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Statement of Ownership: OCLAB is an unofficial publication of the Center for Clinical Laboratory Medicine (CCLM), Office of Laboratory Management (OLM). It is published on a periodic basis.   The purpose is to furnish timely information on policy, activities and programs relevant to compliance with the Clinical Laboratory Improvement Program (CLIP). Distribution is to all registered laboratories and Quality Management Offices in the medical treatment facilities. The views expressed are not necessarily those of the Department of Defense, or the Departments of Army, Navy or Air Force. Comments on proposed topics or content should be sent to: Office of Clinical Laboratory Affairs, ATTN: AFIP-ZD (Newsletter), 6825 16th Street NW, Building 54, Room G134, Washington, DC  20306-6000.   Electronic messages should be sent to bryant@afip.osd.mil
News from the Regulatory Front
CLIP WEBSITE
Visit the Clip website found at www.afip.org for registration application, AFIP PAM 40-24, examples of compliance memorandums and more.

PAP GYN/CYTO PT PROGRAM
All enrollees should receive 10 liquid based slides.
Key dates to remember for enrollees:

60 days prior to testing event-proctor packet mailed

45 days prior- submit examinee forms to CAP

40 days prior-proctor completes exam

30 days prior-reminder letter sent from CAP

Event date – receive slides, take test on 3 consecutive days

Event end-return slides by Friday afternoon at end of test event

15 days post event end – evaluations mailed from CAP
Note: Failures must take retest within 45 days of failure notification; sites must contact CCLM for funding approval and then CAP will contact the site with select dates
Branch Specific MPT Retest Information:
Army: will fund for all failure retests and excused absences that have met the approval of the Army Associate Director; we will not fund any unexcused absences or TDY to Northfield, Illinois to take the 20 slide test event
Navy: will fund for all failure retests, excused and unexcused; will not fund TAD to Northfield, Illinois to take the 20 slide test event

Air Force: individual sites will fund all associated costs

UNANNOUNCED INSPECTIONS
	
	


“Surprise ! They’re no so bad.” This according to the CAP Today article published April 2006:
“Probably the largest impact on the pilot labs—the vanguard of what will become standard practice starting with labs that have accreditation anniversaries after June 1, 2006 and reach all labs by mid-2008—has been a spike in their anxiety level beforehand, says Adrienne Malta, the CAP’s manager for inspection services”.
Bruce Williams, MD, chair of the CAP’s Commission on Laboratory Accreditation, says unannounced laboratory inspections are an idea whose time has come. “The commission is continuously looking for ways to improve itself and is continuing to evolve,” he says. “The unfortunate incidents that occurred at Maryland General gave the College and the commission an opportunity to look at the activities of the accreditation process to see if there’s anything we can improve.” Maryland General Hospital was the subject of congressional hearings after testing problems related to faulty equipment were discovered. 

The College has assembled findings and recommendations based on the pilots; they are available on the CAP’s Web site (www.cap.org)—in the “What’s New” section under the Laboratory Accreditation Program—and through audioconferences, Malta says. 

REQUESTS FOR APPOINTMENTS OF LABORATORY DIRECTORS
Prior to submission to the CLIP Office, all nominee CVs should be assessed by the submitting site against the laboratory director’s qualification requirements applicable for the complexity of laboratory that will be overseen.  Please do not nominate individuals who clearly do not meet the qualification requirements.

When providing documentation for appointment of new laboratory directors who are not board certified pathologists, please ensure the CV lists any laboratory training or experience the individual has had.  Laboratory training or experience is a requirement for any non-pathologist physician who will oversee a moderate or high complexity laboratory.  This may require the nominee to amend his/her CV for submission.  If a CV does not list this information, the CLIP Office cannot assess the individual’s qualifications against the laboratory director’s qualification requirements and the request will be returned to the requester for submission of additional information.  Please do not forward CVs that do not contain this required information.  

An additional qualification route for laboratory director of a high complexity laboratory has been proposed during the revision of AFIP Pam 40-24.  This proposed qualification 
REQUESTS FOR APPOINTMENTS OF LABORATORY DIRECTORS (CON’T)

route must pass CMS review for inclusion in the finalized document before it can be implemented.  The addition 
proposes that completion of a CMS-approved 20-hour CME Course for Laboratory Directors for Moderate Complexity Laboratories (as listed on the CMS web page) be accepted in lieu of the laboratory training or experience directing or supervising high complexity testing otherwise required when a plan for increased oversight during the first 6 months of the appointment as laboratory director can also be implemented.  These courses cost approximately $400.  If this proposal passes CMS review, it will provide needed flexibility in appointing directors of high complexity laboratories in some of our smaller DoD health care facilities
DOCUMENTATION FOR PROFICIENCY TESTING FAILURES IN MODERATE AND HIGH COMPLEXITY
Per LPM 01-04, Plan of Action for Failed Clinical Laboratory Proficiency Testing, dated 3 March 2004, the CLIP Office is to receive proficiency testing failure-related documentation in the following circumstances:

Failure in 2 consecutive or 2 of 3 consecutive testing events – within 72 hours after receipt of approval to resume testing from the regional pathology or laboratory consultant, the originating laboratory will send a copy of all corrective action documentation, including higher level MTF review and approval to restart testing, through the supporting RMC QA office to the Service Director at the CCLM office.

