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JOURNEY TO CAP 15189
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National Jewish Health Advanced Diagnostic Laboratories strives for excellence in quality Control boards and value stream maps were developed and Lean initiatives were completed Quality System Essentials (QSEs): There are twelve essential elements of a quality system,
and competence for its laboratory services. In an effort to foster continual quality in each lab section under the direction of the Director of Operations (Master Black Belt). A Figure 4. # of Events REDOftEd called ‘Quality System Essentials’ (QSE’s). The QSEs are a set of coordinated activities that
improvement across the organization, the lab’s management and staff sought to maintain formal “Focus on Quality” employee recognition program was established to recognize staff 1/1/2012 _ 8/3 1/2013 function as building blocks for an effective quality management system. Each QSE must be
and enhance its CAP 15189 accreditation. In September 2013, the lab’s management team, members who made significant contributions to quality in the lab. Each lab section formally addressed in order to produce quality lab results. The twelve QSEs defined by CLSI
which was new to the organization, was tasked with preparing the lab for a full CAP 15189 nominates an employee at the quarterly quality committee meeting and staff vote on who | 3 are: 1) Documents & Records 2)Organization 3)Personnel 4)Equipment 5)Purchasing and
surveillance inspection, to include both the management and technical sections, in a very will be awarded the “Quality Star” trophy. All nominees receive a framed certificate signed 2012 Avg: 14.8/month A 2013 Avg: 8.1/month Inventory 6)Process Control  7)Information Management 8)Occurrence Management
aggressive six month timeframe. All lab sections involved in the total testing process by the Chief Operating Officer of the hospital and senior laboratory leaders. A PDCA |9g 9)Assessment 10)Process Improvement 11)Customer Service 12)Facilities and Safety?
participated in these accreditation efforts. This included phlebotomy, pre-analytical approach was utilized for all initiatives and adjustments were made as necessary. \
processing, immunology, flow cytometry, complement, beryllium, microbiology, 20 /\ A ISO 15189: A standard developed by the International Organization for Standardization that
mycobacteriology, pharmacokinetics, molecular and client services. A laboratory-wide Figure 1. Example of QSE Consensus Heatmap (“ISO Assessment Tool”) /\ / \4 \/\ /\ specifies requirements for quality and competence in medical laboratories. ISO 15189 can
Quality Manual was developed to provide the appropriate framework on which to build the 15 E—— S E— A\ A be used by medical laboratories in developing their quality management systems and
quality system. A variety of tools were utilized to determine areas for improvement, _ 30 _ / \—\ / \J \/\ assessing their own competence. It can also be used for confirming or recognizing the
including Lean Six Sigma, heat maps, metric development, quality reports, root cause Organization (150 15188 Section 4.1, 4.2, 4.15, annex 1, C10) 10 \ ~ // competence of medical laboratories by laboratory customers, regulating authorities and
analysis, internal auditing by peers, customer satisfaction surveys and a Plan-Do-Check-Act Orgstructure | ResOUree slanning | Quality Policies s Management | Mission/Vision/ [ T Executive \ / accreditation bodies. (Note: While ISO 15189:2007 was used for this project, there is now a
approach. Focused training was provided where opportunities for improvement were Aocator e Yaues % 5 A\ newer version available, ISO 15189:2012)2.
identified. Action plans were developed with timelines assigned established through a visual V N
heat map and internal audit approach. A variety of quality committees, including staff of all Facilities/Safety (ISO 15189 5.2, Annex2) 0 e CAP 15189 Accreditation: CAP 15189 is a voluntary accreditation program that provides
