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Sﬁﬂﬁﬁ’ad’]uﬁlaﬂ : 1NSAF39 Unsaturated Iron Binding Capacity (UIBC)

saeNas : W-LAB-023 i 190 14 wih
wilupssd : 5 Funusemield : 11 fiquieu 2568

1. 5’maﬂs~aaﬁ°uaamsvmaau (purpose of examination)

1.1 WionmadeUinainsisimssau Unsaturated Iron Binding Capaoty (UIBC) Tusieena
serum, plasma, FertemsainTeenlud@ cobas ¢ 303 saufuthen Unsaturated Iron-
Binding Capacity (UIBC; Cat. No. 08058776190)

1.2 Manuneen1zlaining

1.3 JladeuazinnunisinwUae iron deficiency anemia wag chronic inflammatory

disorders
2. ¥aNNsHazIsN1sVaIIUnauUlddnsunisnagau(principle and method of procedure used
for examinations)

2.1 ¥dnn13 (Principle) : 11 Unsaturated Iron-Binding Capacity (UIBC)

Fe™ + transferrin Alkaline buffer - transferrin-Fe™** + Fe** (excess)

Fe™ (excess) + 3 FerroZine » Fe**(FerroZine)

ANMUIUYBIATLANT UL LUSHUNTIADAUAUTUTUYDS unbound iron TLAABLAILLUSHNNY

uANLIUTUYEY Unsaturated Iron-Binding Capacity #4In91nn13QaNauLaIesdfiiiuay

2.2 38n13(method) 1975 Colorimetric assay

3. anwuENIeUsEANSATN (performance characteristics)

AndN LIS AVEA MBI IVIAGEU UIBC seluiiéredsanluunsminen Unsaturated Iron-

Binding Capacity (UIBC) (PI-LAB-023) lusadie Specific performance data tJusgaunanis

n31vaeUUTEANS N Nluseg19tinmA1gY el

3.1 anuwaiug(Precision) : {umsniageuauwiuglagldieginsiaainuyuduazaisaiuay
AMANIN AN internal protocol P31 AT AieLAEaY cobas ¢ 303 $1ufurnen Unsaturated
Iron-Binding Capacity (UIBC) Tngl43ann3m52a¥arn UIBC $1uuy within-day/within-run
(repeatability) ez between-day run ( intermediate precision) nasiet
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M SWaLN#AS : WI-LAB-023

% "E‘Sﬂﬁﬁ’awuﬁ‘m : 1NSAF39 Unsaturated Iron Binding Capacity (UIBC)

91 2 910 14 %

wAluASan : 5

Fuitusemeld : 11 fquisu 2568

f19819 Serum/Plasma

a) Repeatability, n = 84 (n529ATIZNE 84 ASILUTOUNITNAGDULAYINL)

Repeatability

PCCC1e
pCCCat
Human serum 1
Human serum 2

Human serum 3
Human serum 4

Human serum &

Mean 5D
pmollLl (ug/dl)  pmellL (ug/al)
39.2 (219) 0.349 (1.95)
50.8 (284) 0.299 (1.67)
8.21 (459) 0.305 (1.70)
24.4 (136) 0.308 (1.72)
31.5(176) 0.318 (1.78)
62.5 (349) 0.272 (152)

116 (648) 0.408 (2.28)

cv
%

0.9
06
37
1.3

1.0
0.4

0.4

b) Intermediate precision, A1 2 aliquots ¢ run, 2 run Aeiy, yidasioiu 21 Tu

Intermediate precision

PCCC1#

PCCC2bl

Human serum 1
Human serum 2
Human serum 3
Human serum 4
Human serum 5

3.2 WisUBUIN1sNAaeU (Method comparison)

Mean SD
pmol/L (ugidl)  umollL (ug/dL)
39.0 (218) 1.17 (6.54)
50.7 (283) 1.25 (6.99)
8.25 (46.1) 0.636 (3.56)
24.4 (136) 0.674 (3.77)
3.3 (175) 0.676 (3.78)
62.2 (348) 0.628 (3.51)

116 (648) 0.742 (4.15)

cv
%

3.0
2.5
7.7
2.8
22
1.0
06

2A3eAUIBC agltfirgneannuyudns Serum, Plasma MiekA3ad cobas ¢ 303 (y) Wisuriu

\A3eq cobas ¢ 501 (x) leuasail

$19879 Serum/plasma
Sample size (n) = 61

Passing/Bablok

y = 1.021x + 0.264 urnol/L

T=0974

Linear regression
y = 1.020x + 0.611 umol/L

r=0.999

The sample concentrations were between 3.50 and 117 pmol/L (19.6 and

654 pg/dL).

