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Proc. #4840-CH-331

TITLE:   ARCHITECT CALIBRATION CONFIGURATION
PRINCIPLE:

The purpose of this procedure is to give detailed instructions for calibration configuration on the Architect ci8200.  

CLINICAL SIGNIFICANCE:

Perform this procedure to add a new lot number to a configured calibrator set and change the default lot.  
REAGENTS:

See individual assay specific procedures
EQUIPMENT:

Architect ci8200

QUALITY CONTROL:

See individual procedures for more information and 4840-CH-255 Chemistry Quality Control.
STEPWISE PROCEDURE:

i System Reagents 
These analytes have the calibrator factors pre built into the Architect.  To change to a new lot of calibrator follow these steps.

1. Go to Orders -- Calibration Orders
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2. Enter cassette and position

3. Select assay that needs new calibrator lot entered

4. Select Assay Options…(F5) at bottom of screen   

5. Enter lot number and expriation date and Done

6. Add order to save the lot number (if not currently running the calibration, go to order status, select the calibrator and delete. The new calibrator information will be saved)
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c System Reagents 

Perform this procedure to enter a new calibrator lot number and/or change the default lot.

1. All the modules need to be Stopped or Ready

2. Log in under System Administrator.  Login: ADMIN  Password: ADM

3. Go to System, then Configuration, then QC – Cal settings
4. Select Calibrator Set from the QC – Cal categories list on the Configuration screen.
5. Select the desired calibrator set, and then select F6 – Configure.  The Configure calibrator set window displays.
6. Select the Lot number list button, and then select one of the following:

· The desired lot number if changing the default lot # 
· New Lot if entering a lot that has not been previous built 
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7. If the new lot has already been configured check the Default box of the correct lot #.
8.  If a new lot has not been configured, select New Lot and enter the box Lot number and date in the Lot number data entry box.

9. Enter a value in the Expiration date data entry box.

10. Highlight the assay(s) from the table, and then select Define data.  The Define calibrator data window displays.  

11. Enter a value in the Concentration data entry box for each calibrator.  
12. Use the previous/next buttons to display each assay if you selected more than one, repeat step 11 for each.

13. Select Done to return to the Configure calibrator set window.  The assay-specific data displays in the table. Review entered values in Details.
14. Select Done to save your changes.

15. Return Modules to Running Status.

Import Calibrator Data
(MCC Calibrator)

Perform this procedure to import calibrator set data from a USB flash drive to the SCC.
1. Select Calibrator set from the QC – Cal categories list on the Configuration screen.

2. Select the desired calibrator set from the Calibrator sets list an then select F6 – Configure.  The configure calibrator set window displays.

3. Select the Lot number list button and then select Import.
4. Insert USB flash drive (in the MCC calibrator box) and select OK.  USB port is located on the CPU in the lower right hand side of Architect.
5. Select the desired data file and then select Done.
6. Select Done to return to the Configure calibrator set window.

7. Select Done to save the imported data.

8. Select OK if the data was imported from a USB flash drive then remove the drive from the USB port.  

ASSAYS:
ICT Serum Calibrator
· Prebuilt into Architect so update calibrator lot number like i side reagents.
· Na, K, Cl
ACET 
· Acetaminophen (ug/mL)

· 1 calibrator level

· Calibrator in the reagent box.  Value on the top of box.
AmmCA 

· Ammonia (umol/L)

· 1 calibrator level

· Calibrator in the reagent box.  Value on reagent box and bottle.

Bil 

· BiliD and BiliT (mg/dL)
· 2 calibrator levels
· Calibrator values on paper in cal box
C02C 
· C02 (mmol/L)

· 2 calibrator levels
· Calibrator values on the bottles
CRP32
· CRP (mg/L)
· 6 calibrator levels
· Cal 1 5.00 (White)

· Cal 2 10.00 (Lt. Yellow)

· Cal 3 20.00 (Lt. Green)

· Cal 4 40.00 (Lt. Blue)

· Cal 5 160.00 (Magenta)

· Cal 6 320.00 (Brown)
DOAQ 
· AmpQ, BarbQ, BenzQ, CocQ, OpiQ, and PCPQ
· 2 calibrator levels: DOA Neg Cal and DOA MC1 Cal 2
· Use DOA MC1 Cal 2 calibrator lot number/expiration for the calibrator set information
· DOA Neg Calibrator enter value of 0 for Cal 1
· Enter DOA MC1 Cal 2 values in Cal 2

· Values on the outside of Calibrator boxes and package insert
THCQ
· THC (ng/mL)
· 2 calibrator levels: DOA Neg Cal and THC50 Cal
· Use THC50 Cal calibrator lot number/expiration for the calibrator set information
· DOA Neg Calibrator enter value of 0 for Cal 1

· Enter THC50 Cal value in Cal 2 (50 ng/mL)

