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Purpose:  

To define the procedure of qualitative testing for human chorionic gonadotropin (hCG) in serum or urine.

Clinical Utility:

Rapid and sensitive immunoassay for the qualitative detection of hCG in serum or urine to aid in the diagnosis of pregnancy.
Policy:

Staff with documented training and competency may perform this task.
Principle:

Human chorionic gonadotropin (hCG) is a hormone normally produced by the placenta and is present in the serum and urine of pregnant women. The Quick Vue+ hCG Combo test is a lateral-flow test using a monoclonal antibody specific to the beta subunit of hCG to accurately detect hCG as early as 2 or 3 days before the expected menses.

Reagents and Materials:

1. Quick Vue+ hCG Combo kit:  

· Reaction Unit-contains a murine monoclonal antibody and a caprine polyclonal antibody to hCG.

· Disposable droppers

· Store kit at room temperature 59–86°F (15–30°C), out of direct sunlight. Do not freeze

2. Pooled positive hCG patient samples 

· Pooled hCG-positive patient samples prepared by Hospital Lab as needed
3. Timer

4. External (Biorad Quantify Plus Urine Controls, Biorad Immunoassay control)
Warnings and Precautions:


· Use of Universal Precautions is required.

· Do not use kit contents after the expiration date printed on the outside of the kit.

· Do not mix components from different kit lot numbers.

	Specimen Requirements and Storage

	Parameter
	Min amt required
	Patient Prep
	Acceptable specimen types
	Stability Rm temp
	Stability

Refrig

temp
	Stability Frozen temp
	Reject due to:

	UPREG


	4 drops
	None
	Urine, in clean container; first morning specimen preferred
	< 8 hrs


	< 72 hrs


	NA
	Frozen urine specimens

Recollect

	SPREG
	4 drops
	None
	Serum
	NA
	< 48 hrs
	Undetermined; mix after thawing
	Refrozen specimens

Recollect


Quality Control:

External Quality Control 

	
	SE Clinic
	Hospital
	Branch Clinics

	Serum Positive Control
	Pooled patient serum
	Biorad Immunoassay Plus Control: Level 2
	Pooled patient serum

	Serum Negative Control
	Random male serum
	Random male serum
	Random male serum

	Urine Controls 
	Biorad Quantify Plus
	Biorad Quantify Plus
	Biorad Quantify Plus


1.  SE Clinic & Hospital:

· Urine: positive and negative external controls are run with each new lot or shipment of kits.

· Serum: positive and negative external controls are run with each new lot or shipment of kits, or at least every 30 days, whichever is most frequent.

· New lot-numbered kits are cross-checked with known positive and negative patients (serum only) to ensure accuracy.

2.  Branch Clinics: Positive and negative external controls are run upon opening each new kit. Serum: run controls


each day of patient testing.
· Document results on appropriate log. 

Internal Quality Control:

· Positive and negative internal controls are run with each patient test.

· Document internal control results on the appropriate log sheet and in LIS under the following codes:
	
	Positive Internal Control
	Negative Internal Control

	UPREG
	ICUPP
	ICUPN

	SPREG
	ICSPP
	ICSPN


· If the controls do not perform as expected, do not use the test results. Repeat the test or contact Technical Assistance. 

	Type of Control
	Level of Control
	Expected Reaction

	External
	Positive
	A positive signal is indicated by a pink and blue plus sign (+) in the Read Result Window along with a blue procedural control line in the Control Window.

	External
	Negative 
	A negative signal is indicated by a blue minus sign (–) in the Read Result Window along with a blue procedural control line in the Control Window.

	Internal
	Positive
	A blue line in the Control Window is considered an internal positive

procedural control. If the test has been performed correctly and the Reaction

Unit is working properly, this indicator will appear.

	Internal
	Negative
	A clear background in the Read Result Window is considered an internal negative procedural control. If the test has been performed correctly and the Reaction Unit is working properly, the background will clear to give a discernible result.


Procedure:

1.
Remove the Reaction Unit from the pouch just prior to testing.

2.

Draw serum or urine into the disposable dropper and dispense 4 drops into the sample well.

3.
Shortly after the sample is added, a pink-to-purple color will be seen moving across the Reaction Unit’s windows. The Read Result Window contains a pre-printed horizontal blue line on the membrane.
4.
FOR URINE:  Read result at 3 MINUTES.