4. ¥inA9819 (type of sample)

4.1 Serum

4.2 Plasma 7l Li-heparin 1uansiudenids
4.3 1199579 UIBC ueagAss 1AT89 cobas ¢ 303 9xld Normal sample volume 15 lulaséns
4.4 ANUAIAITBITEAU UIBC Tunaugussyniuasludiansifiuus
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Sﬁﬂﬁﬁ’ad’]uﬁlaﬂ : 1NSAF39 Unsaturated Iron Binding Capacity (UIBC)

SYEeNans : WI-LAB-023 w1 3 910 14 v
uiilunsadt : 5 Fuitusemeld : 11 fquisu 2568
Ll IS gounndl ALIAIAT
Serum/Plasma 18-30 °C 4 Y
4.°C 7

5. msm’%amﬁﬂfaﬂ (patient preparation)

Taidl

6. UTSLANVDINIBUSUAZEIAULGN (type of container and additives)
6.1 Usznmueanvzuazansifuudstslivssamodnasuduidmsamn UIBC loun
6.1.1 Li-Heparin Blood Collection tube (Uanaandi@en) 1 Lithium Heparin {uansiu
donuds uIAUTIY 3 mL
6.1.2 Clot activator Blood Collection tube(tUaviaandund) vu1AUsIY 3-4 mL

T. Lﬂ'%'aeﬁaqﬂnsnﬁﬁﬁﬂﬁluumﬁﬂmmaau (required equipment and reagents)

7.1 \A30ansIadmsenisnlui® ; 19in3es cobas ¢ 303 Fadeuderiui3at cobas e 402, Control
unit wag Core unit WusyuulAseifidendedn cobas pure analyzer series nﬂdaulfﬂu
NANTUINYBIUTEN Roche Diagnostic Useineleosiu

7.2 widestu(Centrifuge) : Wdmsutluuen Serum/Plasma firnusaseulunistiu 3,500 rpm 1
a1 5-10 Ui ndandefegnadonisuduitissuna 5 wifideutuuen

7.3 msnmammi'lw ; T%mm Unsaturated Iron-Binding Capacity (UIBC; Cat. No.
08058776190) 1fu cassette yntendsagundonldu(ready-to-use) naniausitie Roche
Tn 1 cassette n373ld 100 Tests wiusnwlifigamgd 2-8°C Melidanss azflongnisldann
quiisTuvunengiszying cassette Woidsldsuuuiaios cobas ¢ 303 udawilongnisldam 8
FUni seAusznevresansiaiiluthen UIBC Sl

R1: Ferrous chloride: 62 pmol/L; sodium hydrogen carbonate:
75 mmol/L; TRIS buffer: 375 mmol/L, pH 8.4; preservative
R3: FerroZine: 20 mmol/L; hydroxylamine: 160 mmol/L; pH 2.5
7.4 @5USULANINGEIU :
7.4.1 Standard 1: H,O (sterile distilled water for injection)
7.4.2 Standard 2: Fe standard, Cat. No.12146401 216 Nﬁmﬁmsﬁﬁﬁa Roche

7.5 mﬁaamuqu@mmw PreciControl ClinChem Multi 1, PreciControl ClinChem Multi 2
wAnSuTDvie Roche wunausiguInay 5 mL Mnsadesgiiuiindsinii daily
maintenance 1A384 cobas ¢ 303 wdasaluieIaIUsana 13.00-18.00 u. Teudaziu

7.6 Auto pipette, Volumetric pipette 3 mL, 5 mL Waz Pipette tip @wiuldnionasazais
calibrator wag control ﬁaﬁiugﬂmmﬂumuﬁa (Lyophilize)

7.7 Distilled water @wsuldazany control/calibrator
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;\ Sﬁﬂﬁﬁ’ad’]uﬁlaﬂ : 1NSAF39 Unsaturated Iron Binding Capacity (UIBC)

o o | swaenans - WI-LAB-023 W 4 970 14 Wi
wilupssd : 5 Funusemield : 11 fiquieu 2568

7.8 Diluent NaCl 9 % dwiulfiienswiegnednlutfnsdogunsratien UBC gufu then
Diluent NaCl 9% iledlsiiUaldsumsifuiigumndl 2-8°C axilongmsldanuauisiuvmnoigi
spytha cassette Wlalaldenudiazilony 12 dUnnsi

7.9 nuugiagliussgfednnaiintanannvasaifiudiegaiusu ldud Sample cup(Hitachi
cup) Cat No. 10394246001, Plastic plain tube

7.10 Rack 31 8 %tin
7.10.1 Rack &1 d@1115uU319 calibrator
7.10.2 Rack &v1 d1m5U274 control
7.10.3 Rack & dwsurssedisiiliu Routine
7.10.6 Rack AN uaudes dwsuneiiegeiidu Urine
7.10.5 Rack @1 waudu d1115uU19970819m599 HbAlC
7.10.6 Rack A wauiden dmsunediegneiifivuastes Tngldsuiu false bottom tube
7.10.7 Rack A uaududen dmsuineiiegimsan HbAlc ifusunsiies Tngldsauiu

false bottom tube

7.10.8 Rack #3e7 lietrgasnwases

8. alau,'mé'auLLazmimuQummUaaﬂﬁﬂ (environmental and safety controls)
8.1 éfaammm:ﬁamqLLazL?:aﬂqmmsﬂﬁﬁﬁmmﬁaﬂmﬁ’umiamLﬁ'?iyamwﬁmﬁamilu@aumﬁu
AI9E19RTIT
8.2 thenfldunauvesmsoueninvidulsznevveniien limsnduuvdedudatuimillaenss
8.3 Cassette thenfldmunudiliidudmeziad