· Values on the outside of Calibrator boxes and package insert
ETH
· Ethanol (mg/dL)
· 2 calibrator levels:  Ethanol Neg Cal and Ethanol 100 Cal
· Use Ethanol 100 calibrator lot number/expiration for the calibrator set information
· Ethanol Neg Calibrator value 0.0 mg/dL for Cal 1
· Ethanol 100 calibrator value 100.00 mg/dL for Cal 2
· Values on the outside of Calibrator boxes and package insert
Lipase

· Lipase (U/L)
· 1 calibrator 
· Calibrator value is on the bottle
LIPIDMCC
· DLDL and UHDL (mg/dL)
· Lipid Multiconstituent Calibrator 
· 1 calibrator

· Calibrator values on paper in cal box

MCC
· AlbG, CaC, Chol, CreaC, Crea-U, GluC, LactA, Mag, TP, Trig,Fe, Phos,Urea, Urea-U
· Multiconstituent Calibrator

· 2 calibrators

· Use USB card to import calibrator data
SALI
· Salicylate (mg/dL)

· 1 calibrator

· Calibrator value on the box and bottle
UPRO
· Urine/CSF Protein (mg/dL)

· 5 calibrators

· Calibrator values on package insert and bottles
Ha1C

· Glycoslated Hemaglobin (Ha1c)
· 2 calibrator levels

· Calibrator values on package insert in cal box
Clinical Chem Calibrator

· Lithium

· 1 calibrator level

· Calibrator value on package insert in cal box

MicroAlbumin Calibrator

· Urine MicroAlbumin 

· 5 calibrator levels

· Calibrator values listed on bottles

Specific Proteins Multiconstituent Calibrator

· IgG, IgM, IgA, C3, C4, Transferrin
· 5 calibrator levels

· Calibrator values listed on package insert in cal box

TDM Multiconstituent Calibrator

· Vancomycin and Valproic Acid

· 6 calibraor values

· Calibrator values listed on package insert in box

Tobramycin Calibrator

· Tobramycin 

· 6 calibrator values

· Calibrator values lised on package insert in box

	Ref #
	Calibrator
	Analytes
	Open Expiration

	1E64-02
	Carbon Dioxide Calibrator (2)
	CO2C
	30 days @ 2-8oC

	6K26-10   6K26-12
	CRP Calibrator Set (use  CRP05, CRP10, CRP20, CRP40, CRP160, CRP320)                   (Discard Pink bottle CRP180)
	CRP32
	3 months @ 2-8oC 

	3L43-05 3L41-02
	DOA Neg Calibrator                         THC50 Cal calibrator
	THC5Q
	Until kit Expiration @ 2-8oC 

	3L36-01 3L36-02
	Ethanol Neg Calibrator                    Ethanol 100 Calibrator
	EtohM (Alc)
	Until kit Expiration @ 2-8oC 

	1E69-03
	Fe/Mg - Iron/Magnesium Calibrator (2)
	Mg, Fe
	30 days @ 2-8oC

	1E46-03
	ICT Serum Calibrator (2)
	Cl-C, K-C, Na-C
	7 days @ 2-8oC

	3E16-02
	Lipase Calibrator (1)
	Lip
	28 days @ 2-8oC

	1E66-04
	Bilirubin Calibrator (2)
	BiliD, BiliT
	7 days @ 2-8oC

	5P56-01
	Lipid Multiconstituent Calibrator (1)
	DLDL, UHDL
	7 days @ 2-8oC

	1E65-05
	MCC - Multiconstituent Calibrator (2)
	AlbG, BUN(Urea), CaC, Chol, CreaC, GluC, LactA, TP, Trig, Phos,UA, Fe
	Until kit Expiration @ 2-8oC

	 
	None (Water Blank only)
	ALT, AST, AlkP, Amy, CK, LDH, GGT
	on board analyzer

	3K01-01
	Salicylate Calibrator (1)
	Sali
	Until kit Expiration @ 2-8oC 

	2K42-01
	STAT CK-MB Calibrators (6)
	CK-MB
	Until kit Expiration @ 2-8oC

	2K43-01
	STAT Myoglobin Calibrators (6)
	MYOGLOBIN
	Until kit Expiration @ 2-8oC

	2K41-01
	STAT Troponin-I Calibrators (6)
	Tnl II (Troponin)
	Until kit Expiration @ 2-8oC

	6K89-30
	Ammonia Ultra (1) in kit
	Amm
	120 days @ 2-8oC

	7K78-01
	Total B-hCG Calibrator set (6)
	STAT-B-hCG
	Until kit Expiration @ 2-8oC

	7K62-01
	TSH Calibrators (2)
	TSH
	Until kit Expiration @ 2-8oC

	1E71-02
	Urine/CSF Protein Calibrator (5)
	Upro/CSF
	Until kit Expiration @ 2-8oC 

	8K28-02
	BNP Calibrators (6)
	BNPStat
	Until kit Expiration @ 2-8oC

	3L43-05 3L43-02
	DOA Neg Calibrator                            DOA MC1 Cal 2 calibrator
	AmpQ, BarbQ, BenzQ, CocQ, OpiQ, PCPQ
	Until kit Expiration @ 2-8oC

