Using Our Lean-Based Deviation Management System to Identify,
Trend and Prioritize Defect Resolution in Your laboratory
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Learning Objectives

1. To design a defect management system to identify, trend & drive
improvements from the level of the bench

2. To empower employees to root cause from the level of the bench and promote
the Deviation Management [DM] System

a. By customizing the Deviation Forms

b. By embracing the organizational structure for resolutions

3. To promote waste reduction and improve safety by mitigating risk to patients
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ABSTRACT

Ohjecrives: To develop a business subsystem _fulfilling
Thrernational Organizarion for Standardization 15189
norcoformance managernment regrlarory standard,
Sacilitaring emiplovee engagerment in problem idenrificarion
and resolurion ro effect guality improvernent and risk
mrifigation.

Methods: From 2012 ro 2006, the integrared laboratories
af the Henry Ford Health System wused a guality techinical
ream o develop and improve a mianagerment subsystem
desipned to identify, rrack, trend, atd sumimarize
noncotformances based on fregquency, risk, and root cavse
for eliminarion at the fevel of the work.

A business system is defined as *a set of detailed
methods, procedures, and routines created to carry out a
specific activity, perform a duty, or solve a problem.”" In
most business systems, strategic opportunities and desired
improvements are expected to be defined at the top of
the organization and cascaded to the operational lewel
of work for execution by managers. In the Henry Ford
Health System, we have used Lean management as our
business system over the past 12 vears to achieve not only
a top-down but also a bottom-up approach to deliver
on strategy deployment and continuous improvements
throughout our laboratory product line. To function as
a business system, Lean requires a series of management
subsystems that guide human behaviors toward expected
outcoImes.

Management-Subsystem?guestAccessKey=9bec2cb6-70e9-4121-a306-6¢c57114b9495
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Henry Ford Production System

What is it to be Lean?

Lean is the basis of our management system that empowers our culture
of continuous improvement

What is my role here?

To achieve our system goals and improve operations every day
e Goals are managed by leadership and

 Daily improvements is managed by the entire workforce

What is employees empowerment?

Is to embrace the values, tools of improvements and problem solve as
expected within the system of work to improve the work continuously

LQC- 2017
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Our Philosophy that Promotes People

HEMNRY FORD PRODUCTION SYSTEM

VALUE
Quality, Cost, Time

The Henry Ford Way

Respect for People Continuous Improvement
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MAMNMAGEMEMNT SYSTEM HUMAN DEVELOPMENT TECHMICAL TOOLS
: B — ' QUALITY PHILOSOPHY e —

Motivated &

Each patient trusted people Continuous ; i " Never pass

2 solving improvement Assume nothing = Sofont

i 5 s | a defec

customer first problems in from the level Go and see!
empowered of the work
teams
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Standard W T€ach me 1
Connectioi  NOW to .
Pathways ~ IMProve it

5S

Visual workplace
Continuous flow
Pull production
Kanban

Just in Time

Load leveling
Batch size
Mistake proof

Tools of

Our Lean Culture of Empowerment

Improvement

3  Managemen

/

e Team leader system

e |Improvement management- PD\
e Coaching and human developmei

\

t Sys\ems
e Hoshin Planning/Policy depl. ‘ment

e Deviation management

e Daily management

e Document management

e Audit system

e Management review system
e Quality. Management_ System

Customer 1% I'm
Continually dey  trusted &
valuable resor-  €xpected
Continu~ ..npro\,EO 20

Fr=_.. the level of the work
Blameless management

Cultural
Philosophy

(kata)
-ata)

My

manager
lives it



Lean System to Facilitate Continuous Improvement

from the Level of the Bench

All
Deviation Management Defects

Audit System

Development Share the Gain H N'dezt'f‘; Defects
; on Contormances i
System Learnings Daily Resolution ‘ Dally
/ Management
policy, procedure,
Document document control .
Ongoing
Management ;
PDCA Daily
Countermeasure
Standard Work, continuous
Connections,
. mprovemen
Coachlng Pathways proveme

PDCA-A3
Resolution

System Team Leader
Facilitation

Improvement
Management

Customer-Supplier
Communication
at level of work

Team Leader

System
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Our Lean Organizational Structure

Find Your Role

Leader/Manager Leader/Manager

Team Team Team Team
Leader Leader Leader Leader

Work R Work N Work R Work Work
cell 1 cell 2 cell 3 o=1[F“88 | Product




The Responsibility in the Structure

Team Member Duties
Daily:

Identify defects and document on deviation management forms

Identify defects/gaps in policies, procedures and standard work and report to your team leaders and manager
Complete daily logs and document corrective action when needed (e.g. Temperature, QC, maintenance logs)
Complete 5S Checklist as assigned

Update Daily Management Boards as assigned and be present at daily huddle

Collect data on process improvement A3s your are involved in

Notify defects/gaps in Inventory and Kanban and notify the team leader

Weekly:

Discuss with deviations with your team and team leader

Brainstorm the root cause of defects and suggest corrective actions to team leads and manager
Document your process improvement on the paper A3 form

Post A3 forms in the work area

Monthly
Present your A3 at Share The Gain (STG)

Periodically
Be ready to rotate to an alternate team as required by management

LCQ-2017
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Defining Defects

Poor Quality of
Products or \
Service Customer
| Cowplaints
- N That makes YOU:
e 2o Stop your work & rework to correct - .
ﬁw##*% T Reject & ask to redo : SaiiE

Defective Products Return it to sender to verify information < Dissatisfied
Delay your work to fix it yourself with my experier
Not pleased, could be better

