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☐ North Carolina Baptist Hospital (NCBH)
☐ Lexington Medical Center (LMC)
☐ Davie Medical Center (DMC)
☐ Wilkes Medical Center (WMC)
☒ High Point Medical Center (HPMC)

☐ Wake Forest Health Network (WFHN)
☐ Wake Forest University Health Sciences (WFUHS)
☐ Wake Forest University School of Medicine
☐ NCBH Outpatient Endoscopy
☐ Wake Forest Baptist Imaging, LLC (WFBI)

Purpose

The purpose of this policy is to define the proficiency testing (PT) program to include the following areas: selection of approved PT materials for regulated analytes, appropriate handling of samples, sample analysis, results reporting, event results review and employee training/competency assessments. For purposes of photograph/image identification in CAP PT Programs, it is strongly recommended that current educational resources be available to the bench technologist. Examples include bench top resource guides, color atlases and glossaries provided as part of the survey.

Scope

This procedure applies to all WFBMC Department of Laboratory Medicine and Pathology employees, faculty and staff. 

Definitions

Alternative performance assessment: A system for determining the reliability of laboratory examinations for which no commercial proficiency testing products are available, are not appropriate for the method or patient population served by the laboratory, or participation is not required by the accrediting organization.

Policy:  A statement of principle that is developed for the purpose of guiding decisions and activities related to governance, administration, or management of care, treatment, services or other activities.  A policy may help to ensure compliance with applicable laws and regulations, promote one or more missions, contain guidelines for governance, and set parameters within which faculty, staff, students, visitors and others are expected to operate.

Proficiency Testing (PT): Evaluation of participant (laboratory or individual) performance against pre-established criteria by means of interlaboratory comparisons. In some countries, the PT programs for clinical laboratories are called "external quality assessment" programs

Regulated Analytes: Analytes, that according to CLIA federal regulations require a laboratory to enroll in and successfully participate in a CMS approved proficiency testing program.

Unregulated Analytes: Analytes performed by a laboratory that are not included in the regulated listing found in the Federal Regulations Subpart I.

PT Event: May contain one or more test samples from different analyte samples or multiple samples for the same test.

Sample: One part of an entire PT event that should be tested by one individual when possible unless routine patient testing requires more than one tech to complete the result.

WFBH Lab System:  Wake Forest Baptist Lab System is a health system that includes Wake Forest Baptist Medical Center and all affiliated organizations including Wake Forest University Health Sciences (WFUHS), North Carolina Baptist Hospital (NCBH), Lexington Medical Center (LMC), Davie Medical Center (DMC), Wilkes Medical Center (WMC), High Point Medical Center (HPMC), Lab at Westchester and Lab at Clemmons.


Policy Guidelines

It is the policy of the Department of Pathology and any other laboratory area performing lab testing subject to proficiency testing requirements under CLIA (Clinical Laboratory Improvement Amendments), to adhere to all proficiency testing standards or regulations of CLIA and/or other accrediting laboratory agencies such as: College of American Pathology (CAP), American Association of Blood Banks (AABB), American Society of Histocompatibility and Immunogenetics (ASHI), Commission on Office Laboratory Accreditation (COLA) and The Joint Commission (TJC).

1. PT Participation (CAP COM.01300) - Selection of Materials:

PT materials are to be ordered from CMS approved PT Programs. These programs are evaluated and re-approved by the Centers for Medicare & Medicaid Services (CMS) annually. A detailed listing of the current approved PT programs along with their contact information and the tests for which they are approved is available in the CMS CLIA website. Click on the link CLIA Approved Proficiency Testing Programs. 

The primary PT Program(s) that the AH WFBMC Department of Pathology subscribe to is the College of American Pathologist (CAP) and American Society for Clinical Pathology (ASCP).

Regulated Analytes: 

These are analytes that according to CLIA require a laboratory to enroll in and successfully participate in a CMS approved proficiency testing program. For the list of regulated analytes, refer to Attachment C: List of Non-Waived Testing for Which PT is Required. 

***If PT materials are available to be purchased for regulated analytes, then purchase is required vs. an alternative assessment.
Annually (by December 1) all purchased PT materials for regulated analytes will be reviewed by Section Managers and Section Medical Directors to ensure ALL tests performed are accounted for.

Unregulated Analytes: 

PT providers or PT Programs may offer purchased materials for some unregulated analytes as well. If any areas choose to purchase these materials for unregulated tests they may do so at the same time. 