9. %uﬁaumiaamﬁem(calibration procedures)
9.1 dannunlunsaouLiisy

9.1.1 yhnsaeusteuwuy Full calibration futhen UIBC #ldeusiaiuniomsainsss
cobas c 303 e
- Weldeuthen UBC afausn
- 1181 UIBC wisugunisudn(Lot) Tul
~ fimsh preventive maintenance seulngndeiinmsidoutudiuesndiiinanseny

seANsIn waviilona 1QC wavvide FQA/PT Usiindl systematic error Aideaudl
Yeymenenisasuiisulun(re-calibration)

9.1.2 manTaniamansaeuiiivuiiieains Standard curve Tagldansuiuudannsgiudiou 2
seiu vhedeluiRseiuay 2 afufiomanads asuSuudanessuildaouiiou
Usznausme

- Standard 1: H,O (sterile distilled water for injection)
- Standard 2: Fe standard

9.2 AsnsdsULU
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Sﬁﬂﬁﬁ’ad’]uﬁlaﬂ : 1NSAF39 Unsaturated Iron Binding Capacity (UIBC)

saeNas : W-LAB-023 i 5 90 14 wih
wilupssd : 5 Funusemield : 11 fiquieu 2568

9.21 ATIEOUTUNIHAR (Lot) U84 Fe standard MwTesayldau Lot agldaudensedu

Lot A download Feyanisimundmuidutures UBC 1iuliluiaTes cobas ¢ 303 i

wn Lot flazldaulalngadu Lot ﬁﬁagﬂuméaq 1% download 9aya Fe standard Lot v

Tuvaiziiin3oseefluannus Standby

9.2.2 Usmﬁﬁﬂé’uﬂismm 300-500 lulasansaslu Sample cup(Hitachi cup) waaldasluludes
fifnaannin “H,0” o Rack d6

9.23 U339 Fe standard mesildsmuudszana 300-500 lalasansadlu Sample cup

(Hitachi cup) Tdaslulu Rack dfduientuiulude 9.2.2 u§wins calibrate then

10. TUADUVBINTZUILIIL (procedural steps)
101 Fmswieuieiosdie e uazfog1ansa AeunINTITIASIEY
10.1.1 3Fnswssuedesie
- ps19deUURHagn Auxiliary fussqluziu cassette ldud NaOH-D
cassette, SMS cassette, 9%NaCl cassette ﬁLMﬁalum%ﬂ 5’1‘1J%3J1m‘1§18w‘1;1ﬂ’57
sysuTismunls nieeezwansiundensihoiududine Tildine
cassette T luunu
- p919aeuUSnuaLAIT e Auxiliary ?J"uq oA Basic wash, Acid Wash
Solution &rUSinainemninserufismuals whaoezuansitundasenisting
thadudrhe Wlddhenvalmidnlduny
10.1.2 3amawSeutinen (reagent preparation)
-1} Cassette 1181 Unsaturated Iron-Binding Capacity (UIBC) EJEJﬂ"\]’]ﬂG]:LEdJu N
naaFRnaan
- asufinns@aldchenuday Cassette lunuutuiinnsthesnanldamuen as
UINTFIU ’mmmm GREGRMNGY LLaumaUmmauﬂ (FM-LAB- 187)
- 11 Cassette msn UIBC Iamsaa mﬂuuﬂﬂ reagent registration meaalmaﬂ
IUSLmeaqszwm'ﬁaqua%Lsmuumqmaammaawawumawmmqmmwu@
19 8 dUani
10.1.3 N9SUUFAI0E19NTIA
- dsdenmiadeshiogludnunzidinusiufiasisdngg
- Adwsnadassumuuiiteldlifununeandeluiiden 13, a1ssuniu
NSNAEDY
- fletlunendsdmiald Serum/Plasmands fisuuuRivesdsdmsiadesliiivies
vseneulnuIuaeyey warAIsiauves Serum/Plasma ae1etioy 500 L
102 &élsifimsaeuiieuine UIBC Lot #ldnuag TWikniunisnude 9.
103 ddlifinsenrinneiiiedsmuaunmunwluseutuiu Wedunsedinslude 11.
10.4 ﬁwé’aaﬂwé’ﬂwt,%ﬁm%'aa cobas ¢ 303 HU core unit TauA3EY lawaunsald Primary tube
WA 13x75 mm. fifegsliesndt 500 lulasanssample dead volume 500 pL) 379
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UU Rack @w1 vi3eld Automatic pipette aadiegslitosndi 100 lulasdns(sample dead
volume 100 pL) Talu Sample cup (Hitachi cup) 2719uUu Rack