	506-30
	Acetaminophen L3K Calibrator (1) in kit
	Acet
	Until kit Expiration @ 2-8oC 

	1L79-01
	Anti-HCV calibrator
	Anti-HCV 
	Until kit Expiration @ 2-8oC, store upright

	7K61-02
	B12 calibrator
	B12
	Stable 1 month @ 2-8°C after opening

	2K45-01
	CA 125 calibrator
	CA125
	Until kit Expiration @ 2-8oC

	2K44-01
	CA 15-3 Calibrator
	CA 15-3
	Until kit Expiration @ 2-8oC

	2K91-01
	CA 19-9 Calibrator
	CA19-9
	Until kit Expiration @ 2-8oC

	1p36-01
	Carbamazepine Calibrator
	Carbamazepine
	Until kit Expiration @ 2-8oC, Do not warm to RT

	7K68-02
	CEA Calibrator
	CEA
	Until kit Expiration @ 2-8oC, reconstituted 2 days @ 2-8°C or 14 days @ -10°

	K630-10
	Multigent Clinical Chemistry Cal
	Lithium
	Until kit Expiration @ 2-8oC

	8D15-02
	Cortisol Calibrator
	Coritsol
	Store @ -10° - after thaw store @ 2-8°C for 90 days

	IP32-01
	Digoxin Calibrator
	Digoxin
	Until kit Expiration @ 2-8oC

	7K72-01
	Estradiol Calibrator
	Estradiol
	Until kit Expiration @ 2-8oC

	7K59-01
	Ferritin Calibrator
	Ferritin
	Until kit Expiration @ 2-8oC

	7K63-01
	FT3 Calibraor
	FT3
	Until kit Expiration @ 2-8oC

	7K65-01
	FT4 Calibrator
	FT4
	Until kit Expiration @ 2-8oC

	1P31-01
	Gentamicin Calibrator
	Gentamicin
	Until kit Expiration @ 2-8oC- Do not warm to RT

	4P52-02
	Hemoglobin A1c Calibrator
	Ha1c
	Until kit Expiration @ 2-8oC, reconstituted 10 days at 2-8 C

	6L21-01
	HAVAB-M Calibrator
	HAVAB-M
	Until kit Expiration @ 2-8oC, store upright

	4P53-01
	HBsAG Calibrator
	HBsAG
	Until kit Expiration @ 2-8oC, store upright


	2P36-01
	HIV Calibrator
	HIV
	Until kit Expiration @ 2-8oC, store upright

	7F93-20
	Multigent Tobramycin Cal
	Tobra
	Until kit Expiration @ 2-8oC 

	6P22-01
	PCT Calibrator
	PCT
	 Store @-10°C Discard after 3 thaw cycles

	IE78-02
	Specific Proteins Multiconstituent Calibrator
	C3,C4, IgA, IgG, IgM, Transferrin
	Unopened 2-8°C until kit exp. Open 30 days @ 2-8°C

	6L23-01
	Core-M Calibrator
	Core-M
	Until kit Expiration @ 2-8oC

	1P74-02
	Folate Calibrator
	Folate
	Protect from light, Store @-10°C Discard after 3 thaw cycles

	8K25-03
	Intact PTH Calibrator
	IPTH
	Store at -20°C until 1st use. After thaw stable at 2-8°C for 30 days

	ARK Diag.
	Methotrexate Calibrator
	Methotrexate
	stable for 12 months @ 2-8°C or kit expiration date

	2K98-03
	MicroAlbumin Calibrator
	MicroAlbumin
	2-8oC for 6 months

	1P33-01
	Phenobarb Calibrator
	Phenobarbital
	Until kit Expiration @ 2-8oC

	1P34-01
	Phenytoin Calibrator
	Phenytoin
	Until kit Expiration @ 2-8oC

	7K77-01
	Progesterone Calibrator
	Progesterone
	store -10°C until 1st use- after opening store @ 2-8°C for 3 weeks

	8D06-04
	Syphilis Calibrator
	Syphilis
	Until kit Expiration @ 2-8oC, store upright, do not warm to RT

	1P29-01
	Theophylline Calibrator
	Theophylline
	Until kit Expiration @ 2-8oC

	6C06-01
	Total PSA Calibrator
	PSA
	Until kit Expiration @ 2-8oC

	5P04-01
	Multiconstituent Calibrator (TDM MCC)
	Vanco, Valproic Acid
	opened 60 days @ 2-8°C or 24 hrs at 15-30°C

	6K30-10
	Clinical Chemisty Calibrator
	Lithium
	2 days @ 2-8°C or 14 days @ -20°C thaw 1x only 

	5P02-02
	Vitamin D Calibrator
	Vitamin D
	Until kit Expiration @ 2-8oC


REPORTING AND INTERPRETING OF RESULTS:

Calibration records are reviewed for acceptability and QC is verified before running patient specimens.  
REFERENCES:
Architect System Operations Manual,  September 2012
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