PT order forms:

1. All purchased PT orders will be prepared by the Section Manager. 

1. After order forms are completed, they should be forwarded to the Senior Administrative Assistant in Lab Administration. She will be responsible for processing the requests for payment and ensuring that each order is applied to the appropriate lab department for budget purposes. 

1. Section Manager will review the order for accuracy and completeness after the orders has been placed and will provide a copy of the completed PT order form to the Quality, Safety & Accreditation Director, or their delegate.

For Predictive Marker testing using immunohistochemistry and in situ hybridization
methods, refer to CAP Standard COM.01520  for PT or alternative performance assessment requirements, see section B #6 below.

1. [bookmark: AlternativePT]Acceptable Alternative PT methods (CAP COM.01500):

Semiannual alternative performance assessment must be performed on tests for which external PT is not available. This requirement applies to both waived and nonwaived tests. Acceptable alternative assessment includes:

1. Duplicate/Split Sample testing – In which a single sample is divided into aliquots where one aliquot is tested on a particular assay system or by a particular analyst, other aliquots are tested on other instruments or by other analysts and the results are compared.

1. CLIA Certified Lab to Lab Comparison
Every six months, the laboratory sends five specimens to a CLIA-certified reference laboratory to compare results with its own laboratory.

1. Interlaboratory Quality Control comparison
Interlaboratory quality control results are used to verify the continuing reliability of the tests not included in the proficiency testing program (for example, peer comparisons).

1. Microscopic Testing
The technical supervisor of the lab retests random samples throughout the year to cover all testing staff.

1. Anatomical Pathology

1. Peer review of interpretation of slides

1. Peer review at case level including diagnosis 

[bookmark: Predictivearker]IHC and ISH Predictive Marker PT and Alternative Performance Assessment (CAP COM.01520):

The term predictive marker is used to refer to immunohistochemical (IHC), immunocytochemical, and in situ hybridization (ISH) tests used to predict responsiveness to a specific treatment independent of other histopathologic findings. Rather than confirming a specific diagnosis, these tests differentiate predicted responsiveness to a target therapy.  

The following requirements for participation in proficiency testing or alternative performance assessment must be followed: 

a. Predictive marker IHC interpretation - For analytes where participation in CAP
Surveys or CAP-accepted PT programs is required, IHC slides may be sent to another facility for staining only (if needed) and be interpreted at the originating laboratory. 

b. Predictive marker ISH interpretation - For analytes where participation in
CAP Surveys or CAP-accepted PT programs is required, hybridization (ISH)
must be performed at the same laboratory performing the interpretation. If hybridization and interpretation are performed at different laboratories, the interpreting laboratory must perform alternative performance assessment at least semiannually and must not participate in formal (external) PT.  

c. HER2 breast predictive marker ISH interpretation Participation in CAP Surveys or CAP-accepted PT programs is required, unless hybridization (ISH) is performed at a different laboratory (different CAP/CLIA number). If hybridization and interpretation are performed at different laboratories, the interpreting laboratory must perform alternative performance assessment at least semi-annually and must not participate in formal (external) PT. 

d. HER2 PT for breast predictive marker testing is method specific. Laboratories interpreting HER2 results performed by multiple methods must participate in the required PT or perform alternative performance assessment as described above for each method.

e. Semiannual alternative performance assessment is required for other predictive marker tests for which CAP does not require proficiency testing.

Examples of alternative performance assessment include but are not limited to:

1) Participation in a PT or external assessment program if available (e.g., PD-L1);

2) Split sample analysis with another method or another laboratory;

3) Use of assayed materials, or clinical validation by chart review.

f. For predictive markers performed by methods other than IHC, immunocytochemistry, and ISH, refer to COM.01300 and COM.01500. 

Documentation of the unregulated test and method of alternative PT being utilized must clearly be documented in writing and held in each section. 

*** Alternative Performance Assessment (APA) Test List developed by CAP may be used to help laboratories keep track of this information, refer to CAP COM.01500. This form can be found located on the CAP.org website under e-LAB Solutions Suite and will serve as appropriate documentation. 

Documentation of alternative assessments chosen should be documented in the procedure manual along with a method of evaluation of results and defined limits of acceptability for the performance. Corrective actions in response to unacceptable performance to alternative assessments must also be documented and maintained in the same manner as purchased PT surveys. 

The CLIA Lab Director in conjunction with the Section Medical Director will be responsible for determining the acceptable differences allowed when evaluating the results obtained using alternative assessment methods.

