Achieving Inspection
Preparedness in the
ISO 15189
Accredited Laboratory

Objectives

Identify strategies commonly used to prepare for
inspections

Describe how software can be utilized with inspection
checklists

Describe how the use of software can improve the
efficiency, effectiveness, and overall continual
preparedness for inspections
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WAvera McKennan Hospital &
University Health Center

A 545-bed tertiary care hospital in Sioux Falls,
South Dakota

Avera McKennan is an integrated health care delivery
network, providing a full continuum of care in 115
locations in 50+ communities

Avera system, the health ministry of the Benedictine
and Presentation Sisters, is a regional partnership of
health professionals who share support services to
maintain excellent care at 300 locations in eastern
South Dakota and surrounding states.
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Avera McKennan Laboratory

Hospital based + reference laboratory
Average 144,000 reportable tests/month
1.7 million reportable tests/year

Lean 2004

Accreditations/inspections include CAP, AABB, FACT,
FDA, Joint Commission, ISO 15189

First hospital based laboratory in U.S. to achieve ISO 15189
accreditation through CAP 15189 in 2008

MLO Laboratory of the Year 2010

First Laboratory in U.S. to undergo assessment for 2d
accreditation cycle CAP/ISO 15189
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Winspection Preparedness —
Historical Perspective

Scheduled inspection - knew exact date
Primarily a management duty
Procrastinated until weeks/days prior
Panic set in

Read checklist - may/may not have handwritten in
“answers”

Crisis mode in days/hours prior
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Shift from Reactive to Proactive

| o

Newer supervisors, technical specialists began
preparing more in advance of announced time

Notebook or 3-ring binder with checklist and answers
Unannounced inspections improved preparation

Evolved to binder with printed copy of downloaded
checklist complete with typed in answers and
documentation for each question

Time consuming upkeep of binders
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Investigated Use of Software

Fall of 2010

Maplewood Scheduling Software

Introduced to additional software available -
Maplewood Inspection Ready

Did not require capital expense

Available on internet, not requiring additional server
Software maintenance by company

Software development “continual”

Web based - available anywhere
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InspectionReady

Checklist Manager

Checklist

| License site | inspection | checkiist | Requrement | autnor |

View Checklists By License Site

License Site: Main Lab
Laboratory General

|Ma|r| Lab

Save New Delete Report

Push All Requirements To

Loaor MAPLEWEDD SOFTWARE.

Traditional Craftsman ship for the Digital Future

L) A4BB Stem Cell

[ A1BB Transfusion

[} Anatomic Pathology

[ chemistry and Toxicology
[) cytopathology

[} Director and Quality

[} Flow Cytometry

[1) Hematology and Coagulation
[1) Hematology Coagulation (hist)
) Immunelogy

[ 180 15189

[) Laboratory General

[ microbioloay

[ microbiology Molecular

) Molecular Pathology

) Point-of-Care-Testing

[ Transfusion Medicine (AABB)
[ Transfusion Medicine (stem)
[ urinalysis

a Checklist

Laboratory General

[show] Checklist

Checklist Id *

Agency
Binder
Laboratory General

Laboratory General

Department

ckio set..
License
[not sef]
Checklist Folder
Laboratory General

Title

Laboratory General

Document
Laboratory General

General Checklist Team

‘a Author

[show] Author.

Inspection schedule

‘a Schedule

[show] Schedule |
1

061772010

‘a Version

[show] Version |
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o | (Ghsckist | Recurement

