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Document Control

By: Rhonda Burgard, Client Services Supervisor
Document control is a means to ensure that only the latest version of approved documents are being used and that obsolete documents have been removed from possible use. 

Document control includes:

Document creation, review, and approval

Document identification

Revisions to approved documents

Periodic review of documents

Master file organization and maintenance

Master index of documents and forms

Distribution and archiving

Documents include written policies, process descriptions, procedures and blank forms. Records are completed worksheets, forms, computer printouts, labels and tags that capture information 

All documents should be identified by a numbering system that indicates document identification and version designation.
There needs to be a systematic method for creation and revision of all documents, forms and records. Policies for

implementation of a new document should include an authorization process to ensure that all new documents are reviewed and approved prior implementation.  

The document revision process should include review of all related documents to ensure a change in one document does not affect another document. A document change form may be utilized to document change review and approval. Previous versions of a document must be removed from circulation for retention or destruction. 

Documents and forms should be periodically reviewed to be certain they are correct, complete and current.

A master file index is a list of all documents including version designation, effective dates and storage location of each document, record and form. Control of the master index should be kept by a single person in a secure file or electronically with a protected by a secure password. 

Reference: A Quality Management System Model for Healthcare: Approved Guideline, CLSI HS1-A2 Vol 22 No 13, Nov 2004

Medicare Patient Billing

By: Patti Schmidt, CPC, NPL Billing Supervisor
Medicare has specific billing rules when Blood Smears are performed.  The professional (pathologist) interpretation of the Blood Smear (CPT code 85060) is only billable when the service is performed on a hospital inpatient.  When Blood Smears are performed on clinic patients and registered outpatients, the technical components (CBC, Manual Differential and Retic) are the only procedures Medicare will reimburse. Therefore, it is necessary for our clients to inform us of the status of the patient when ordering this test.  For NPL Connect (HVR) clients, please enter “Inpatient” or “Outpatient” in the comment area when sending a blood smear order through the electronic system. If Manual Request slips are used, please write in the Patient ID # box whether the patient is an IP (in-patient) or OP (out-patient). Thank you for providing us with this additional information.

ABN Update

By: Ann Oie, NPL Compliance Officer

An Advance Beneficiary Notice of Noncoverage (ABN) is a notice that is given to a beneficiary if there is reason to believe that Medicare will not pay for a test.  

CMS announced on August 27, 2008 that the date for mandatory use of the revised ABN was extended until March 1, 2009. The notice, Revised ABN (CMS-R-131) Mandatory Use Date Extended, can be found at https://www.noridianmedicare.com/macj3b/news/updates/partb.php
Northern Plains Laboratory implemented the use of the revised ABN in July 2008.   
Change in QuickVue+®Strep A kit: Sterile Patient Throat Swabs

By: Rhonda Burgard, Client Services Supervisor

Quidel has implemented a minor change to the QuickVue+ Strep A kit. This change is cosmetic only and will not affect the procedure, performance or validity of the test. Please be aware, as this change is implemented, customers may see a combination of “Old” (current) sterile throat swabs and “New” Copan sterile throat swabs.  Please note “Copan” is also the brand name of the swab used for Rapid Inf/Viral testing. These “Copan” swabs are not interchangeable.
Old Swab Shaft        New Swab Shaft
         Solid                      Hollow

New ICD-9-CM Codes 

By: Patti Schmidt CPC Billing Supervisor
There are a record number of ICD-9-CM diagnostic code changes for 2009 affecting virtually every specialty. A large number of ICD-9-CM codes will be revised, added or deleted on October 1, 2008. The majority of the changes affect adding a 5th digit to an existing code currently with 4 digits, making it more specific. The changes will significantly affect Medicare coverage policies including National Coverage Determinations (NCDs) and Local Coverage Determinations (LCDs). Our systems will be updated to reflect these changes as we receive them. All services beginning October 1, 2008 must be coded using the new ICD-9-CM codes.  If any questions, please do not hesitate to call our billing office.

CLIA Lab Oversight
By: Rhonda Burgard, Client Services Supervisor
This year marks the 20th anniversary of the CLIA program for regulation of clinical laboratory testing. For laboratories performing moderate and high complexity testing there is increased focus on:

1.  Enforcement of revised quality

           control standards

2. Tighter laboratory inspection  

  procedures

3. Changes in proficiency testing for  

      gynecologic cytology

In revamping the CLIA quality control requirements CMS made three major revisions to the analytic systems section affecting verification of performance specifications, clarification of calibration checks and requiring two levels of QC every day of testing. 