Assessment of the results can take place by utilizing various methods, but a commonly suggested method paired with split sample testing would include: agreement across the range of results by plotting results on a two dimensional graph. The lab referenced to would represent the X axis and your lab the Y axis. A line of agreement is drawn in the body of the graph (Y=X). Upon visual assessments of the graph any trends or bias should be easily identified. Documentation of the acceptability of the results should be performed by the section and reviewed, signed and dated by the Medical Director and/or the CLIA Lab Director. If the results are not acceptable, corrective actions and documentation will be necessary using the Corrective Action Preventative Action (CAPA) process; see QUAL-SOP-0002 CAPA Corrective Action Preventative Action & Planned Deviations procedure.

For in situ hybridization testing other than predictive marker testing, and other complex molecular and sequencing-based tests (including but not limited to microarray-based tests, multiplex PCR-based tests, and next generation sequencing-based tests), alternative performance assessment may be performed by method or specimen type rather than for each analyte or tested abnormality.

For tests such as allergen testing, alternative performance assessment may be performed in batches of analogous tests.

1. Proper Handling and Analysis of PT Materials

It is the responsibility of every laboratory employee to know the proper and improper handling of proficiency samples. 

Every laboratory employee must understand the importance of following the policies and procedures in proper handling and communication of proficiency testing samples and that improper handling of the samples and improper communication of proficiency testing reports may result in sanction, limitation, suspension, or revocation of the laboratory’s CLIA certificate (CLIA 493.801(b), 493.1804, 493.1840).  


1. PT Sample Identification

A Proficiency testing sample container is typically labeled with the PT program provider name and logo, the name of the test, sample number, testing event, etc. Laboratories often name the PT samples with information that is traceable to the identification printed on the label. The naming format is usually a combination of letters and numbers. For example, a CAP Hematology sample for Urine may be ordered in Beaker as CAP,UA-01, HEME,UA-01 or HEME,CAP UA-01. Likewise, an API sample for Urine may be ordered in Beaker as API, UA-01. Laboratory personnel must be familiar with PT sample naming formats and recognize a possible PT sample upon receipt.   

· Proficiency samples should only be processed at the request of the Lab Manager.  If a team member is not clear or has any questions regarding a sample, do not proceed with processing the sample until all questions have been answered by the Lab Manager. 
· Central Processing should not order PT nor should any order be placed by Central Processing without an appropriate requisition. 
· American Proficiency Institute (API) is not used by AH WFBMC.  If a PT sample from API arrives at any AH WFBMC laboratory the sample should be given to the Lab Manager immediately.  If the Lab Manager is not available (afterhours or out of office for other reasons) the API sample should NOT be processed but held until any lab manager is available to take the sample. 
· The Manager, CLIA Laboratory Director and the Quality, Safety & Accreditation Director must be notified immediately.
· Examples of PT samples that should NOT be processed at an AH WFBMC laboratory:
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1. PT Interlaboratory Communication (CAP COM.01800) – Do not discuss PT results with personnel who works for another laboratory. 
	
Proficiency testing records MUST NOT be shared with and should be inaccessible to personnel of other laboratories, including an affiliated laboratory until after the deadline for submission of results. Laboratories that share a common computer system must take appropriate steps to ensure that records are not readily accessible by other laboratories.

PT Referral (CAP COM.01900) – Do not refer PT specimen to another laboratory or accept PT specimen from another laboratory.

This policy strictly prohibits referral or acceptance of proficiency testing specimens for analysis from other laboratories. This prohibition takes precedence over the requirement that proficiency testing specimens be handled in the same manner as patient specimens.

For example, a laboratory's routine procedure for review of patient abnormal CBC blood smears might be referral of the smear to a pathologist located at another site. (Different CAP/CLIA number). For proficiency testing specimens, the laboratory MUST NOT follow its routine procedure to refer the specimen. If the PT sample meets laboratory-defined criteria for referral to a pathologist prior to reporting and the pathologist is at another site, the pathologist must review the PT sample at the physical location of the laboratory performing the PT. Alternatively, the laboratory must refer to the PT provider kit instructions on how to record a result for a test not performed by the laboratory.
Laboratories that perform testing using a distributive testing model where portions of the process are performed at another laboratory with a different CAP/CLIA number must not participate in formal PT, as this is considered PT referral by CMS and is strictly prohibited. An alternative performance assessment must be performed at least semiannually in lieu of formal PT in these situations. Common examples of distributive testing include:

1. In situ hybridization and slide interpretation performed at separate laboratories

1. Next generation sequencing wet bench process, bioinformatics processes, and/or interpretation performed at different laboratories

1. Leukemia/lymphoma flow cytometry panels and pathologist interpretation of the data at different laboratories.

1. Immunohistochemistry (IHC) slides are permitted to be sent to another facility for staining only.

It is the responsibility of every laboratory employee to understand that the referral (receiving or sending) of any proficiency samples while the testing event is still in progress (before the due date) is prohibited. In the event any employee should be asked to engage in such practice, they are required to immediately notify their Manager, CLIA Laboratory Director and the Quality, Safety & Accreditation Director. 

