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Have a Happy Holiday Season

From All of the Staff at

Northern Plains Laboratory


Estradiol Change

By: Ron Piatz, Research and Development

Beckman Coulter has re-standardized their Estradiol assay to the international reference method, Isotope Dilution-Gas Chromotography Mass Spectrometry (ID-GCMS).  Northern Plains Laboratory has evaluated, verified and implemented this modified assay. A new reference range has been determined for this re-standardized assay.

	
	Current Reference Range
	Re-standardized Reference Range

	Reference Group
	
	

	Males
	20-75 pg/ml
	<20-47 pg/ml

	Post-menopausal 

Females
	20-88 pg/ml
	<20-40 pg/ml

	Non-pregnant Females

Mid follicular phase
	24-114 pg/ml
	27-122 pg/ml

	Mid luteal phase
	80-273 pg/ml
	49-291 pg/ml

	Peri-ovulatory phase
	62-534 pg/ml
	95-433 pg/ml


Statistical Analysis of Lot Number, Instrument or Reagent Changes

By Rhonda Burgard, Client Services Supervisor

When sending data for studies on new lots of reagents or instruments for statistical analysis by Northern Plains’ consultants the following information should be included:
· Testing lab location/date of testing

· Analyte name (assay)
· Reagent and/or QC material name and lot number (old and new if applicable)
· Instrument name (old and new)
· Population studied-Include age/sex
· Manufacturer’s stated normal range, QC range, precision, CV 

· Previous normal or control range 

Consulting staff conduct a linear regression and least squares analysis of the data submitted. For statistical confirmation at least 20 data points should be submitted. Results will be returned in both a tabular and graphical format. 

Urinalysis Specimen Transport
By Rhonda Burgard, Client Services Supervisor

BD does not recommend using the gray BD Vacutainer Culture & Sensitivity preservative tube for routine urinalysis testing.  Erroneous results may be seen for several of the chemistry parameters. This information has been added to the test catalog.

Guidelines for Specimen Handling and Processing of Coagulation Studies

By: Rhonda Burgard, Client Services Supervisor

To ensure the best possible specimen for coagulation testing the following guidelines should be followed:

a. Collect the sample in a 3.2% sodium citrate tube. If the patient’s hematocrit is >55% the volume of anticoagulant in the tube should be adjusted using the following formula: 
0.00185 x vol. of coag tube x (100 – Hct.) = vol. of anticoagulant needed in the tube.

b. The tube must be filled completely and mixed thoroughly. Observe for the presence of clots.

c. Prothrombin time (PT) samples are stable for 24 hours if unopened and un-centrifuged.

d. All other coagulation specimens must be centrifuged to prepare platelet-free plasma. (Platelet counts of < 10,000/microliter).

e. If expected delivery is > 4 hours, the plasma sample must be frozen prior to transport.

f. Sandwich the frozen sample between two frozen blue ice packs, rubber band together and place in a Ziploc bag. Place the samples in a transport cooler filling any “dead space” with foam or other packing material.

g. For certain coagulation tests the patient cannot be receiving anticoagulation medication (heparin or Warfarin/Coumadin). Please see the NPL test catalog and related links for additional information.
Change to the Supply Ordering Process

By: Rhonda Burgard, Client Services Supervisor
Based on the results of a recent supply audit, NPL has implemented order limits on particular supplies provided to clients. This new policy is at the recommendation of our compliance auditor. It is also an attempt on our part to be a better steward of our supply inventory and the associated costs, which will allow us to keep costs down for everyone. The maximum supply numbers were determined based on maximum usage as evaluated over a 3-month test period. They are:       
· Aimes Transport Media (item 800953) 50/order

· Flocked Swabs and UTM for flu (item 801130) 10/order

· Urine Culture Kits (item 800063) 50/order

· Cary Blair Transport Media (item 800100) 10/order

· Serum vials and caps (item 800484) 300/order

· HVR labels (item 800955) 1 roll/order

· Paper  (item 800952) 1 ream/order (weight restriction)