There continues to be an emphasis on quality including a requirement for monitoring and improving pre analytical, analytical and post analytical processes.

The College of American Pathologists (CAP) and the Joint Commission (JC) have implemented unannounced inspections, as has COLA for laboratories it inspects under its cooperative agreement with the Joint Commission. CMS has upgraded the CLIA database to improve the tracking of deficiencies identified during the inspection process.

Critical Test Results

By: Rhonda Burgard, Client Services Supervisor
The Joint Commission Safety Goals for 2008 include a mandate to improve the effectiveness of communication among caregivers. One of the requirements of this goal is to measure, assess, and if appropriate to take actions to improve the timeliness of reporting and the timeliness of receipt by the responsible, licensed caregiver of the critical tests results and values. 

A “critical test result” applies to all diagnostic tests, including imaging studies, electrocardiograms, laboratory tests and other diagnostic tests as defined by each respective department as “critical” These diagnostic departments must also define the timeline for reporting these results to the appropriate caregiver so the patient can be promptly treated.

Documentation in the medical record is required to indicate that the critical test result was received and action taken. This documentation must include verification that the information was “read-back” to the person making the call. 

Full text of The Joint Commission safety goals is available on their website at www.jointcommission.org. 

Provision of Supplies

By: Ann Oie, NPL Compliance Officer

It is NPL policy to comply with Federal Anti-Kickback Statute (42 U.S.C. § 1320a-7b) and Stark II in regard to the provision of specimen collection supplies.  Provision of supplies or devices that are used solely to collect, transport, process, or store specimens or communicate test results does not constitute a financial relationship.  Stark II regulations expressly state the following will not be considered remuneration:

“The furnishing of items, devices, or supplies (not including surgical items, devices, or supplies) that are used solely to collect, transport, process, or store specimens for the entity furnishing the items, devices, or supplies or are used solely to order or communicate the results of tests or procedures for the entity.”

NPL will not provide:

· Surgical instruments, biopsy needles, snares, and reusable aspiration and injection needles, free of charge

· Specimen collection supplies to a client that are not comparable to the number of tests ordered by that client. 

NPL will only provide 

· Specimen collection supplies that are of low value 

· Supplies used for collection and transportation of testing sent to NPL

Periodically, NPL monitors the amount of specimen collection supplies provided to each client to ensure the amount of supplies being distributed is reasonable for the number of tests and services ordered by that client. In addition, NPL monitors the outdating of supplies distributed.

Based on the results of a recent audit NPL has implemented order limits on particular supplies provided to clients. This new policy is 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.
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. 

We will re-evaluate this policy and the current supply limits in 3-6 months. Please notify NPL of any concerns
HIV Test Results

By: Rhonda Burgard, Client Services Supervisor

The Centers for Disease Control and Prevention (CDC) has recommended that HIV test results should be provided in the same manner as results of other diagnostic or screening tests. Positive or negative HIV test results should be documented in the patient’s confidential medical record and should be readily available to all health-care providers involved in the patient’s clinical management. 

Distribution of paper reports for HIV test results via US Postal Services was discontinued August 26, 2008 and HIV test results are now electronically transmitted or faxed to the client account. For those clients with interfaces to laboratory information systems or an electronic medical record please ensure (validate) that these results appear as expected.

For HIV testing sent to the North Dakota Public Health laboratory please continue to use the test code “ HIVP”. For HIV testing sent to ARUP laboratories discontinue use of the test code “HIVA” and enter test code “HIVAI”.

24-hour Urine Collection

By: Rhonda Burgard, Client Services Supervisor
When collecting 24-hour urine specimens please carefully follow collection directions, as indicated in the Northern Plains Laboratory test catalog at  www.northernplainslaboratory.com.

For 24-hour urine specimens that require a preservative (acid or base), please mix the entire 24-hour urine specimen thoroughly and adjust the pH according to the specific test directions. Separate an aliquot of the pH-adjusted specimen to send to NPL for testing. 