1. The laboratory (which is subject to regulation by the Centers for Medicare and Medicaid Services (CMS) do not test the same analytes from the same PT product on more than one instrument or method unless that is how the laboratory tests patient specimens. If the laboratory (under one CLIA license) uses multiple methods for an analyte, proficiency samples must be analyzed by the primary method at the time of the PT event or rotated among primary methods for each PT shipment. Refer to CAP COM.01600.

1. Laboratories subject to CMS regulation are not allowed to order multiple PT kits for the purpose of testing the same sample/analyte on multiple instruments or methods prior to the due date for submitting results to the provider. Refer to CAP COM.01600.

Samples are to be run on a single analyzer, yielding a single result, which is reported. (To prevent duplicate testing and comparison of results).

1. The laboratory integrates all proficiency testing and alternative performance assessment specimens within the routine laboratory workload, where applicable, and those specimens are analyzed by personnel who routinely test patient/client specimens, using the same primary method systems as for patient/client/donor specimens. Specimens may be repeated, diluted, etc. in the same manner as a patient sample. Refer to CAP COM.01600.

1. Every attempt will be made to have all testing employees participate in purchased PT surveys or an alternative method. 

a. Except in limited circumstances (e.g., in the microbiology lab where cultures and testing can take longer than one shift or in coagulation lab where Factor XIII screen is read at 24hrs), all samples contained in a single test event should be tested by a single person to whom the event will be assigned by laboratory management and will be completed as soon as practicable following assignment.
 
b. In circumstances where the PT event has more than one sample, the testing can be performed by more than one person and should follow the same workflow as patient testing. Each personnel participating in PT testing must sign the PT attestation page and must write the details of the testing performed (e.g. PT sample identification, test(s) performed,     

c. Documentation of testing details such as method and instrument used if applicable will be retained with the PT event.

d. Once PT testing has begun every attempt should be made to complete the testing in the assigned shift. 

e. Individual test events should be rotated, amongst all competent testing personnel while respecting patient workload. 

f. Prepare PT samples according to the PT kit instructions. 

1. If patient samples are written on a daily log or patient worksheet, PT results should also be documented on a daily log or patient worksheet.

1. Reporting of PT Results

1. For purchased PT materials, results are recorded and submitted as directed per kit instructions, within the allotted time frame indicated for that event. Completed reports are filed with pertinent work sheets, QC documentation, instrument data, etc. and are maintained for at least 2 years (five years for transfusion medicine) (COM.01700) within each lab section. 

1. PT Attestation Statement (CAP COM.01400) - The attestation sheet must be signed by the analyst(s) and the Medical Director (or designee).

1. All recorded information is checked for accuracy and completeness by the manager prior to submission. 

1. Results are submitted to the appropriate agency for evaluation via fax, mail or electronically. 

1. The laboratory must document the handling, preparation, processing, examination and each step in the testing and reporting of results for all PT samples. The laboratory must maintain a copy of all records, electronic or paper, including copies of the PT program report forms and the attestation statement provided by the PT program for two years (five years for transfusion medicine) (COM.01700) see Documentation section. These are maintained in each lab section.

Results Review (CAP COM.01700):

1. As delegated by the CLIA Lab Director, the Section Medical Director, Section Manager/Assistant Manager or Laboratory Specialist will review all results (graded, ungraded, educational, etc.) represented within the testing event. During the event review process, all ungraded and educational responses must be assessed for acceptable performance in addition to graded responses. In the event the ungraded or educational result is found to be unacceptable based on peer data review, corrective action process will be required and documented (refer to Documentation section). 

Ungraded PT Challenges (COM.01100) - If a PT challenge was intended to be graded, but was not, for reasons such as:

1. The laboratory submitted its results after the cut-off date, 

1. The laboratory did not submit results, 

1. The laboratory did not complete the result form correctly (for example, submitting the wrong method code or recording the result in the wrong place). 

1. The laboratory result was not graded because of lack of consensus.

Then the laboratory should perform their own assessment of the PT challenge. The PT assessment for ungraded challenges including educational challenges, must include an assessment/conclusion from the Medical Director (or designee) as to whether the laboratories response was acceptable or not (refer to Documentation section).