· Toner (item 800954, 800924, 801159) 1/order

· Vacutainer (SST) 100/order
· Vacutainer (Pink, EDTA, Blue) 50/order

· Styrofoam Boxes (large) (Item 801004) 8/order (size restriction)
· Styrofoam Boxes (med) (item 801005) 10/order (size restriction)

· O+P Kits 10/order

You will receive notification with your supply order when maximum order limits have been exceeded. If you are experiencing increased usage of a particular supply please add a comment to your supply order or call the NPL mailroom at 1-800-659-0395 and ask for the maximum order number to be extended. If for some reason mailroom staff cannot fill any supply order for an item not on this list you will receive a phone call. We will re-evaluate this policy and the current supply limits in 3-6 months. Please notify NPL of any concerns.                                                         
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Quality Corner               

Quality Assessment 
By: Rhonda Burgard, Client Services Supervisor

An audit is a formal and methodical examination, review or investigation into the operational processes of the laboratory. An audit may be conducted either internally or externally. The goal of an audit is to identify gaps and weaknesses between documentation and actual practice and, if possible, improve the existing system. An auditor will examine all records pertaining to a process to see whether or the not products and services produced meet the stated quality indicators.

External audits are typically conducted by regulatory and accreditation agencies. The auditor compares laboratory performance with a defined set of standards. Standard operating procedure review, document review and observation are used to monitor compliance.

Internal audits are used to monitor general laboratory operations including the pre-analytic, analytic and post-analytic processes. Examples of areas audited are:

a. General laboratory- Confidentiality, complaints and communication processes.

b. Pre-analytical- Test requests, specimen collection, submission and handling.

c. Analytical- Procedure manual, test systems, equipment, instrument, reagents, materials and supplies, quality control, performance verification, calibration, turn around time, error detection and correction.

d. Post-analytical- Test report, reference intervals, result release, panic value notification, error detection and correction.

An audit plan is formulated that describes:

a. What is being reviewed

b. Who will do the review

c. How it will be done.

d. The expected timeframe for review

e. What is the acceptable threshold of performance (benchmark)

f. Where will the results be reported to

g. How will corrective action be determined and implemented

h. What will be the follow-up

Whenever possible, audits should be data driven and compared to a pre-established threshold of performance. A literature search may be conducted to determine if benchmarks for performance are available for the process being studied.

Auditors use documents, records, observation and interviews to monitor performance. 

Information obtained during an audit may be shared graphically, in a written summary or by a verbal report. Deficiencies identified during the audit process should be responded to with a corrective action plan. Following implementation of the correct action plan the process should be re-audited and improvement assessed. 

The value of performance audits is to provide input for management decisions, identify risks and areas for improvement, verify compliance with regulatory requirements and enhance organizational excellence.

Opiate Pain Management Contracts and Drug Testing Concerns

By: Ron Piatz, Research and Development
Northern Plains Laboratory (NPL) offers several different options for drugs of abuse screening, based on testing requirements, which are unique to each individual patient. Patients on pain management contracts may require a more comprehensive drug screen to determine compliance with the contract. Other patients may only need a general urine drug screen for abused drugs. A random urine sample is the specimen of choice for drug screens; however, individual serum drug levels and panels are available but may have reduced sensitivity. 

Several different methodologies are utilized for drug screens. Some methodologies may not provide sufficient sensitivity to detect desired minimum concentrations. This is an issue when performing an opiate enzyme immunoassay (EIA) screen for detectable levels of oxycodone. Oxycodone is prescribed for relief of pain under the trade names of OxyContin, Tylox, Percodan and Percocet. OxyContin consists solely of oxycodone hydrochloride in a time-release form. Tylox, Percodan and Percocet contain only small doses of oxycodone

hydrochloride combined with other analgesics such as acetaminophen or aspirin. Oxycodone does not cross-react well with the EIA opiate screening reagent. In fact, it will only detect oxycodone levels above 6,000 ng/mL even though the EIA methodology screens for opiates at 2000 ng/mL. Patients on low doses of oxycodone or patients taking Tylox, Percodan or Percocet may not have detectable urine oxycodone levels using EIA methodology. Oxycodone is only detectable in urine for 48 hours after the dose. If oxycodone testing is desired, a more sensitive methodology is required than currently offered through an opiate EIA screen. Gas chromatography/ mass spectrometry (GC/MS) will offer a sensitive screen with a minimum detection limit around 100 ng/mL. 

