Hawsmis L L g 839 Haseive Jlade /3> SOl 5 b b 5VL &S Ollew s 30,5 4ulxe (Moving average
S SoS Silotmmw sz Slolid 4 3lg5 0 35,15 VU b w3y Slaws 45 olealBiolo T )5 Ghas ol .35,

x4 Cwl S5 0L  Correlation check) Jlow Oloa sl GiulosT b 9 db @Ue U jlow sa GiulosT gl Slosen (ow) 0"
9 Jow b @i le LedolojT pulw b dons  Slaseon duwlio 9 cOrTelation check plwl CBC b jut mls jlucl jl Olsobl Jgua
RV | EYTE U] § WRLIVOY. Y iy | PRETE - L)H)A.vag 2.9 9 )0

bl g0 s CudsS 9 Jliel 2Ll Coz g0 S B9 il (S 2T ks 3550 43 Sl OUS ISy OIS jy 355 )b 4SS



2 G0 (W) § CdaS (,8) (L)) sl




205 Qa0 (W) § CdS (,0)B (L)) by

Cawl oo > ol b cads g0 )13 oLl )50 1) (2B LjT bt 85 Base JS15 CuiaS S b sl =10
223 Bl GiulejT guls s jl sl ol

Sl dunlio 9 CuiS s Ul Wby s s LT CS pb Gaub I baes 2REL;T @bt Coe (2bj,IU
2L 2Bls i 03 B el pao 6l e CasS 2 Sbil Wb 4l 38 0 D)ge BT G
9 o3lawl 30 sl ey Sl @bs Coe (2Ll

25 daulio §i b il 1) 595 3 )Sdee lg5 g0 2loiT O )lge b CuisS 215 ool 4ol p o &S b b oKy Lo TU
Lol jl a3l vy s b S oo Cdlys by OB 2US SIS 0 huwgi 45 Wsgzmo S diges (90 2 Llulej]
a3 )18 Hbisl 550 dedKiulojT ol wsi s Gges Olod i)l

b s Jjl o3kl b 0By lojT guls jlael obisl 9 pands 2926 jl a8iulojT 2o p30 29,5 9 (38 Ugiammo Casl p V]
Wby OB LS55 0 b ajglive b 5 pime @2lpe 4o Gaub Jl) aidlb adls S5 BT cuissS =) 2L
(CuisS > 2L



203 G380 ()Y § CIABAS (,8)B (,30))] asly
.Cawl (Interlaboratory comparison)  a&iu o jT ¢y s lio 4ol jue iS5 L)l S0 by,
20T Caw s gl 2iilgh (g0 IS o B3kl Ulie b OLuSy S Slgo 9 2AEE LT Gog) jl 45 o lalKivle; U
S 4w lio (peer group) Liod (slealiiulo T ,olw b Lo s |y 355 oliulojT )5 J oS diges $9) LiuleiT
Aol )T bt oo (o) p sl Go9) mlw
L Jlow )0 diges 590 GiulesT Jl o320 Cawss guls duglior 2L T s coo o)l Luge Go9Y
2l o @ 0§28 01331 o) S b 0lEialo T (5 S 0151 gy I o3l

390 b o s 08 051350 o) S L Olg (o0 b aRuLeST mlie 82 p0 (B9) 4 g i pIE D yguo )3V
9 (Split sample) 5,15 (5 rio (5 5 8135 itansan ¢S 2l T 4 Gges Jw )l Yo .35 duwlio 555 sloxel



@305 C3830 ()Y § C3835 ()8 (3B))) by

G108 9 Hasine o3lie b sla 4903 b 9 (Reference material) g ro slgo 4 g yiws O g0 43U
LIS S 4ol S Gges b 9 351 o2 GialeST pize sl 9 b WS 45 (2l Ggos yghise Josi
590 S8 81351 429 b Gges b Slgo oyl 65 81351 b (3515 Laseive o3lio 45 CouiS >
39T Gy gl Gz pas jl (puodd Olg g0 38 Lo T )5 25wl
OLas 1) 2819 s pae Ol jao (@2 g Slgo b @2 0 (5 15 2135l o9 b al&iulojT gl dulio b juo 145
oo jl guoss bid sl jT o b dulio 9 CuiS > Sl a6l b by mlw 385 o0
B (g0 Caw
B Cmo pae Olgi g0 3iBL 03 IS 2BasLoT 13 (5.25 051331 Sl Gh9) 9 W huas dzlizy’

9,5 s s jlme (CV) s pas pl 0 951 (TEQ) JS jlxe slas 9 o Usloe |) a8islojl






