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Background
• HealthPartners, a large integrated healthcare 

organization based in Minnesota and western 
Wisconsin, operates eight hospital laboratories, 
over 60 clinic labs, and a standalone high-
throughput lab performing over 10 million tests 
annually. In 2021, the laboratory service line was 
restructured to a central leadership team, including 
a Laboratory Director of Quality, Patient Safety, 
and Accreditation.

• Prior to creating a system quality team, our 
laboratories had standardized operational 
processes but lacked standard quality system 
essentials. A standardized laboratory quality 
program is critical to measure performance, 
identify deviations from standard practice, and 
make improvements.

DiscussionResults

Methods
• In November 2021, a gap analysis was completed 

to compare our quality program to best practices 
and assess the amount of internal standardization 
in practice. Clinical and Laboratory Standards 
Institute (CLSI), published literature, and 
interviews with external quality leaders were used 
as sources for best practice. Laboratory leaders 
assessed 37 program elements through a guided 
structured review process. The analysis showed 
areas of moderate variation, major variation, as 
well as gaps compared to both best practice and 
internal assessment of standardization. Action 
items were created, incorporated into the annual 
planning process, and tasked to newly created 
workgroups to address the variations identified. 

Conclusion
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• In January 2025, the program was reassessed, 
and significant improvements were made to 
standardize practices across locations and to best 
practice compared to 2021 (p<0.01). 33 out of 37 
program elements saw improvement, while four 
program elements had no change in the level of 
variation.

• The gap analysis tool is commonly used in 
improvement science to assess the difference 
between an organization’s current state and its 
desired future state. In our organization, it has 
helped clarify and prioritize the actions needed to 
create an efficient and cohesive laboratory quality 
program.

• Laboratories undergoing quality program changes 
should consider using a gap analysis tool to 
identify organizational needs and create a 
roadmap to future success.
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2025 Assessment2021 AssessmentElementProgram Section
NoneModerateQuality IndicatorsQuality

NoneLargeTest UtilizationQuality

NoneProgram GapBenchmarkingQuality

MinorModerateQuality Management SystemsQuality

LargeLargeDaily Management SystemsQuality

Program GapProgram GapLeader Management SystemsQuality

NoneMinorAnnual Planning ProcessQuality

MinorLargeQuality Manual/ CharterQuality

ModerateModerateQuality Plan AssessmentQuality

NoneLargeInternal FTE SupportQuality

ModerateLargeExternal FTE Support/ ProgramsQuality

ModerateModerateIQCP ProgramQuality

ModerateLargeCLSI Membership and ParticipationQuality

NoneLargeEvent ReportingPatient Safety

NoneLargeEvent ReviewPatient Safety

ModerateLargeEvent Trend Analysis/ ReportsPatient Safety

NoneLargeAccrediting OrganizationRegulatory

MinorModerateDocument ControlRegulatory

NoneModerateMock Surveys/Self-inspectionRegulatory

ModerateLargeCompliance Monitoring/AuditsRegulatory

MinorModerateFDA ReportingRegulatory

NoneLargeAccreditation ReportingRegulatory 

NoneLargeLaboratory-Developed TestsRegulatory

NoneModerateStudentsEducation

MinorLargeCompetency AssessmentEducation

MinorModerateNew Employee OrientationEducation

MinorModerateEmployee Right to Know EducationEducation

NoneModerateCEU RequirementsEducation

NoneModerateCEU SupportEducation

ModerateLargeCareer DevelopmentEducation

MinorLargeEnvironmental Safety (Chemical, 
Ergonomic, Biological)Staff Safety

MinorLargeEmotional Safety (Workplace 
Violence, Culture of Safety)Staff Safety

MinorLargeGrants/ Research PartnershipsResearch

NoneProgram GapDashboardsData Analytics

NoneProgram GapScorecardsData Analytics

MinorProgram GapLIS OptimizationInformatics

ModerateLargeLIS Modules (i.e. QC module)Informatics