1. Acceptable participation in the event means you received a passing score of 80% or more on the testing event. 

1. For any results that did not receive a passing score in the event, the manager must evaluate and document (refer to Documentation section) possible reasons for failure and any corrective action that may be necessary. 

a. Exception codes – CAP uses exception reason codes to signify that an analyte has not been graded. Refer to Attachment A: CAP PT Exception Code for the list of codes, description and recommended corrective action.

b. Review each exception codes and document the laboratory’s evaluation (refer to Documentation section). 

c. If results are unacceptable based on peer data review, evaluate possible sources of error and initiate corrective action process. Write a summary describing the cause of the unacceptable PT result and any corrective actions taken. The write-up must include a conclusion from the Medical Director (or designee) as to whether the laboratory’s response was acceptable or not. Lab can use Attachment B: PT Exception Investigation Worksheet to investigate PT failures and document corrective actions taken. 

d. An internal CAPA must also be completed if the score on the entire event is below 80%. The PT Exception Investigation Worksheet can be used to aid in the investigation. If a CAPA is initiated, document conclusion and corrective action in the CAPA form. 

1. Depending on the PT provider utilized, additional documentation submission back to the PT provider may be necessary. Consult the PT provider instructions and follow their guidance as necessary in addition to section specific documentation.

Accreditation agency (e.g. CAP) may instruct the laboratory to cease patient testing for an analyte or subspecialty due to repeat unsuccessful proficiency testing. Follow the accreditation agency guidance in order to resume patient testing (COM.01950).

PT performance for regulated analyte:

a. CMS monitors performance of regulated analytes and will issue a Statement of Deficiencies for Unsuccessful PT Performance. “Unsuccessful proficiency testing performance“ is failure to achieve satisfactory performance for the same analyte, test, subspecialty, or specialty in two consecutive events or two out of three consecutive testing events. For the first unsuccessful performance, CMS may direct the laboratory to undertake training of its personnel or to obtain technical assistance, or both, rather than imposing sanctions. The laboratory will be required to submit an acceptable plan of correction to CMS or evidence that it has taken steps to correct the problem identified by the unsuccessful PT performance (CLIA 493.803).

b. Repeated unsuccessful PT performance for the same analyte, subspecialty, or specialty may result in the laboratory no longer being allowed to perform the failed testing. Laboratories may decide to voluntarily stop testing as soon as the PT results are received and immediately notify CMS. The notification must be made before receiving a letter from CMS imposing a cease testing sanction. If the lab voluntarily cease testing and then successfully perform two consecutive PT events, the Medicare and Medicaid reimbursement may not be affected. 

c. If sanctions have been imposed, the Medicare and Medicaid reimbursement and the CLIA certificate will be suspended or limited for a six month period. To be able to resume testing, the laboratory must demonstrate that it has identified and corrected the reasons for the unsuccessful performance, purchase re-instatement PT samples and must perform two consecutive PT events successfully (CLIA 493.807).

[bookmark: Documentation]Documentation – CAP COM.01700 

1. Alternative performance assessment - Documentation of the acceptability of the results should be performed by the section and reviewed, signed and dated by the Medical Director and/or the CLIA Lab Director.

1. PT Survey results – Documentation of the acceptability of the PT results should be performed, signed and dated by the Medical Director (or designee).

1. For exception codes that do not require corrective action (i.e. self-evaluation of ungraded results are comparable to the results supplied in the Participant Summary), document the review directly on the PT Evaluation Report form beside each exception code.  

1. For unacceptable PT results, Attachment B: PT Exception Investigation Worksheet can be used to document investigation and corrective action.

1. For unacceptable PT results that meet the criteria for a CAPA (less than 80% for the entire event), document corrective action in the CAPA form.

1. PT, alternative performance assessment testing, and unacceptable PT investigation and corrective action records are retained for at least two years (five years for transfusion medicine). These include all instrument tapes, patient worksheets, work cards, computer printouts, Attestation page, evaluation reports, evidence of review, and records of unacceptable PT investigation, follow-up, and corrective action.

Training/Competency Assessment 

1. Employees within the laboratory will receive specific training on the handling and testing of PT samples and events at the following intervals: 

1. Initial new employee laboratory orientation (new employee checklist)

1. New employee end of probation review (at 90 days) or as part of the 6 months lab specific competency assessment, whichever is applicable.

1. Annually thereafter as part of every team members yearly lab specific competency assessment. 

Orientation/Competency Assessment procedures may vary between sections. See Section specific procedures for checklists and procedure.

