	Attributes for the Access 2 Analyzer                                     Effective Date: 5/15/16

	Document #/version 04-107

	Access 2
	[BNP]
	[Estradiol]

	Methodology/Reaction
	Two-site immunoenzymatic (“sandwich”)/ chemiluminescent
	Two-site immunoenzymatic (“sandwich”)/ chemiluminescent

	Clinical Utility
	Diagnosis and assessment of severity of congestive heart failure
	Monitoring ovulatory status, assessment of sexual development, causes of infertility and menopause

	
	
	

	Sample Type
	EDTA Plasma
	Serum

	Minimum 

Sample Volume
	55µL
	35µL

	Prefer

Sample Volume
	0.3 mL
	0.3 mL

	Specimen Stability
	
	

	Room Temp
	7 hrs 
	8 hrs 

	Refrigerated
	24 hrs
	48 hrs

	Frozen
	Indefinite
	indefinite

	Patient/Sample Preparation
	None
	None

	Reagents
	No preparation required
	No preparation required

	Reagent Storage
	2 ˚C to 10 ˚C
	2 ˚C to 10 ˚C

	Calculations
	N/A
	N/A

	
	
	

	Interferences**
	Hemolysis – NSI

Icterus - NSI

Lipemia – NSI *
	Hemolysis – NSI

Icterus - NSI

Lipemia – NSI *

	Method Performance

Specifications

 
	Linear range of detection:

1 – 5000 pg/mL
	Linear range of detection:

20 – 4800 pg/mL

	Reporting

   - Reference Range
	< 100 pg/mL


	Males

20-75 pg/mL

Post-Menopausal Females

20-88 pg/mL

Mid-follicular phase

24-114 pg/mL

Periovulatory

62-534 pg/mL

Mid-luteal phase

80-273 pg/mL



	   - Auto-Verification
 
	Result

Action

<5.0

Manually verify after repeat

Numerical results >=5.0

Auto-verify

Result with ">"

Manually verify as >5000 (Enter 5001 in LIS to convert)


	N/A

	Reporting
	N/A
	N/A

	-Alert Limits
	
	

	Dilutions
	Do not dilute, report as > 5000 pg/mL
	Do not dilute, report as >4800pg/mL

	NSI – No Significant Interference            

	Refer to the Beckman chemistry information sheet, operator tips and operating manual for more detailed information.

*All samples with lipemia index >3 should be ultracentrifuged by airfuge.

** All immunoassay assays are affected by the present of heterophile antibodies.


	Attributes for the Access 2 Analyzer                                     Effective Date: 5/15/16

	Document #/version 04-107

	Access 2
	[HCG]
	[PTH-I/O]

	Methodology/Reaction
	Two-site immunoenzymatic (“sandwich”)/ chemiluminescent
	Two-site immunoenzymatic (“sandwich”)/ chemiluminescent

	Clinical Utility
	Determining pregnancy, ectopic

pregnancy or impending spontaneous abortion
	Used intraoperatively during parathyroidectomy.  The laboratory only performs intraoperative PTH.

	
	
	

	Sample Type
	Lithium Heparin Plasma

Serum
	EDTA Plasma

	Minimum Sample Volume
	56µL
	55µL

	Prefer Sample Volume
	0.3 mL
	0.3 mL

	Specimen Stability
	
	

	Room Temp
	8 hrs 
	8 hrs

	Refrigerated
	48 hrs
	48 hrs

	Frozen
	6 months
	Indefinite

	Patient/Sample Preparation
	None

Post-menopausal patients can show slight elevation up to 12 mIU/mL
	In parathyroidectomy, a PTH decrease > 50% after excision is a good indication that all hyperfunctioning parathyroid tissue was resected at the time of surgery

	Reagents
	No preparation required
	No preparation required

	Reagent Storage
	2 ˚C to 10 ˚C
	2 ˚C to 10 ˚C

	Calculations
	N/A
	N/A

	
	
	

	Interferences**
	Hemolysis – NSI

Icterus - NSI

Lipemia – NSI *
	Hemolysis – NSI

Icterus - NSI

Lipemia – NSI *

	Method Performance

Specifications

 
	Linear range of detection:

0.6 – 1350 mIU/mL
Auto-dilution (1:200)

1050–270,000 mIU/mL
	Linear range of detection:

6 - 3500 pg/mL

	Reporting
   - Reference Range
	< 5 mIU/mL
	12 – 88 pg/mL

	   - Auto-Verification
	Result

Action

All numerical results 

Auto-verify

Result with ">"

Manually verify as >270,000 (Enter 270,001 in LIS to convert)


	N/A

	Reporting
	N/A
	All intraoperative PTH are STAT and the post excision result must be call to surgery.

	-Alert Limits
	
	

	Dilutions
	Do not dilute beyond the auto-dilution by the analyzer, report as > 270,000 mIU/mL
	Access Sample Diluent A – up to endpoint upon physician’s request

	NSI – No Significant Interference            

	Refer to the Beckman chemistry information sheet, operator tips and operating manual for more detailed information.

*All samples with lipemia index >3 should be ultracentrifuged by airfuge.

** All immunoassay assays are affected by the present of heterophile antibodies.
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	Document #/version 04-107

	Access 2
	[Troponin]

	Methodology/Reaction
	Two-site immunoenzymatic (“sandwich”)/chemiluminescent

	Clinical Utility
	Aids in the risk stratification of patients with unstable angina or non-ST segment elevation acute coronary syndromes

	Sample Type
	Lithium Heparin Plasma

	Minimum Sample Volume
	50µL

	Prefer Sample Volume
	0.3 mL

	Specimen Stability
	

	Room Temp
	2 hrs 

	Refrigerated
	24 hrs

	Frozen
	6 months

	Patient/Sample Preparation
	None

	Reagents
	No preparation required

	Reagent Storage
	2 ˚C to 10 ˚C

	Calculations
	N/A

	Interferences**
	Hemolysis – NSI

Icterus - NSI

Lipemia – NSI *

	Method Performance

Specifications

 
	Linear range of detection:

0.02 – 100.0 ng/mL

	Reporting
   - Reference Range
	< 0.04 ng/mL

	   - Auto-Verification
	Result

Action

0.0-0.50

Auto-verify

>0.50

Manually verify follow critical value policy in documenting critical readback comment

Result with ">"

Manually verify as >100 and follow critical value policy in documenting critical readback comment

(Enter 101 in LIS to convert)



	Reporting
	>0.5 ng/mL

	-Alert Limits
	

	Dilutions
	Do not dilute, report as > 100 ng/mL

	NSI – No Significant Interference            

	Refer to the Beckman chemistry information sheet, operator tips and operating manual for more detailed information.

*All samples with lipemia index >3 should be ultracentrifuged by airfuge.

** All immunoassay assays are affected by the present of heterophile antibodies.
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