d1unAuny Yaq 1

10.5 dwhmsnselinnzsikaziFonguanmuisnisiszylilueiiewrdes Insia3es cobas c 303 g
FnNInTITIRTIEResTUUSAlUTR A Test definition Tifvualy il
UIBC test definition
Reporting time 10 min
Wavelength (sub/main) 700/546 nm
Reagent pipetting Diluent (H,0)
R1 41l 53 pL
R3 19l 15 pL
Sample volumes Sample Sample dilution
Sample Diluent (NaCl)
Normal 15 pL - -
Decreased 7.5 uL - -
Increased 15 uL - -
Calibration
Calibrators S1: H,O
S2: Iron Standard
Calibration mode Linear
Calibration frequency  Full calibration
- after reagent lot change
- as required following quality control Procedures
Calibration interval may be extended based on acceptable verification of calibration
by the laboratory.
Traceability: This method has been standardized against a primary reference material
(weighed in purified material) through iron.
106 eUNaNTIATIzAnldmhedu pe/dL Iumzﬁﬁmquﬁu 700 pg/dL Tisieg1s00nIN

ANLATDILAIUTLATDIDNATINDAINTITLNL LATB9 cobas ¢ 303 2z dilute RluR 1:2
dlonyiatasazuansal UIBC Nigaudie 2 Tiseusey

11. 9uAUNITAUANAMAIN (quality control procedures)

11.1

dafimualun1sAUANAMAIN

$198s91nsufvUfiRnutensaisanuiulealununimnanisiesgy (WP-LAB-21)

11.1.1 nawinsindunanismuauauniwnely liiasandenldnguisngiuusilily
Modern “Westgard Rules” oA 1-3S, 2-25 %38 20f3-25, R-4S SauiuLnesl
between run CV<0.33TEa Wag Peer group SDI < 1 lnen1sfnnIuATIIEULAY
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A

"E‘Sﬂﬁﬁ’awuﬁm : 1NSAF39 Unsaturated Iron Binding Capacity (UIBC)

@

SWaLeNans : WI-LAB-023

1 7 910 14 BT

wAluASan : 5

Fuitusemeld : 11 fquisu 2568

Uszillunan1smiuaunnnmn1elurein1snsIninsiest UIBC Tu Quality control
chart(Levey-Jennings chart) 1a5197111911N15911A1 Mean, SD 90asUfjufng

Modern "Westgard Rules": N's of 2 and 4 Date:
Tech:
Control
Data
In-Control
Report Data
A
No
4as
135 No 225 No Ras No No 8x
. »| 4 CONSECUTIVE | 8 CONSECUTIVE
one point = (across runs) The range control values on | ONE
outside 3 SD 2 CONSECUTIVE (difference) between oneside of the '\(/ja uefs gn
values outside the two controls within a mean and further sliqeiorthe;mean:,
same 2 SD run exceeds 4 SDs, than 18D from This can be within
or This rule is only to be the mean. one control across
(within run) used within a run, not This can be within 8 consecutive runs
2 CONSECUTIVE across runs. one control across or
values outside the 4 consecutive runs within 2 controls
Yes SAME 2 SD. o across 4
-~ Wlth;réri;OSthS consecutive runs.
Yes consecutive runs.
Yes
Y \ \ Yes ’ Y
Out-of-Control, Reject Analytical Run
Problem:
Resolution:

Find out more at http’//www.westgard.com
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; "E‘Sﬂﬁﬁ’ﬁwuﬁ‘m : 1N3%593 Unsaturated Iron Binding Capacity (UIBC)

: %J -
M TALeNET : WI-LAB-023

wAluASan : 5

91 8 911 14 %I

Fuitusemeld : 11 fquisu 2568

Date:

Modern "Westgard Rules": N's of 3 and 6

Tech:

Control
Data

In-Control
Report Data

A
No

13s 20f3 2s R 4s 31s 6X

No

one point
outside 3 SD

Yes

(across runs)

2 out of the last 3
values outside the
same 2 SD
or
(within run)

2 out of the last 3

No

Therange
(difference) between
two controls within a
run exceeds 4 SDs.

This rule is only to be
used within a run, not

No

3 CONSECUTIVE
control values on
one side of the
mean and further
than 1SD from
the mean.

This can be within

No

6 CONSECUTIVE
values on ONE
side of the mean.

This can be within
one control across
6 consecutive runs

across runs. one control across or
values outside the 3 consecutive runs within 3 controls
SAME 2 SD. or across 2

within 3 controls consecutive runs, etc.
across 1

consecutive run.