levels, were formed in order to enable communication of ideas, foster collaboration | satetymaining| siosatety |7 " | gagiation sarety e Access BT L | et A Hd +H4 +H +d4 +d4 8 N N &8 8 N O o6 oo, accreditation to I1SO 15189. It is a process management approach to running a laboratory.
between lab sections and to disseminate information. Leadership focused heavily on H 5 6 6 6 O 5 6888 8 8 858 585 8585 85 8B CAP 15189 builds on the gold standard technical requirements of the CAP Laboratory
fostering a culture of quality throughout the organization. In addition, to enhance the Qg add Accreditation Program. However, it makes additional requirements of the quality
participation at grass roots levels of the organization an employee recognition program was Personnel (ISO 15189 Section 5.1) — o n ~O : — m n ~O :I' — m n ~ management system, including the following:
established to positively reinforce this culture. Progress on initiatives was assessed through Iob personnel Orientation/ Competency | CE & Professional | Performance  Demonstrated understanding of processes and their interactions (Process mapping)
the ongoing utilization of heat maps, follow-up audits which culminated in a March 2013 Descriptions_|_Qualifications | Onboarding | Personnel Files | __Assessment | _Development | _Evaluation - - * Expansion of quality policy into quality
with successful CAP 15189 surveillance visit. Most importantly, through the CAP 15189 Figure 5. Avg Cost of Poor Quality per Event objectives and corresponding metrics
accreditation process the organization realized incredible, measurable improvement in the orchasing/imventory (150 15189 Section 4.4, 4.5, 2.6 1/1/2013 - 8/31/2013 * Management review
level of quality and patient safety of laboratory services it provides. o . eciong | menton o Mactztrii(jl& $14,000 e Quality manual summarizing the QMS Figure 8: Cost of Poor Quality in the Lab
° Selection | Qualification | Verification | Management Handling MarketRecall |  Services * Evaluation of referral labs and suppliers — 1
Introduction $12,000 . Internal audits
National Jewish Health Advanced Diagnostic Laboratories (ADx Labs) is a highly esoteric . . ) Proﬂgency testing fgr all tests =
. . . . . Figure 2. Focus on Quality Awards $10,000  Continuous process improvement S
laboratory offering both clinical and research testing. The laboratory is comprised of . :
phlebotomy, pre-analytical processing, immunology, flow cytometry, complement, metal $8 000 * Designated qual;ty manaser
hypersensitivity, core, microbiology, mycobacteriology, pharmacokinetics, molecular and * Contract review T
client services sections. The organization strives for excellence in quality and competence S$6,000 _ Litigation
for its laboratory services. In an effort to foster continual quality improvement across the _COSt of Poor Quality (CoPQ): Those Costs Ll SO
organization, the lab’s management and staff established and supported a formal quality $4,000 incurrec becau§e of poqr quality that would Oye.nime mefﬁde'.‘cy
framework based on the Clinical and Laboratory Standard Institute’s 12 Quality System \/\/\ not have been |.ncurred if every aspect of a Blllmsg Enf)rs | Rush.Tes.tmg )
Essentials (QSE’s). Through these efforts, the laboratory management sought to achieve, $2,000 % \// prod}Jct OF service were perfectly correct :':IStle;Zc':E:;sn T;:::lm%t::n: §
maintain and enhance its voluntary CAP 15189 accreditation while increasing the level of 2012: $7,456.88 2013:$2209.21 th.e first tllne e!nfi every time. Ex::ired Reagents 4 Excessgsupplizs g
compliance, standardization, efficiency and most importantly to improve the level of patient >0 N N N N N N S8 S8 & S G S 06 o6 oo (1F|§u.rle 8)". This includes: Process Redesign ~ Management Time
safety for all lab services. Ty - T ::' D T N O (N O Y ::' e - Faliire COSts Decreased Capacity Report Preparation
. 8 QS F = 2 - 2 & o 2 A 8¢9 S Z s 2 - Z 2. Apprals.al costs Reputational Damage Employee Turnover
M ate rla IS & MEthOdS 3. Prevention costs> Complaint Management Compromised Patient Safety i