5.
FOR SERUM:  Read result at 5 MINUTES.

6.
Some positive results may appear earlier than 5 minutes.
Procedural Notes:

· This procedure follows manufacturer’s instructions with alteration.

· DO NOT remove the Reaction Unit from the foil pouch until you are ready to perform the test.

· Use a new disposable dropper for each sample to avoid cross-contamination.

Result Interpretation:

	Result
	Expected Reaction

	Positive
	Is indicated by a pink and blue plus sign (+) in the Read Result Window along with a blue procedural control line in the Control Window.

	Negative
	Is indicated by a blue minus sign (–) in the Read Result Window along with a blue procedural control line in the Control Window.

	Invalid
	If NO blue line appears in the small square control window; or background color on the large square result window interferes with test interpretation. Repeat testing using new reaction unit.


Limitations:

	
	Interference

	Hemolysis
	No

	Lipemia
	No

	Icterus
	No


· The contents of this kit are for use in the qualitative detection of hCG in serum or urine.

· Test results must always be evaluated with other data available to the physician.

· A normal pregnancy cannot be distinguished from an ectopic pregnancy based on hCG levels alone.

· Very low levels of hCG are present in serum and in urine shortly after implantation. Positive test results from very early pregnancy may later prove negative due to natural termination of pregnancy. This is estimated to occur in up to 50% of all conceptions. 

· If a very low, faint positive serum result is obtained report as positive.  Another sample should be obtained in 48 hours and retested. If waiting 48 hours is not medically advisable, the test result should be confirmed with a quantitative hCG test.

· Patients with trophoblastic and nontrophoblastic disease may have elevated hCG levels, therefore, the

 
possibility of hCG secreting neoplasms should be eliminated prior to the diagnosis of pregnancy.

· If a urine sample is too dilute, it may not contain a representative urinary hCG concentration. 

· If a negative result is obtained and pregnancy is still suspected, a first morning sample should be obtained and tested.

Reporting Results:

Individual results are reported as either positive or negative.  Results are documented on patient log sheet and

manually entered into the LIS under the appropriate office template.

Reporting Template:
	Hospital
	HSERO
	
	Chatfield
	CHAT
	
	Plainview
	PLAIN
	
	Spring Valley
	SV

	SE Clinic
	GSERO
	
	NW
	NW
	
	Preston
	PSTN
	
	Stewartville
	STEW

	Byron
	BYRON
	
	Pine lsland
	PINE
	
	St Charles
	SC
	
	Wanamingo
	WNMG

	Fastcare North
	FCN
	
	Fastcare South
	FCS
	
	Skyway
	SKY
	
	
	


Expected Values:

The sensitivity of Quick Vue+ Combo is 10 mIU/mL for serum or 20 mIU/mL for urine (WHO 3rd IS 75/537). 
In normal pregnancy, hCG levels in urine can reach 25 mIU/mL as early as 7 to 10 days post conception, and continue to increase exponentially to reach a maximum concentration in excess of 200,000 mIU/mL at the end of the first trimester.
Alternate Method / Referral of Specimens:
Alternate in house method:  Qualitative none, quantitative: immunoassay instrument (Hospital lab)

Refer specimen to any OMC Laboratory

References:  

Quidel Quick Vue+ One Step hCG Combo Test package insert, 9/2011.

CAP Standards: 

IMM.32525
Reagent storage and handling

IMM.33100
Reagent storage

IMM.34290
Control acceptability

IMM.33930
Documentation of QC

IMM.33940
QC corrective action

IMM.33950
QC Verification

COLA Standards: 

PRE 12

Specimen collection, handling, and storage of specimens

PRE 17

Specimen labeling

PRE 19

Specimen Identification throughout entire testing process

APM 6

Preparing, Storing of reagents and controls

APM 8

Control procedure

APM 9 

Corrective actions for QC failure

APM 10

Procedure directions

APM 13 
Result Interpretation

APM 14

Derivation of test result

APM 15 
Normal range(s)

APM 19 
Alternate method

QC 17

Qualitative tests: positive and negative controls performed each day of patient testing
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Similar Procedures:

..\QUALITY MANAGEMENT\Serology Lot Checks.doc
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