Acid or base solutions may usually be obtained from your local pharmacy. If unable to obtain an acid or base solution locally, thoroughly mix the 24-hour urine specimen and separate an aliquot to send for testing. NPL will pH the aliquot and add the acid or base to the specimen, as indicated, prior to testing. A comment will be added to the test result indicating that the aliquot was pH adjusted by NPL
Reflex Anaerobic Testing

By: Renae Baltzer, Microbiology Supervisor

Wound cultures not ordered for anaerobes occasionally contain organisms seen on gram stain or which grow in thio broth that do not grow aerobically. Currently, NPL call center staff contact clients to ask if the anaerobic culture should be added and the client is asked to add an “AC culture” test code. Over the last few months, clients have been presented with the option of 1.)Continuing to receive a call from NPL, 2.)Having NPL add a comment to the culture indicating anaerobes may be present, please call if work up desired, or 3.) Having NPL automatically reflex an anaerobic culture.  The overwhelming consensus was that clients preferred the anaerobic culture be automatically reflexed when indicated. 

A comment is added to wound cultures (test code MC) when the gram stain does not match the aerobic growth or there is growth in thio that does not grow aerobically. The comment is:  “Based on specimen gram stain and aerobic culture results, this culture may contain anaerobic isolate(s).  Reflex anaerobic testing has been added.”
ID Test Code Includes Susceptibility

The test code ID (Aerobic Organism Identification) has been modified to include a susceptibility test if appropriate for the source and the identification.  When ID is ordered on an isolate, both identification and susceptibility will be performed if appropriate. If susceptibility testing is not desired, please add a comment to the request. 

Diagnostic Vs. Screening Services

By: Ann Oie, NPL Compliance Officer

Screening services are those used to detect an undiagnosed disease where the patient has no signs, symptoms, laboratory or radiological evidence or personal history of the disease.  Diagnostic services are those used to manage a diagnosed disease or to evaluate symptoms, signs and abnormal laboratory or radiological findings in order to make a diagnosis and treat the beneficiary. 

Medicare covers for clinical laboratory diagnostic services ordered by a physician or qualified provider who is treating the patient.  Medicare does not cover routine screening tests except for the following preventive screening services (must be ordered by a physician or qualified provider):

Cardiovascular screening blood tests

The cardiovascular screening blood tests covered by Medicare include the following:

· Total Cholesterol Test (CPT code 82465)

· Cholesterol Test for High-Density 

· Lipoproteins (CPT code 83718)

· Triglycerides Test (CPT code 84478)

· Lipid Panel (CPT code 80061) Panel must include CPT codes 82465, 83718, and 84478 Medicare provides coverage of  cardiovascular screening blood tests for all asymptomatic beneficiaries every 5  years (i.e., at least 59 months after the last covered screening tests).

Colorectal cancer screening tests
Screening Fecal Occult Blood Test

Medicare provides coverage of a screening FOBT annually (i.e., at least 11 months have passed following the month in which the last covered screening FOBT was performed) for beneficiaries’ age 50 and older. 

· Blood, occult, by peroxidase activity   (e.g., guaiac), qualitative; feces, consecutive collected specimens with single determination, for colorectal neoplasm screening (i.e., patient was provided three cards or single triple card for consecutive collection) (CPT code 82270) 

Prostrate Specific Antigen screening blood tests

Medicare provides coverage of an annual preventive prostate cancer screening PSA blood test (HCPCS code G0103) once every 12 months for all male beneficiaries age 50 and older (coverage begins the day after the beneficiary’s 50th birthday), if at least 11 months have passed following the month in which the last Medicare-covered screening PSA test was performed for the early detection of prostate cancer. 

Diabetes screen tests

Medicare provides coverage for diabetes screening tests with the following frequency:

Beneficiaries diagnosed with pre-diabetes: Medicare provides coverage for a maximum of two diabetes-screening tests within a 12-month period (but not less than 6 months apart) 

Beneficiaries previously tested but not diagnosed as pre-diabetic or who have never been tested: Medicare provides coverage for one diabetes-screening test within a 12-month period (i.e., at least 11 months have passed following the month in which the last Medicare-covered diabetes screening test was performed) Diabetes screening tests include the following:

· Glucose; quantitative, blood (except reagent strip) (CPT code 82947)

· Glucose; post glucose dose (includes glucose) (CPT code 82950)

· Glucose; tolerance test (GTT), three specimens (includes glucose) (CPT code 82951)
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