[Search By 1d v [ save | [Previous | [ Next | Current Status: Confirm Change To
| \ _
) GEN 10000 “ Response The laboratory has a documented quality management (QM) program. [show] Response
[ GEN.11226
0 GEM.12258
ﬂ GEN13022 /? GEN.13806 Phase 2 Complete - Yes |+
) GEnA3806; < |
) GEN 15354 The laboratory has a documented quality management (QM) program.
[ GEN.18902
[ GEN20100 )
) GEN.20208 NOTE: There must be a document that describes the overall QM program. The document need not be detailed, but should
) GEN.20262 spell out the objectives and essential elements of the QM program. The QM pian may be based upon some reference
) GEN.20316 resource such as CLS/ H301-A2, GP22-A2, or GP26-A3; the [50 8000 series or [S0 15189; AABB's quality program; CAP's
[ GEN.20248 quality management publications; or it may be of the laboratory’s own design.
0 GEN20384
S GEN 20385 Compliance Notes Update Notes
GEN.20366
[) GEN.20367 VES
) GEN.20368
) GEN.20369 S0P-Quality Management System Plan ADM.001
d GEN 20371 Relevant Documents
D
GEN. 20372
[ cEN.20373 Document Directory Description Hew
() GEN.20374 & 11e: )
[) GEN.20375 flediQILablLab aster Policies & QiLablLab Master Policies &
S0P Procedures/Admin QA Management
[ GEN.20376 ProceduresiAdmin QA Edit Remove
ADIM.00T  Policies/Quality Management System Plan h
[ cEnZ0377 Management Policies
) GEN 20425 ADM.001.PDF
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[ GEN 12258
[ GEN.13032
() GEN;13806]
[ GEN.15354
[ GEN 16902
[ GEN.20100
[ GEN.20208
[ GEN.20262
[ GEN 20318
[ GEN.20348
[ GEN.20364
[ GEN.20365
[ GEN 20368
[ GEN.20367
[ GEN.20368
[ GEN.20369
[ GEN 20371
[ GEN.20372
[ GEN.20373
[ GEN.20374
[ GEN 20375
[ GEN.20376
[ GEN.20377
[ GEN.20425

_ “ Response The Iaboratory has a documented quality management (QM) program. [show] Response

GEN.13808 Phase 2 Complete - Yes v

The laboratory has a documented quality management (QM) program.

NOTE: There must be a document that describes the overall QM program. The document need not be detailed, but shouid
spell out the objeclives and essential elements of the QM program. The QM plan may be based upon some reference
resource such as CLSI HS01-A2, GP22-A2, or GP26-A3; the 130 8000 series or 130 15188; AABB's quality program; CAP'S
quailty management publications; or it may be of the laboratory's own design.

Compliance Notes Update Notes
YES

S0P-Quality Management System Plan ADM.001

Relevant Documents

Document Directory Description Hew

@ﬂle Q:NLabilab Master Policies &
laster Policies &

S0P Procedures/Admin QA Management Admin QA Edit Remove
ADN.00T  Policies/Quality Management System Plan
Management Policies
ADM.001.PDF
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Avera 7
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Sioux Falls, SD

Department of Patholagy & Laborawry Medicine
SECTION: Administration/Quality M

POLICY: ADM.OM

LASTREVISION: 10/04/11

QUALITY MANAGEMENT SYSTEM PLAN

PURPOSE:

To assure quality patient care, the laboratory at Avera McKennan Hospital provides quality
services through an all-inclusive quality management system which includes Process Excellence, a
combination of Lean and Six Sigma. The Quelity Management System (QMS) is a systematic
precess-oriented approach to quality. The QMS plan includes all phases of laboratory festing
including the pre-examination, examination and post-examination processes (also known as pre-
analytical, analytical and post-analytical ). The QMS integrales all system processes for continual
improvement and risk reduction, ensures that the laboratory runs efficiently and effectively, and
thus assures the quality through the entire process of delivery of laboratory services.
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Documentation - Attach vs. Link

Attach - imports copy of actual document as it is at
that point in time
Link - links to document location

Revisions can occur to documents

Automatically links to latest edition

Always up-to-date

Works for Websites, SOP’s from other departments on
company intra-net, etc.

Documentation all in one place

SOP’s - policies, procedures

Process flow charts

Forms

Examples (Can scan in, then link to)
Sample reports
Completed maintenance worksheets
Meeting minutes
Photos

Web pages
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WEnsuring that the work gets
completed

Assign to specific individuals by entire checklist or by
checklist clause

Schedule - date assignments go out and deadline for
completion

Once assigned - access available through calendar or
through accessing checklist through website

Can include documentation - everything in one place
Ability to track completion
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WAssign checkli
updating through the software

+ = ] B FFind
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Respond Adtions Junk E-mail & Optiens £l Find

Maplewood Software [mal @maplewoodsoftware. com]

Sent: Sat9/10/2011 1:45 AM
Cheryl Widermuth

Subject: Task Reminder

Cheryl Wildermuth,
The checklist requirements are ready for you to complete.
click on link to complete them: 4.1.1 -

https://toml.maplewoodsoftware.com/ESS/CalendarWorkerDutyPk=-2147326848

Thank You!
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+|[2011 & [Show | [This Honth Tuesday June 14, 2011 CAP checklist