Patients on opiate medications, for chronic non-cancer pain, typically enter a pain management contract. The contract usually specifies that the patient may take only medication as prescribed by their health care provider. This includes both over-the counter and prescription medication. A broad-spectrum, comprehensive urine drug screen is necessary to detect any breach of contract. NPL recommends ordering the MedTox Comprehensive Urine Drug Screen (Test #3307, Test code: DSMTX) for testing patients on a pain management contract. This drug screen uses a combination of methodologies including GC/MS to provide the needed sensitivity. This test is also appropriate for other patients who simply require a comprehensive urine drug screen. The specimen requirement is 30 ml (minimum 3 ml) of random urine. Submission of the minimum volume results in an elevated reporting limit and inability to repeat analysis. If fentanyl (Transdermal Fentanyl Patch) testing is required, we recommend sending a urine specimen to ARUP laboratories (test # 92570) for Fentanyl & Metabolite testing. 

EIA drug screen testing performed at NPL (Test code: DSCR) is appropriate for testing for street drugs of abuse in urine samples. It detects drugs with the following minimum detection limits:

	Drug
	Minimum detection limit

	Amphetamine
	1000 ng/ml

	Barbiturate
	200 ng/ml

	Benzodiazepine
	200 ng/ml

	Cocaine
	300 ng/ml

	Opiate
	2000 ng/ml except oxycodone 6000 ng/ml

	Cannabinoid
	20 ng/ml


For questions or additional information please contact Northern Plains Laboratory.

CPT CODING FOR 2009

By Ann Oie, Compliance Officer

The 2009 CPT codes for clinical laboratory tests will be effective January 1, 2009.  Remember, Medicare no longer allows a “grace” period so CPT 2009 changes must be incorporated on January 1, 2009.

New 2009 CPT Codes

	Code
	Description

	83876
	Myeloperoxidase (MPO)

	83951
	Oncoprotein; des-gamma-carboxy-prothrombin (DCP)

	85397
	Coag/ fibrinolysis, functional activity, not otherwise specified (eg, ADAMTS-13), each analyte

	87905
	Infectious agent enzymatic activity other than virus (eg, sialidase activity in vaginal fluid)

	88720
	Bilirubin, total, transcutaneous

	88740
	Hemoglobin, quantitative, transcutaneous, per day; carboxyhemoglobin

	88741
	Hemoglobin, quantitative, transcutaneous, per day; methemoglobin


Deleted CPT Codes

	Code
	Description

	88400
	Bilirubin, total, transcutaneous (To report, use 88720) 


Revised 2009 CPT Codes (revisions are underlined and in italics)
	Code 
	Description

	80048; 80053; 80069
	These panel codes, Basic Metabolic Panel, Comprehensive Metabolic Panel, and Renal Function Panel, have been revised to clarify which calcium is included.  

Calcium is now listed as “Calcium, total. 

	82040
	Albumin; serum, plasma or whole blood

	82375
	Carbon monoxide(cCarboxyhemoglobin; quantitative

	82376
	Carbon monoxide(cCarboxyhemoglobin; qualitative

	83890
	Molecular diagnostics; molecular isolation or extraction, each nucleic acid type (ie. DNA or RNA)

	83891
	Molecular diagnostics; isolation or extraction of highly purified nucleic  acid, each nucleic acid type (ie, DNA or RNA)

	83892
	Molecular diagnostics; enzymatic digestion, each enzyme treatment

	83893
	Molecular diagnostics; dot/slot blot production, each nucleic acid preparation

	83894
	Molecular diagnostics; separation by gel electrophoresis (eg, agarose, polyacrylamide), each nucleic acid preparation

	83897
	Molecular diagnostics; nucleic acid transfer (eg, Southern, Northern), each nucleic acid preparation

	83907
	Molecular diagnostics; lysis of cells prior to nucleic acid extraction (eg, stool specimens, paraffin embedded tissue), each specimen