Yes

Yes

Yes

Yes * \

<

Out-of-Control, Reject Analytical Run

Problem:

Resolution:

11.1.2

11.1.3

11.14

11.1.5

Find out more at http//www.westgard.com

PreciControl ClinChem Multi 1, PreciControl ClinChem Multi 2 L“f]umﬁaﬂ
AUANANWITIATULTT WAReIEV Roche YNAUTIUIRaE 5 mL Tinia
Aias1ei UIBC W 2 syduviuiivdsannii Daily maintenance 4384 cobas ¢ 303
wanasaluriIaIUszanm 13.00-18.00 w. vosusiar i lnensiadnsisiaIsaiuny
A mNIEAUBENaTon 1 Ay Tu 24 Halus wioTuar 1 adsnsunnszdurounie
wdeutulusunmansrasogswesditheseusnresfutiuameluiuiifingnse
Anserensvagou (N=2, R=1)

14A1 Allowable total error (TEa) v@sn1snagay TIBC Tu Serum/Plasma = +20%
(81989371 CLIA 2019)
MsAnmuAIduUsEAnSveInuLUsUTIMBINsNAdaUsERINeTY (between-day
imprecision, % CVg) 30 total v Tngldinausifiensulddesliiu 1/3TEa

- Serum/Plasma: between-day run CV <6.67%
miazawmﬁa@ﬂ’m@u@mmw PreciControl ClinChem Multi 1, PreciControl
ClinChem Multi 2 Muss@3uusis(Lyophilized serum) neuazanglvmiuinuss
Fsuuaandaidlifigangiivesrou 10-20 w1 audulaildgungilndiAss
gauniivied wazlunanlarvialilameanusedaseds mszn1sussavnly
FEUUAYYINA 5’1L?Jmﬁuﬁ%ﬁﬂﬁm%%’uLLﬁqﬁagjmaiummﬂ%aaaﬂmlﬁ Faazyile
anuidudilsignaes 14 Volumetric pipette gaanesarhazansingu) 5 mL asly
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% Sﬁﬂﬁﬁ’ad’]uﬁlaﬂ : 1NSAF39 Unsaturated Iron Binding Capacity (UIBC)
I g itaionans : WI-LAB-023 1 9 910 14 i
wilupssd : 5 Funusemield : 11 fiquieu 2568

avanerE Ly Darwalviain deaeiidly 15 Wit Weasunanlinalmdndu
Tnanisunisansazanesiudumguuinun iiluwinaulasldliinreseinie s
naudBIA3es Mixer 9ndursmiaadilidn 15 uit Weasunanlinaulvidniuay
diifunsazaovunudrinhluldnuieumgiivesvideutafufigumaiivesndi
Wi - 20 °C dfinsuusivludesududs (-25 °C) - (-20 °C) Tu Hitachi cup
300-500 TulAsans nowidiatesnmainmgideniuniisl ifgnmndreadu
e 40-a5uitielildgaumnTlndifesgamgiresdounar il duuamadeduily
N13azane calibrator
11.2 F8N1IAIVANANAMN

11.2.1 #51980U Lot vesansianmuauAunIngzming Lot agldamiu Lot Aogluirdos
1 Lot limsariulyl download deyavesansianmuauamuninlvnsaiuiu Lot Tu
Turusiiiniasogluaniug Standby Wiy

11.2.2 wasnasIanmuauaanm(control material) nsosldmuisnsignantivunly
TuenansuuuvesansfanaruRuaaAildy

11.2.3 us39a5ianAIuANAnNINU3uInS 300-500 lulasdns(sample dead volume 100
uL) ashu Sample cup (Hitachi cup) udaw1luanslu Rack 3u17 Tushumiladicnue
13

11.2.4 &lsiedowh control Taemsufuanmide “nsvih Control” TugiloufuReu

11.25 fanunsiaaeuna IQC vaamnaaau UIBC mengnisaiuauamnin(control rule)
m13 QC procedure Viﬁmuml*’iasmaﬁwLauasimﬁaw%a%’agaﬁL“f]um’]w TRnnw
wnlth mndesiieziinauaaiaiedey iewssunsudlukazdestunouyinnsg
yaaouiieg1ethg fall

-MIAARIURE 1QC ANKANTINTIAATIEN PreciControl ClinChem Mult
1, PreciControl ClinChern Multi 2 lsf@nnunsivaeuna 1QC Wosduvesnsnsi
Iron Tugusuuns e control unit Y9aLA383 cobas €303
_ famnumsiadeuna IQC Tazidenunniuly Levey-Jennings chart d1mu

N13R52193AT1e9 UIBC laglglusinsa Navify nansius Roche tiausyanana
NI HULTEUNAAU Peer group uag ATIvd@auUNa 1QC LUUSRLUIRATM
control rule Aifmuali

11.2.6 \dlonan1¥ 1QC fnsazifiangnismueuAunIn (out of control) WazNANIS
nagey UBCTwnluiagiianaamisndinegaiidoddyligdnnisnunindianson
dumoonnanisnsrasiogsine finnsivimsaiieddnuazifeadesmiu
Afiunsuilulagnivgeuanuuelssdnsnin asdufinseasideanisusuusaunle
fviluifiodostunnfnd lunuusuiinufdinsudlonsding 10C loglunms
WMSIUENTUANNN (FM-LAB-025) iilevhmsudluanmguesainunannadouud,
Jeagamvingidosnsinet suisdoundulufinsansenunaiinsizifioon
naldidtusauinisvhmuuamnnaegluseuteuntiil
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Sﬁﬂﬁﬁ’ad’]uﬁlaﬂ : 1NSAF39 Unsaturated Iron Binding Capacity (UIBC)

o o | swaenans - WI-LAB-023 w1 10 910 14 %N
wilupssd : 5 Funusemield : 11 fiquieu 2568