Failure in 3 consecutive or 3 of 4 consecutive testing events – a copy of the supporting documentation and the originating laboratory director’s recommendation will be sent to the next higher level MTF’s regional pathology or laboratory consultant and the Service Director at the CCLM office for subsequent review.  The decision to resume patient testing for the failed analyte and/or test will be made by the Service Director at the CCLM office in coordination with the MEDCOM Laboratory Program Manager.

The documentation received by the Army Service Director in CY05 related to the above referenced proficiency testing failure occurrences was often not comprehensive in scope.  For each unsatisfactory proficiency testing event involved in the unsuccessful testing performance, complete documentation sent to this office must include:
Copy of the proficiency testing evaluation report and relevant extract(s) of the participant summary.

Summary of the corrective actions taken.

Documentation of the laboratory’s ability to obtain valid patient results - results of reanalysis or retesting and suitable assessment/comparison of the results (i.e., how did the laboratory come to the conclusion that their results are comparable to the ‘valid’ results).

Copy of the originating laboratory director’s recommendation to resume testing.

Copy of the next higher level MTF’s regional pathology or laboratory consultant’s approval to resume testing.

For example, in the instance of a 2 consecutive or 2 out of 3 failures, this office should be forwarded all documentation related to the first instance of unsatisfactory performance and the second instance of unsatisfactory performance that results in a determination of unsuccessful proficiency test performance, including the higher MTF level review.  In the instance of a 3 consecutive or 3 out of 4 failures, this office should be forwarded all documentation related to each of the 3 unsatisfactory performance instances, not just the most recent failure.

Laboratory Directors/Managers must also ensure that the analysis of the unsatisfactory performance is complete and addresses all aspects of the failure and that the corrective action is appropriate for the root cause of the unsatisfactory/unsuccessful performance.

By the time the laboratory receives notification from the CLIP Office that the laboratory has proficiency testing failures resulting in an unsuccessful performance determination, the laboratory should have completed all required actions due to the delay in our receipt of proficiency testing failures from the CAP.  IAW CLIP paragraph 14-11, a laboratory must verify the accuracy of testing within 5 days of receiving the proficiency testing results indicating unsuccessful performance.  If a laboratory is in compliance with this CLIP standard, there should be little to do upon receipt of the CLIP Office notification other than submit copies of the required documentation.  Laboratory Directors/Managers are reminded that testing for the analyte should immediately cease upon receipt of proficiency testing results from CAP that result in an unsuccessful performance determination, not upon receipt of a PTES from CAP or notification from this office.

CLIP CHANGE NOTIFICATIONS
Laboratories are reminded that notification requirements in AFIP Pam 40-24 require that the CLIP Office be notified within 30 days of a change in a laboratory name, location, or director.  Please do not wait until it is time for CLIP certificate renewal to make such notifications.

Minimal Complexity Laboratories – 

Per CLIP paragraph 3-1c(3)(b), minimal complexity laboratories are required to provide ‘The methodologies for each laboratory test procedure or examination performed’.  Although this requirement has not been strictly enforced in the past, the requirement has become increasingly important with the proliferation of tests categorized as minimal complexity (waived) tests.  Therefore, from this time
CLIP CHANGE NOTIFICATIONS

(CON’T)

forward, minimal complexity laboratories will have to provide such documentation when requesting CLIP 
certification (i.e., for new sites and when requesting renewal of certificates).

There were originally nine procedures that were listed as minimal complexity tests.  These are listed in Section 493.15 of CLIA.  Identification of the methodologies for these procedures, excluding blood glucose and hemoglobin by means other than copper sulfate, is not required.  For blood glucose, hemoglobin determinations using any instrument, and for all other test procedures performed, minimal complexity laboratories must provide the test procedure methodology and a screen print from the FDA’s CLIA Test Complexity Database showing the test procedure’s complexity categorization.  Other documentation of a test’s complexity categorization, such as a kit insert that lists the test’s complexity categorization, will also be acceptable. 

USEFUL WEBSITES
Our office uses various sources to respond to questions about test complexities, training requirements and etc.  Refer to some of these sites when you are unsure about something or just for updates that are occurring within the laboratories.
www.afip.org 
http://www.phppo.cdc.gov/clia/regs CLIA Regulations
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCLIA/search.cfm FDA CLIA Searchable Database

Accrediting Agencies:

www.cap.org
www.jointcommission.org
www.cola.org
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