A number of approaches were utilized in the organization-wide journey to CAP 15189 Flgure 6. Monthly Cost of Poor Qua"ty
beginning in September 2012. A formal quality manual was written in compliance with the 1/1/2013 = 8/31/2013

ISO 15189:2007 standard, which addressed all aspects of establishing and maintaining an RESU |tS 5250,000 Conclusions
effective Quality Management System (QMS) utilizing the 12 QSE framework. All staff were
trained and tested on this manual to facilitate understanding and to encourage buy-in for
the quality program from Director to Bench Technologist level. A graphic depiction, or

The laboratory was successful in gaining and maintaining CAP 15189 accreditation.
Performance on QSE consensus heatmaps is shown in Figure 3. This initiative resulted in a $200,000
45% decrease in the number non-conformities (events), a 70% reduction in the Cost of Poor

1) The QSEs provide an effective quality framework for use in conjunction with ISO 15189.

“map”, of the .components of the QMS was de\{eloped, presented and poste.d |n gach Quality (CoPQ)/event and an 84% decrease in overall CoPQ from 2012 to 2013 (Figures 4-7). 2) !—Ieatr.naps, internal auditing and qu.alit.y metric deve!opmgnt are effective ways to
laboratory section. Two committees were responsible for all CAP 15189 related initiatives, $150,000 - identify and track progress for quality improvement initiatives and CAP 15189
which were established and led by the Quality Manager. The Quality Council consisted of accreditation efforts.
Lab Section Directors and the Quality Improvement Crew (QulC), consisted of staff and Figure 3. QSE Heatmap Performance
supervisor level volunteers from each Lab Section. Thorough training on the ISO 12/1/2012 _ 9/1/2013 $100,000 |+ —— L 18 3) Peer auditing, ISO 15189 training for all levels of staff and grassroots quality committees
15189:2007 standard was developed and delivered to these committees. Each lab section assist ISO 15189 implementation in the lab by providing in depth knowledge of the
was then required to employ a “train the trainer” approach to share this information in 60 standard and its deployment which increases understanding and buy in.
their respective area. Internal audits were conducted in each lab section by the Quality $50,000 - 2012 Total: $1.331.092.12 — —
Manager and peer auditors against the ISO 15189:2007 standard. Gap analysis reports were 50 o 521n5n;galzg4 — 4) Employee recognition programs improve employee morale and positively reinforce
prepared and issued to each lab section in a formal close-out meeting. Responses and 40 - participation in quality activities.
action plans for all deficiencies were due within 30 days. A formal audit schedule was then >0 e 1D ik bG ER NS TS hE D Th b s v ol B U o
developed to address critical areas of deficiency and repeat findings for Lab Sections. A 30 R R = "; e B N SRR EOE ; 5 o ;' T T I 3 5) CAP 15189 accreditation, although voluntary and costly to implement, provides
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heatmap template (Fig.1), named the ISO Assessment Tool, was developed and deployed to 20 T s s 3> 32 0 24038 35 <« § = significant quality, patient safety and financial benefits to participating laboratories.
assess status and track progress for all components of the ADx QMS framework. Heatmaps 10 Bi IiOgra p hy
were completed monthly by each lab section and the laboratory as a whole monthly until Figure 7 Summary of Results b
the inspection in March 201.3 and then.quarterly thereafter.. Consensus  was reached 0 r Avg. CoQP/Event - 1) CLSI. Quality Management System: A Model for Laboratory Services; Approved Guideline—Fourth
between all lab staff, supervisors, Lab Directors and the Quality Department for all Lab N - T - TN T NC- TN~ TR - T .- T - B N~ CoPQ 2012 Total |$1,331,092.12|# of Events - 2012| 178 201'2 $7,456.88| Edition. CLSI document GP26-A4. Wayne, PA: Clinical and Laboratory Standards Institute; 2011
Section heatmaps. For ADx wide heatmaps, consensus was achieved between all senior \’:]9 \"LQ’ \‘;‘]S‘:’ \’:\,‘:} (LQ \’19 \"LQ ~{‘$’ \"LQ’ {E’ CoPQ 2013 Tota  of Evente - 2013 Avg. CoOP/Event - 2) Internal Organization for Standardization, 1ISO 15189, www.iso.org, Accessed 9/20/2013
managers, including the Executive Director, Medical Director, Lab Directors and Quality \“’ \\f \\f \’\’ \\f \\' \\’ \'\' \\’ \> _ 215 398.04 _ 9g |7VY: oQP/Even 2 209.21| 3) College of American Pathologists, CAP 15189 website, www.cap.org, Accessed 9/20/2013
M At late f Quarterly Quality R t (QQR) developed by t lating th \'q, > v > > © © A © 2 (Annualized) #2138, (Annualized) 2013 $,29. 4)Dawson J. No Time for Quality?: Reasons to reevaluate and reinvest in your lab’s quality program

anagetr. ' emp.a e. or a uaTr er y. ufa\ ity Repor . was develope y ransla .mg e % Improvement - % Improvement - % Improvement - aweor b VB. y quality program.

stated Quality policy into Quality objectives and metrics. Examples of metrics spanning the e Critical deficiencies Meeting requirements Surpassing requirements Cop 849, f 459, 70% Medical Lab Management. QCtO er 2013.
Total Testing Process (TTP) were provided as a starting point for each lab section’s metrics. oPQ # of Events Avg. CoPQ/Event 5)American Society for Quality, www.asq.org, Accessed 9/21/2013