12. {lgumaumilfd%ﬂuLﬁﬂUiW'ﬁ’Nﬁaﬂﬂﬁﬁami (Interlaboratory comparisons)

N33 ULBUTEnINameIUuRnis  (Interlaboratory  comparisons) — Wisitiunismuseiiau

UftRuFes msafuanusiulalunuaimiansiingest (WP-LAB-21) laeiidervuauazinusi

AN miiddny el

12.1 viosUiRnisdhian EQAS Clinical Chemistry (Monthly) Program titerUSeuiiisunanis
AT193.A91834 UIBC sewinaiesufjifinis Fslsuinaslaeg BIO-RAD Laboratories fifwiuanis
afdpsandndas 1 edt esadasau@nluwidlifufeudquisuremnd  audluns
Usedluiouay 1 ade dausifeunsnniau-figuiey 53w 12 ay/Al

122 fprniesginsuiaveunuanaiensinaedadinluasiusidunsnsaiesein
A1 UIBC saufufusenisnaaeudusluiiegisainlusunsy EQAS Taenisasaandouly
fumsnsasegisfislunulszdriulifuiuimusdsnenuissylfuuaandaa
U559670679 EQAS vaiufaziiou

12,3 Juiindasenura online WUszlu(submit results) ananseaiuinan1sUsELiiu(view or
print EQAS reports) 1119 www.OCNet.com

124 \lelusunsy EQAS  UsmiluwaeSauds 1 Download s1esmumannAulildvumou
UszansnmlunisiUSeuliieusenineesu JuRnis

125 a99@euNanIsieuieussninaeslfuifinig dmsudiegns Serum/Plasma laglginaun
uazithmaneail

- N9l Absolute Z-score < 3.0, vy < 1.5
- N9 TE < TEa, wwiane TE < 4%
dlo TEa = +20% (CLIA 2019), %TE=%Bias+1.65%CV
126 FEnmAnmaedaddnuasidmihifiierdemniofuilenansuseidiu  EQAS  mIngaa
UBC Ldulupannasivdedmneiifvue Jessiawmeiwiae dudunisufoing
uhludietlestumaifing uaztuinanasnsudlyostu TusuuduiindfiRnisudlunsdng
EQA Tagluinauaiunsgiugeusuamnin (FM-LAB-020)

13. #95Unau (interferences)
% /manaun Atldwdsenouselliliisuniunisveaey
Criterion: Recovery within + 10 % of initial value at an iron concentration of
60 pmol/L (335 pg/dL).
Snwae I5u/mandun Usunaurosdiulsenau ANNIAUIUIN

Icterus | index < 60 unconjugated bilirubin wag 4+

conjugated bilirubin < 60 meg/dL

Hemolysis | H index < 40 hemoglobin < 40 mg/dL 1+
Lipemic | Lindex <300 | L index visoauqu Liduiusiu 4+
(Intralipid) J3ueu Triglyceride

+ Drugs: No interference was found at therapeutic concentrations using

common drug panels.


http://www.qcnet.com/
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v ' X LR

Exception: Oxytetracycline causes artificially high UIBC values at the tested
drug level.

Pathologically high levels of albumin (7 ¢/dL) decrease the apparent UIBC
value significantly.

If the patient’s serum iron exceeds the binding capacity of the transferrin, a
negative UIBC value will result.

In patients treated with iron supplements or metal-binding drugs, the
drug-bound iron may not properly react in the test, resulting in falsely low
values.

The physiological function of deferoxamine containing drugs is to bind iron
to facilitate its elimination from the body. Therefore any deferoxamine
concentration interferes with the UIBC assay.

In the presence of high ferritin concentrations > 1200 pg/L the assumption
that serum iron is almost completely bound to transferrin is not valid
anymore. Therefore, such iron results should not be used to calculate Total
Iron Binding Capacity (TIBC) or percent transferrin saturation (% SAT).

In very rare cases, gammopathy, in particular type IgM (Waldenstrom’s

macroglobulinemia), may cause unreliable results.

