iPTH PROCEDURE FOR ALINITY i

PRINCIPLE/PURPOSE/INTRODUCTION
Parathyroid hormone (PTH) is produced by the parathyroid gland. The primary role of PTH is to regulate the blood calcium level. The biological activity of PTH is to increase absorption of dietary calcium, decrease renal clearance and mobilize skeletal calcium stores. Abnormally high ionized Ca concentrations suppress secretion of PTH.
In conjunction with serum calcium levels, the Alinity i Intact PTH assay may be used as an aid in the differential diagnosis of hypercalcemia, hypocalcemia, and parathyroid disorders. PTH determination is important in monitoring dialysis patients to manage renal osteodystrophy.
SCOPE
The Alinity i intact PTH (iPTH) assay is performed on serum and plasma on the Alinity i analyzer in the Texas Health Allen laboratory.
SAFETY
Bloodborne Pathogen Risk – High
Chemical Risk – Low
PPE Required – lab coats, gloves, face protection (goggles, face shield, counter-mounted shield…)

SPECIMEN REQUIREMENTS

Samples should be centrifuged as soon as possible after the serum specimen clots, or as soon as possible if the sample is plasma. Specimens should be free of bubbles. Remove bubbles with an applicator stick prior to analysis. If fibrin, red blood cells, or other particulate matter are observed, mix by inverting 10 times and recentrifuge the sample.

Sample stability: 
2-8C stabile for 2 days
-20C stable for 6 months

REAGENT HANDLING for iPTH REAGENT KITS

· Do not use reagent kits beyond the expiration date. The Alinity tracks the expiration dates of all onboard reagents and solutions and will flag the operator with information about expired reagents, and will not perform testing beyond the reagents on board expiration date.
· Do not mix reagents from different reagent kits.
· Upon receipt, gently invert the unopened reagent kit by rotating it over and back and forth for a full 180 degrees, 5 times with the green label stripe facing up and then 5 times with the green label stripe facing down to ensure the liquid covers all sides of the bottles within the cartridge. 
· Place a check in the square on the reagent kits to indicate to others that the inversions have been completed.
· If a reagent cartridge is dropped, place in an upright position for 30 minutes before use to allow bubbles that may have formed to dissipate.
· Reagents are susceptible to the formation of foam and bubbles. Bubbles may interfere with the detection of the reagent level in the cartridge and cause insufficient reagent aspiration that may adversely affect results.

STORAGE INSTRUCTIONS

	
	Storage Temperature
	Max Storage Time
	Additional Instructions

	Unopened
	2-8C
	Until expiration date
	· Store in upright position.
· If cartridge does not remain upright, gently invert the cartridge 10 times and place in an upright position for at least 1 hour prior to use.

	Onboard
	System Temperature
	30 days
	

	Opened
	2-8C
	Until expiration date
	· Store in upright position.
· Do not reuse reagent caps due to the risk of contamination.



INDICATIONS OF REAGENT DETERIORATION

Deterioration of the reagents may be indicated when a calibration error occurs, or a control value is out of the specified range. Associated test results are invalid, and samples must be retested. Assay recalibration may be necessary.

For troubleshooting information, refer to the Alinity ci-series Operations Manual, Section 10.

MAINTENANCE

Perform daily or as needed maintenance. Refer to ALINITY System Operations Manual. Daily, weekly, monthly and quarterly maintenance operations and instructions are described in the online manual.

CALIBRATION

Calibration is required with each lot number change. Verify calibration with at least two levels of controls. If control results are unacceptable, recalibration may be necessary.

To order a calibration, select CREATE ORDER from the home screen, the choose the CALIBRATION tab. Scan or enter the rack number in the rack field. Enter the starting position number of the first calibrator in the position field and select the ADD ORDER tab.

Ensure that the appropriate calibrator lot number has already been added to the instrument. If it has not…

For a detailed description of how to calibrate an assay, refer to Section 6 of the instrument operation manual.

For information on calibrator values, refer to the Alinity iPTH calibrator package insert. (Calibration values are programmed in the instrument assay parameters in the configuration.)

Calibration may be necessary in the following circumstances:
1. Out of range control values
2. Significant shift or trend in quality control values
3. A bulk solution is placed into service
4. Any Alinity i dispense system component is replaced.
5. Any Alinity i system maintenance is performed to correct i-side malfunctions.

CALIBRATION VERIFICATION

Calibration is validated by running 3 levels of control after each calibration. If QC values are acceptable according to established ranges, the calibration is valid and patients can be run.

QUALITY CONTROL (QC)

Material: Alinity iPTH controls – 3 bottles, 8mL each. 2SD ranges have been established and are followed.

If QC results do not meet the acceptance criteria, sample results may be suspect.  Recalibration may be required. For troubleshooting information refer to Alinity ci-series Operations Manual, section 10.

Storage and Stability: Stabile until expiration date printed on the bottle with stored at 2-8C.

Frequency: A minimum of 3 levels of controls ae run each day of patient testing prior to resulting any patient results.

Interpretation and Troubleshooting: If QC results do not meet the acceptance criteria, patient values may be suspect. Review QC results and acceptance criteria following a change of reagent or calibrator lot.

PROCEDURE

For a detailed description of how to run an assay, refer to the Alinity ci-series Operations Manual, Section 5.

ASSAY PROCEDURE

1. Verify sample integrity, sufficient volume, and approved sample type.
2. Load sample into an appropriate rack and slot in the Alinity

MANUAL DILUTION – do we dilute?

RESULTS REPORTING

Texas Health Allen established ranges:

	Reference Interval:
	AMR: 
	CRR:
	Critical

If a result exceeds the lower limit of the CRR, report as <
If a result exceeds the upper limit of the AMR, dilute…

LIMITATIONS OF THE PROCEDURE

1. Results should be used in conjunction with other data e.g., symptoms, results of other tests, clinical impressions…
2. If the iPTH results are inconsistent with clinical evidence, additional testing is suggested to confirm the result.
3. For a complete listing of interferences, refer to the manufacturer’s package insert. If interferences are present in the sample and could affect results, it may be necessary to reject the specimen. If necessary, consult with the lab lead, lab director or medical director for further assistance.

REFERENCES

ABBOTT Alinity IPTH package insert

ABBOTT Alinity IPTH calibrator package insert

ABBOTT Alinity IPTH control package insert