Review attachment D: Proficiency Testing PowerPoint Education Module and complete the on-line test (go to the Title 21 system “Attachment” section for the PowerPoint presentation). 
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1. Attachment B: PT Exception Investigation Worksheet (a fillable PDF version is available. Go to the Title 21 system “Attachments” section)
1. Attachment C: List of Non-Waived Testing for Which PT is Required
1. Attachment D: Proficiency Testing Education Module (go to the Title 21 system “Attachment” section for the PowerPoint presentation).
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1. QUAL-SOP-0002: CAPA Corrective Action Preventative Action & Planned Deviations
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1. CCL-SOP-0004: CCL Proficiency Testing
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1. CYTO-POL-0053: Proficiency Testing
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Attachment A:	CAP PT Exception Code
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Attachment B: 	PT Exception Investigation Worksheet 
A fillable PDF version is available. Go to the Title 21 system “Attachments” section.
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Attachment C:	List of Non-Waived Testing for Which PT is Required
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Attachment D:	Proficiency Testing Education Module (go to the Title 21 system “Attachment” section for the PowerPoint presentation).
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graded. The

Actions Laboratories Should Take when a PT Result is Not Graded
‘The College uses Exception Reason Codes that signify the proficiency testing (PT) for an analyte has not been

Reason Code is located on the evaluation report in brackets to the right of the result. Your

Taboratory must identiy all analytes with an exception reason code, review and document the acceptabilty of
performance as outined below and retain documentation of review for at least 2 years. The actions laboratories,
‘should take include but are not fimited to:

Code

Exception Reason Code
Description

Action Required

il

Unable to analyze.

Document why The specmens were not analyzed (eg, strument
ot functioning or reagents ot available). Perform and document
altemative assessment (i, spiit samples) for the period that
commercial PT was not tested to the same level and extent that
would have been tested. |

No appropriate
cannot be graded

“Applies to a response that /s not formally evaluated when a peer
group is not estabiished due to fewer than 10 laboratories reporting.
Document that the Iaboratory performed a self-evaluation using the
data presented in the Participant Summary and compared its results
t0:a similar method, or all method, or al participant statistics if
provided. Perform and document the corrective action of any.
unacceptable resits. If comparison is not available, perform and
document aktemative assessment (ie, split samples) for the period
that commercial PT was not tested to the same level and extent that
‘would have been tested.

pi]

“Specmen problem

‘Document that the laboratory has reviewed the proper Statstics
supplied n the Participant Summary. Perform and document
altemative assessment for the period that commercial PT was not
tested to the same level and extent that would have been tested
Creditis not awarded in these cases.

Resull s outside the method

"Document the comparison of results To the proper Statstics suppiied

instrument reportable range. inthe Participant Summary. Verify detection imits. Perform and
document the corrective action of any unacceptable results.
24| Tncorrect response due to failure to| Document the laboratory's seff-evaluation against he proper

provide a valid response code.

Statistcs and evaluation criteria suppled in the Participant
‘Summary. Perform and document the corrective action of any
unacceptable resuts. Document corrective action to prevent future:
failures.

Tnappropriate Use of antimicrobial

"Document the invesiigation of the results as 7 They were
unacceptable and review the proper reference documents to gain
knowledge of the reason your response is not appropriate.

Educational challenge.

Review partiGpant summary report for comparative resuts and
document performance accordingly. Evaluation criteria are not
established for educational challenges. Laboratories should
determine their own evaluation criteria approved by their laboratory
director for self-evaluation. Response to the CAP is not required.

73T

Tack of participant or referee
consensus.

"Document that the aboratory performed a self-evaluation and
‘compared is results to the intended response when provided in the
Participant Summary. If comparison is not available, perform and
document attemative assessment (ie, split samples} for the period
that commercial PT reached non-consensus to the same level and
extent that would have been tested

Response qualiied wih a greater
than or less than sign; unable to.
quantitate.

“Applies to a response that s not formaly evaluated when a less
than or greater than sign is reported. Document that the laboratory
performed a self-evaluation and compared is results to the proper
statistcs supplied in the Partiipant Summary. Verify detection
limits. Perform and document the corrective action of any
unacceptable results

“Scientiic Commitiee dedsion.

“Applies to a response that is not penalized based on Scientiic
Committee Decision. Document that the laboratory has reviewed
the proper statistics supplied in the Participant Sumary.