= P SRR —, Xt

FSUmand (Icteric serum)

Billirubin concentration

1+ = 2.5 mg/L = 0.25 mg/dL
2+ = 5.0 mg/L = 0.50 meg/dL
3+ = 10.0 mg/L= 1.00 meg/dL
4+ = 20.0 mg/L= 2.00 meg/dL

s

AU ada &
F5uNiLinlaaauLadLnn (Hemolysed serum)

Hemosglobin concentration
1+ =0.9 ¢/L = 90 mg/dL
2+ = 1.8 ¢/L = 180 mg/dL
3+ =3.5¢/L = 350 mg/dL
4+ = 6.7 ¢/L = 670 mg/dL
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ﬁ'ﬁé'mjuﬁ‘lﬂlﬂu (Turbid serum)
Absorbance 660 WULIAT

0 14 2+ 3+ 4+ 1+ = 04

2+ =0.8

3+ =10

: ‘ | 15 B 4+ =12
1‘ o | | ? |
‘\ g \ > \ \ =7 k .

14. wdnnsvastumaunsAwlniielfldnadng srunsAraaliviueuvasnisinvesnisagau
1WeU3unae (principle of procedure for calculating results including, where relevant, the
measurement uncertainty of measured quantity values)

14.1 #3949 cobas ¢ 303 azAnamANLdLTuYes UIBC luudaziiaginsiallaesmnluih
14.2  Conversion factor: pmol/L x 5.59 = pg/dL
pmol/L x 0.0559 = mg/L
14.3 TIBC ﬁﬁmmmﬂqm TIBC = UIBC + Serum Iron
14.4 msiwiaaA1nNlikiueurean1sia UIBC Tifufanu “Wite 4.4 nsnsraasuaiuly
wiueuveINTInnATUTIA Tuessduufjifvuides Msdansnszuiunsmadey

(WP-LAB-20)” astunnlilu “a1s1enisuszanauaiainuluniuauraanisinlunisnaaauids
USuaAAs1ER(FM-LAB-281)”

15. 929A191989MsTIn mKseAIn1sanaulanisaatin(biological reference intervals or clinical
decision values)
A1 UIBC Un@d = 112-347 pg/dL
A1 TIBC Un@ = 228-428 pg/dL

16. ‘li’N‘ﬁ‘é']ﬂdﬂuwaﬂﬂswﬂaau‘lﬁ(reportable interval of examination results)
A1 Analytical Measurement Range A UIBC : 16.8-700 pg/dL

17. AuuzhdwiunsiansannadeUSnanienalsildegluiasnisia
(instructions for determining quantitative results when a result is not within the
measurement interval)
fan1snAd@au UIBC >700 pg/dL 1A383 cobas ¢ 303 ﬁﬁm‘s@?@ automatic rerun function 13
dethdegseenaniedeudinidedeuasdinsalng 13es cobas ¢ 303 913091989957
Tudnsrdu 1:2 aitldiedesazduinilasga dilution factor = 2 Tilaesmlusf

18. A1NgR/ALINRBU/Mnuzad (alert/critical values, where appropriate)
Taid]
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91 13 970 14 i
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19. MsuUananiepdiinvasissufjiAnis (laboratory clinical interpretation)
Unsaturated Iron Binding Capacity (UIBC) 14/53ufU serum Iron wiefuans TIBC wag Anudusa
YOINTWAWDIIU (Transferrin Saturation - TSAT)
Total iron-binding capacity (TIBC) ﬁamﬁuaﬂﬁqmmmmsdumﬁuﬁ’umamﬁﬂ i Inszau

serum transferrin 1388y §1A1 serum iron AiNIUNAKAZAT TIBC a@ininunfuanaingtreduniig

1a%in91991NN5VIAE RN

20. unasnuvaIAulsUsuNananadu (potential sources of variation)

20.1 1hen (Reagent)

- owanmanmsiusnwligniessevuneny
- 1awy lot Tvd, Wasu UIBC cassette dulmal

a a A
- fivlagenne Usuneshiiieane

- 1AusnE UIBC cassette Taglaidslyings anavinliinnagainia

20.2 Yan@euLiey (Calibrator)

- AANSAYane WU avaeRadnaIY, wAdAluMSmSsuRanaIn(nsULUnR, Svegianty

nsaransdunsesn iUl Amstdssegaltunisazaneussunn 40 wiilagldmatianiu

Auugtvesndn), nsavangliliaaumgiiiesfreeze-thawllfianuiuluniasa

Wuly, fvihazansandsn(msld Purified Water Diluents #3e reagent grade water),

anuluiduiioertuilssanuanlidduludsasdunaunaesoyluaunanisnanlign

AullAnauN159 59 InAY9Y calibrator

- InsemeLllasannnisussy calibrator Ysunautiagly sample cup saufunisassliumu

113911 Calibrator MMABTEIUNSITWAIN MA@ UL UT1DN

- Waey lot Tul

- [@ouan nvisonuneny

- Inpg1N A

- 14 Blank laiwiangay
20.3 LA38dle (Analyzer)

- unaarillawas (source lamp) Weumuegslidau (msiudgumne 1 o)