Wednesday Thursday Friday Icon Document Type Starts. Deadline

GEN 10000 COTPliENCE 4, 1 05/16/2011
Document

GEN. 11220 Compliance 2011 05/8/2011
Document

GEN 12288 Someliane= 2011 05ME/2011
Document
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“Many additional features —
Example “Search”

YES

SOP-Proficiency Testing Program ADM.063

Relevant Documents

Document Directory Description New

&ﬂle:ﬂiQ:J’LabiLab Master Policies & QALabiLab Master Policies &

S0P Procedures/Admin QA Management Procedures\Admin QA Edit Remove
ADM 063 Policies/Proficiency Testing Program .
Management Policies
ADM.0B2.PDF

Matching Requirements Search

|Deparlment Id Title New
|“ Response History ~ CRettedal@aApr 11 2011 11:52:34:670AM [show] Response History
L 1
‘“ Author GEN.12258 [show] Author|
‘“ Schedule Inspection schedule [show] Schem-el
L 1

‘e”ﬂmﬂ"” [show] “P_'i.'im!’_'il




Safme question on multiple

checklists - compare & standardize

7 dh v Page = Safety v Toos~ (@~

Match Multiple Requirements £ L e
Checklist Requirement b
[ urinalysis URN.10650 more
[ Hematology and Coagulation HEM.13466 more
[ Flow Cytometry FLO.13540 more —
Iscription New
[ microbiology MIC.00550 more
Edit Remove
[ molecular Pathology MOL.13466 more
Search
[ microbiology Molecular MIC.00550 more
Hew
[ point-of Care Testing POC.03366 more
Ei] ¥
[ Hematology Coagulation (hist) HEM.13466 more
[show] Author
O chemistry and Toxicology CHM.10433 more
[show] Schedule
[ immunclogy IMM.16466 more
[ Anatomic Pathology ANP.22994 more

“Another feature =

Response History

YES

S0OP-Proficiency Testing Program ADM.063

Relevant Documents

Document Directory Description New

& file:lia /L abilab Master Policies & Q-\Lab\Lab Master Policies &

S0P Pm.cs.!duresmd.mm QA M.anagement Procedures\Admin QA Edit Remove
ADM.DB3 Policies/Proficiency Testing Program
Management Policies
ADM.063.PDF

Matching Requirements Search

| artment Id Title Newl
‘“ Response History ~ CRettedal@apr 11 2011 11:52:34:670AM [show] Response History
| 1
‘ﬁ Author GEN 12258 [show] Author
‘“ Schedule Inspection schedule [show] Sl:h(si-e|
L 1

‘“magﬁs [show] “e55uje5|
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Ability to track edits

“ Response History  CRettedal@Apr 11 2011 11:52:34:670AM

CRettedal@Apr 11 20711 11:52:34:670AM

YES

S0P-Proficiency Testing Program ADM.063

CRettedal@Feb 10 2011 12:56:46:140PM

YES

Proficiency Testing Program ADW.0G3
Click to open ADM.063

Only part of the story...

Quick overview of a portion of software
Next steps for us

Entering our employee orientation and training
checklists

Utilizing for our employee competencies
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Reacted?
AABB

Brief review - very paper oriented
CAP LAP
Utilized
Positive feedback
CAP/ISO 15189
Viewed
ISO assessments not “checklist” based
ISO assessment process and staff interview
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" Lessons Learned

We think we could have done better
Communication to those responsible for checklist
completion

Difference between “attach” and “link”
Paper checklists would no longer be maintained
Required to convert to software version complete with
appropriate documentation
Sign-on for assessors
Issues with being logged out of checklists due to hospital’s
tight “time-out” settings
Create temporary assessor log-ins and passwords




Lessons Learned
What we did well

Design and standardization of how checklist
requirements are to be answered

Implementation and roll-out to staff through inservice
and use of tutorial with screen prints

Timely completion of checklists

Positively received by staff, liked ease of use, and most
saw benefits to change

Successful CAP, AABB, and ISO/CAP 15189 inspections

~ Summary

Easy to use, intuitive, quick learning curve

Increases accountability
Improves checklist maintenance/decreases time
Available at any time/anywhere

Less reliance on key individuals being present at time
of inspection

Easy for management to track completion
Totally electronic - assign access and review at will

COmeI't of knowing that you are truly prepared
and always ready




Questions?

Cheryl Wildermuth, MS, MT(ASCP)
cheryl.wildermuth@avera.org