Rev 32018
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Code | Exception Reason Code Action Required
Description
33| Specimen detemined 1o be "Document that the laboratory has contacted the CAP and no
unsatisfactory after contacting the | replacements specimens were available. Perform and document
CAP. altemative assessment (i, split samples) for the period that
commercial PT was not tested to the same level and extent that
‘would have been tested.
70| Results for this Kit were not "Document why results were not received. comective acion o
received prevent recurrence and the laboratory's seff-evaluation of the
results by comparing restits to the proper statistics and evaluation
41 | Resultsfor this kit were received | criteria suppiied in the Participant Summary. If PT specimens were
past the evaluation cut-off date. | not analyzed, perform and document altermative assessment ie,
split samples) for the period that commercial PT was ot tested to
the same level and extent that would have been tested.
72| No credi assigned due to absence| The Participant Summary indicates which tests are graded (see
of response. evaluation criteria) and which tests are Not Evaluated/Educational
Updates to grading wil also be noted. If a test is educational, the.
laboratory is not penalized for leaving a result(s) blank. The code 42
that appears on the evaluation is not a penalty. However, ifa test
is graded (regulated and non-regulated analytes) and your
laboratory performs that test, results cannot be left blank. The
laboratory is required to submit results for all challenges within that
test or use an appropriate exception code or indicate test not
performedinot appiicablelnot indicated. Exceptions may be noted in
the Kit Instructions andlor the Restt Form. Document corrective
actions to prevent future falures
74| This drug s not included in our fest| Vertfy that the drug i not tested on patient samples and document
menu. Use of this code counts as a| to ensure proper future reporting
corect response
75| Antimicrobial agent i Tkely "Document that the [aboralory performed a Self-evaluation of wiitlen
ineffective for this organism or site | protocols and practices for routine reporting of antimicrobial
ofinfection susceptbility reports to pafient medical records. Document that
routine reporting of this result to clinicians for patient care is
‘compliant with specific recommendations of relevant Medical Staff
and Committees (eg, infectious Diseases, Phamacy and
Therapeutics, Infection Control). Response to the CAP is not
required
77| Improper use of the exception code| Document the dentification of fhe correct code 1o Use for future
for this mailing._ mailings.
ST | There was an insuficient number | Document the vestigation of the result as 1 were an
of contrbuting challenges to unacceptable resut. Perform and document the corective action if
establish a composite grade. required
35 43, Various codes. "No action required-
88,97

Rev 32018
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Atiachment B:

Atrium Health
Wako Forost Baptist

PT Exception Investigation Worksheet

Survey information
Survey Name:

Lab Section _

Date Survey Received

Date Analysis £ fom s __

Date Results Recel! 1

Date Survey Resuits Submitted:

Investigation Performed By:

Analyte:

Specimen
Number

Reported Resut

Intended 1 sut/R ige | AcceptablefUnacceptable

Evaluation of Possible Sources of Error

Clerical

Were the resuits submitied by the due date?

Was the result correcty transcribed from the instrument read-out of report?
Was the correct instrumentimethodireagent reported on the resultform?
Do the units of measure match befween the resut form and the insirument resulis?

s the decimal place correct?

Does the result reported on the resultform match the result found on the proficiency

testing evaluation report?

vES

oooog
oooooo3

o

ooooooE

A response of “No" o any of these questions may indicate a clerical error. Athough reporting of proficiency
testing results is unlke thoss for patient resuts, cerical erors may indicate  need for additional staff
training, review of nstructions provided with the proficiency testing, addiion of a second reviewer, or
investigation of the reporting format provided by the testing device. If results reported on the resuit form do
ot match the results found on the evaluation report, please contact the proficiency testing provider.
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Procedural

Was the witten procedure followed?
Were the reagents prepared according to procedure?

Were the reagents withintheir open stabilty acceptable range?
Were Quaity Control resuits acceptable and without bias?
Were microscopic examinations interpreted correctly?

Was culture media stored per manufacturer's nstructions?
Was staining performed and interpreted correctly?

Were diutions performed correctly?

Were calcuiations performed correctly?

oDoooooooolj

ooooooooojd

A response of “No" o any of these questions may indicate a p. s=dural e/ r_ Thess errors ndicate
inappropriate operation of equipment or perormance of - +hou. &rey w of the insiuctions provided with

the profiiency testing matenal andior review of labor= ory pi edurc. 13y be required.

oooooooool

Analytical YES NO NA
Was the most recent calioation acceptable and (hin <0\ Nished sabilty imisatthe [ [ [
time proficiency testing was perormed?

Does a review of the past proficiency testing result 1na. = evenly distibuted data. 0o oo
without bias?