	83909
	Molecular diagnostics; separation and identification by high resolution technique (eg, capillary electrophoresis), each nucleic acid preparation

	83925
	Opiate(s),(eg, morphine, meperidine)drug and metabolites, each procedure

	83950
	Oncoprotein; HER-2/neu

	84132
	Potassium; serum, plasma or whole blood

	84155
	Protein, total, except by refractometry; serum, plasma or whole blood

	84295
	Sodium; serum, plasma or whole blood

	87810
	Infectious agent antigen detection by immunoassay with direct optical observation; Chlamydia trachomatis


ABN Reminders

Ann Oie, Compliance Officer
An Advance Beneficiary Notice (ABN) is a notice that is given to a beneficiary if there is reason to believe that Medicare will not pay for a test.  Proper completion of an ABN is essential for validity of the document.  

The patient name should always appear on top line in addition to the signature at the bottom.

The date of service must be at the bottom of the document next to the signature.

Test(s) that do not meet medical necessity must be written along with the reason why they may be denied.

Entities who issue ABNs are known as “notifiers”.  When multiple entities are involved in rendering care, it is not necessary to give separate ABNs.  There may be instances where a physician or clinic (i.e. NPL clients) orders a lab test and an independent laboratory (i.e. NPL) performs the ordered tests.  In this situation, if the notifier is using their own ABN, they should annotate the “Additional Information” section or in the header notice of the ABN with the name, address and phone number of the billing entity. 

This information can be included in either the “Header” Section or in the “Additional Information” section as shown below.

ALWAYS be sure that the patient has checked one of the three “OPTIONS”.

Beginning March 1, 2009, the estimated cost of the test(s) will be required.


                                                                           ANYWHERE LABORATORY

                                                                 77 CAP Avenue Anywhere USA 22222

                                                                              1-701-777-7777  1-800-888-8888

                                                 Patient Name:  ____________   Identification Number: __________________

                                                     ADVANCE BENEFICIARY NOTICE OF NONCOVERAGE (ABN)

                                            NOTE: If Medicare does not pay for Test(s) below, you may have to pay.


	OPTIONS:        Check only one box.  We cannot choose a box for you.                                           

	[] OPTION 1.  I want the Test(s) listed above. You may ask to be ………payments I made to you, less co-pays or deductibles. 

[] OPTION 2.  I want the Test(s) listed above, but do not bill Medicare………….. I cannot appeal if Medicare is not billed. 

[] OPTION 3. I DON’T WANT THE Test(s) listed above. I …….. and I cannot appeal to see if Medicare would pay.



        Additional Information:           

This notice gives our opinion, not an official Medicare decision. If you have other questions…..
Continuing Education Opportunity

By: Rhonda Burgard, Client Services Supervisor

Subject: “The 2009 CLSI Standard for Antimicrobial Susceptibility Testing”

Speaker: Janet Hindler, MCLS, MT(ASCP)

Date/Time: January 21, 2009 1:00-2:30 ET


        January 22, 2009 3:00-4:30 ET

Description: Each January, CLSI updates standards for antimicrobial susceptibility testing. It is important for clinical laboratories to incorporate the new recommendations into routine practice to optimize detection and reporting of antimicrobial resistance. In January 2009, there will be the annual update of the M100 tables (CLSI M100-S19), which this year have undergone some major formatting changes. There will also be updates of the documents that describe how to perform disk diffusion (CLSI M2-A10) and MIC (CLSI M7-A8) tests. This session will highlight new recommendations found in all three of these documents.
Registration Fee: $75 per site, 1.5 PACE credits available.

Register at: www.aphl.org/clsi.

Minimum Specimen Requirement Change

By Rhonda Burgard, Client Services Supervisor

The minimum specimen requirement for Mayo Medical Laboratories 1,25-Dihydroxyvitamin D, Serum (test # 8822) is now 1.2 mL. Samples received with volumes between 0.6 mL and 1.1 mL will be rejected. Please refer to Mayo Specimen collection guidelines at www.mayomedicallaboratories.com. 
�
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