- viowhdaeniivielieuriu reagent probe gasu AU YINAUEANEL

- Cuvette @nusn
- Probe @ndsn

- nszuabuiinlaaen
- 1agLaan Calibration

- Measurement syringe $3/\&@ou

- YR4A5¥N preventive maintenance Asdlney wastUdsuezlwalal 1w source Lamp,

reagent probe, sample probe uaalule calibration Toal
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YEeNas : WI-LAB-023 91 14 970 14 Wi

wilupssd : 5 Funusemield : 11 fiquieu 2568

- %1 maintenance check 38V preventive maintenance iagaseuviokivimuiouly
Auuztifuanesosiledmun
204 FregniildnTiadngezt (Sample)
- fhegafinis clot lusgmininsanadnseiluaiodiiased
- é’hasmﬁmiszLmaLﬁaqa1ﬂ§Qﬁ41§uwuLﬁulﬂﬂ'augﬂ sample probe AAlUATIAATIEY
Tnsannznsaififinsudssegnausinaesld sample cup/small sample cup
- fhegranniiheilisedesiunazensneuniziden

21. tanasaeds(references)
21.1 Tuunsninen Unsaturated Iron-Binding Capacity (UIBC) (PI-LAB-023)

212 gilouftRnuEes gilontwilnensldieios cabas pure integrated solutions (MN-LAB-
065)

21.3 Tuunsnansiiieu Iron standard (PI-LAB-110)
214 szfyudfURnuses N133nnsnseuILNITNAaeU (WP-LAB-20)
215 sulgulfiinuisesmisaiennuiulalununinaanisiasey (WP-LAB-21)

22. A1ANUIN
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WHHNNENBINen Taanenunafannsaidazen FM-LAB-008/00(01/10/2560)

Uszifnisudly/muniuenasanniw

Yoranans._ WI-LAB-023 : F3UfTRNY 33 M39323 Unsaturated lron Binding Capacity. (UIBCQ)
o a4 atu HNUMIY/ | Bouimly Sudi
W/eeu/ U - ve o Yy v Y
4 Al VALY Himvi/unly | @5uses Usznald
Awdbu/muniu | g 4 v v
A7
11 W.e.62 0 | aduuwsn AUV | 0908 | e 11 W.8.62
3NN | ANTUIAA
1Ny 63 1 whluvieady WAL | Tangs | ne. 1My 63
3NN | ARTLIAA
1 n.g. 64 2 | uflede 11 Fumeuntsaauny wgdglduw | sands | we. 1n.g. 64
AN iludeges 11.1.2 90 3NN | ARTL9AA
wSaufuogetiostuay 1 asslutag
nameuLivekAaz Tunn Juneu
n329mege e Wy 099
AATINANTAIUANANNINYNTEAY
pgatios 1 nds lu 24 Flus vide
fuaw 1 afansunnseiuieunie
wiouduluiunmInsasedsves
fUhemeusnves futuanglutui
fnmsnTalnseisensnageutl
wiledegen 11.1.3 9nAudiuas
1 pds Ju PTIIAATIENATAIUAY
ArunMNIEAUBENaoY 1 Ay Tu
24 4l viveTuay 1 ﬂ%ﬂﬂ‘iuy]ﬂ
syaunaumsaniensuluiung
MTIAFIRE1VDIFUI TN INVDY
Suthuwamzlutuiitinmse
Anszisensnagaui
1n.8. 65 3 | udlvde 7.5 ansTanmivaNAn I | wieddduud | syands | we. 1n.8. 65
gnidnide 7.5.1 I | ANTUIAA
uilude 11 %’jumaumimuqm
AN Bniante 11.1.2, 11.1.7
ey 11.2.5.2
uAlede 21 1NEN591989 snLdnTe
21.4
1 n.0. 66 3 | uyuwad ldinsudly WeAUUUWY | 999609 1 n.0. 66
RERBILE
11.8. 68 a4 wiluiteaty iflesmnivden WLAUUUUA | WAUQS | 0. 113.8. 68
\A389MSIAATIZRAN cobas ¢ NIT dnIu9Aa
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Uszifnisudly/muniuenasanniw

yaenans._ WI-LAB-023 : 35UHURMY 1599 11391523 Unsaturated Iron Binding Capacity. (UIBC)
o s . | Aty Anumiw/ | geusidly | Jud
W/neu/ U - ve o va y
r wila 1uaziden Hanivunly | gSuses Usenald
Awdbu/muniu | g 4
AN
501 1 cobas ¢ 303
11 1.6.68 5 | Wasuweena1san BUHUANY | wiedUluud | weugs | we. 11 11.6.68
1394 1139523 Total Iron Binding NITY ANTLIAD

Capacity TIBC tdu n15as19
Unsaturated Iron Binding
Capacity (UIBC)
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T5aneutanIgngualdzsi

AU URI
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N1357593 Unsaturated Iron Binding Capacity (UIBC)

WI-LAB-023
wilvndadi .

AR
(WeAUUuLi Aszsug)
HIAN1TIMINSIALAGTN
................ Y S S
VUMY WUGREAT
(M99 FUNTAUATIZN)
HIANIIARNTN
................ S S
ARG .9,

@nsusea Auvd)
Wntvieauusnis
................ S S

fuiivssmeld:  (Gw) GRlew) @)