Was the infended result within the measurt, 2% e insirument? o oo
Was insirument maintenance perormed on sche ? o oo
Doss a review of records indicate i 1210 gn 0 relted instumentsstproblems [ [ [

Roted prior to or after the proficiency & <t was performed?

A response of “No" o any of fhase ques. ns may indicate an analytical error. Thess types of erors could

indicate a failure to follow r7ommended 1. “rument maintenance and calbration.

‘Specimen Handling YES No A
Were Survey specimens reconstituted, s indicated in the Kit Instructions? o oo
Were Survey specimens stored as uidicated in the Kit Instructions? o oo
Were any special instructions provided in the Kit Instructions performed as indicated? o oo
Were the correct tests performed on the correct vialof proficiency testing material? oo n

A response of “No" o any of these questions may indicate a specimen handiing error. These types of errors

could indicate a failue to read the material provided with the Surveys materiaks.

PT Material YES NO A
Was proficency testing materal received n the aboratory within an sppropristeime [ [ [
after shipment?

Were proficiency testing materals received at the appropriate temperature? o oo
Were stabiity limits acceptable or maintained? o oo
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‘Were results graded n the appropriate peer group based on the method eporiedonthe [ [ [
resut form?

A response of “Nor to any of these questions may indicate a problem with the PT material. I 2 delay in receipt
of materialn the laboratory is an fssue, contact receivables department to ensure fimely receipt of Surveys
after amival in the hospital. I result was compared to an inappropriate peer group, veriy the method reported
o the resuit fom. Contact proficiency testing provider for addiionl information i needed.

Contact instrumentimethod manufacturer f applicable.

Conclusion/Summary:

Corrective action documentation:

Review of patient results in response,*< s failur

Medical Director andlor Design
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LIST OF NON-WAIVED TESTING FOR WHICH

PT IS REQUIRED

MICROBIOLOGY

Bacteriology
Aerobic/Anaerobic Culture &
Idenification

Aniblotic Susceptibility Testing
Direct Bacterial Antigen Detection
Gram Stain

Mycobacteriology

Acid Fast Stain

Mycobacteriology Idenification
Mycobacteriology Susceptibility Testing

Mycology

Culture and Identifcation
Parasitology

Presence or Absence of Parasites
Idenification of Parasites
Virology

Direct Viral Antigen Detection
Viral Isolation and Identification

DIAGNOSTIC IMMUNOLOGY

Syphilis Serology
General Immunology

Alpha-1 Antitrypsin

Alpha Fetoprotein (tumor marker)
Antinuclear Antibody

Antistreptolysin O

Anti-Human Immunodeficiency Virus
(Anu-HIV)

‘Complement C3
‘Complement C4

Hepatis B Surface Antigen (HBsAg)
Hepatis B Core Antibody (Anti-HBc)
Hepatis Be Antigen (HBeAg)

Immunoglobulins, total:
IgA, IgG, 1gM, IgE
Infectious Mononucleosis
Rheumatoid Factor

Rubella

CHEMISTRY
Routine Chemistry

‘Alanine Aminotransferase (ALT/SGPT)
Albumin

Alkaline Phosphatase

Amylase

Aspartate Aminotransferase
(AST/SGOT)

Bilirubin, total

Blood Gases:
PH, pCO2, pO2

Calcium, total
Chloride
Cholesterol, total
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Cholesterol, HDL
Creatine Kinase, total

Creatine Kinase, Isoenzyme (CK-MB)
Creatinine

Glucose

Tron, total

Lactate Dehydrogenase (LDH), total
LDH Isoenzymes (LDHI/LDH2)
Magnesium

Potassium

Sodium

Total Proteln

Trglycerides

Urea Nitrogen

Uric Acid

Endocrinology
Cortisol

Free Thyroxine
Human Chorionic Gonadotropin
T3 Upake

Trlodothyronine

Thyrold Stimulating Hormone
Thyroxine, total

Toxicology

Blood Alcohol

Blood Lead

Carbamazepine

Digoxin

Ethosuximide

Gentamicin

Lithium
Phenobarbital
Phenytoin
Primidone

Procainamide and
Metabolite

Quinidine
‘Theophylline
Tobramycin

Valproic acid

HEMATOLOGY

Cell entifcation
WEC Differental
Erythrocyte Count
Hematoerit

Hemoglobin

Leukocyte Count

Platelet Count

Fibrinogen

Partial Thromboplastin Time
Prothrombin Time

IMMUNOHEMATOLOGY

ABO Group
D (Rho) Typing

Unexpected Antbody Detection
Compatibility Testing

Antibody Identification
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