E“- Hurting someone due to
diagnostic errors
LQC- 2017
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Terminolog

Lean Standard: ISO Standard:
Any product/service that Any product/service that
does not meet the does not meet the standard
customers expectation in all phases of testing is a
IS a Non-conformance
Defect or Waste (Deviation)

Defects = Deviations = Non-conformances

LQC-2017
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The

WHITE BOARD
The Start
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White Board - Visual Worklace

e
Types of Waste Root Cause Analysis 4 Rules of Work Leader

7 Types of Waste Root Cause 4Rules of ign HFPS Process Improvement Procedure
e B T
Waiting — wasted time between steps A oroduct Peopte [R ule 1 - STANDARD ACTIVITIES | Identify Defect ,
Defects — process & product mistakes [y [P — Il work p to ine m, ontent, sequence, Wed n esd a S
i - e B Srral . Do P . b Pt St W Iimlng Iocaﬂon & & pemcl utcome (how do you do your work) ' Share the Gain L y
Transportation — unnecessary o — — . oot ot Daily Resolution |
movement of material & products PR P ———— [EEEEE=TANCARPICGNNECTIONS]| e \C Rapid Fix Words
Ove rproducti on —more than needed [ Frobtem | Connections with c;ear YESINO signals directly link every customer & Cnn":::i:"rs‘ p:!h';‘_a“ O:ggl:g a8
Over-processing — redundant steps, ok et intere ity et . J Of
rework Turmesint Time vty acstin WhYT -~ mcnws [Rule 3 - STANDARD PATHWAYS | Team Leader | SN
h wenteg . Bpact aiaet e - Facilitation H

Motion — unnecessary movement of — w2 B ey s  prodatined, single, simple, & direct flow = == Quality

» C I atl
people | Productivity e S |Rule 4 - IMPROVEMENT & WORKER EMPOWERMENT P’vm.‘u'omm

rocessen
Inventory —over or under stock Workers at level where work s done, gulded by 3 teacher, Improve their
WM WO ng d.

Capture Da|Iy Defects
1. Wrong patient identification
2. Ran out of gloves- size medium
3. Not enough specimen collected for lab test

Daily Resolution of Defects
Rapid (Defects corrected on the spot)
A3 (PDCA analysis and customer-supplier involvement)

Communication & Education
All shifts

(New policy, standard work, hours, competency, quality tool)
17
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1. Not everyone was enthusiastic about
writing their defects on the board

2. Defect follow-up documentation not
consistent and afternoon and
midnight shifts becomes disengaged

3. Defect huddles not consistent &
timely leading to frustration and
became a whining board

Lessons Learned fro

m White Boards
| f\

1. Participation of defect identification
became sporadic over time

2. Documentation of defects/resolution

IS lost [erased] over time & led to no
tracking or trending

3. Missed opportunities for

Improvements



The

Deviation
Management System




Why a Deviation Management System?

* To Improve compliance and ownership of defects
e Consistent feed back to front line staff of their defects

A structured process for defect documentation, tracking,

trending and prioritization for improvements

e Data to engage with external customers and suppliers

LQC- 2017
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Responsibility, Knowledge & Execution of Defects

A Leader/Manager Leader/Manager

e Work
system Work cell2 o4 Work cell 3 -»" Product

w® e o

Deviation Input
Capture by all
workers

Tracking & Tool Kit

Trending Immediate fix or i"_-_l'-'-ﬂdar-:_l Work
Deviations trending with root Connections

: Pathways
cause @alysns s
. . . : : V5M
Prioritizing Corrective/preventive visual workplace

for PDCA action with PDCA Continuous Thow
cycles Pull production

O Kanban

Just-in-Time

Improvement

Load leveling

Batch size
LQC-2017 Mistake proof
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The Deviation Management Process

<0 ompilete 1C
1.All employees to complete a

deviation form with defect details

2. If the defect belongs to you, fix
document and place the form in the

defect bin for huddle discussion

3. If not, place form in designated
bin for appropriate work cell for
resolution

LQC-2017
Slide 19

1. Complete Steps A-H

A) Accession#/ Case #:
B) MRN:
C) Name:

Patient

Case #

demographics or

D) Physician's Name

E) Shift: o Days

F) Deviation Form

Form
Initiated by: N In|t|at0r

ate /Time

G) Defect Originating Site (complete a & b)

a) oHFH b) o ED

o OR (room #)

ocHFWH olnpati
ocHFWBH oOutpa
oHEFMCT oOther |
cHFMG (Site)
cHFEML (Site)

H) Work Cell Affected or/ Cr

Where did it
originate
from?

Clinical Pathology:

o Urinalysis

oCoagulation coHematology
= Phlebotomy o LSC

= Microbiology = Molecular
oSend Outs o Chemistry
oSpecimen Processing o Information
Surgical Pathology:

oAccession oAutopsy obFrozen Rq
oHistology olHC oPathologis
Cytopathology:

o GYN oNon-GY

Which work
cell is
affected?

2. Defect Classification

o Customer Complaint

oOrder Defect

o RL file #

oS

Defect Category

e S ey EAT] Y T | TV d[aTgW(refer to subclass list on reverse piaal-

4. Significant Occurrencefj

o No o Yes = Name of superv

Classification Code

5. Describe Occurrence:

Describe the defect as encountered

6. What was the Resolution?

oImmediate Resolution

0 Root Cause with A3 Form

What is the Immediate Fix and was it
communicated to form originator?

Team Leader (Lead, Supervisor, Manger) Complete Below

oFeedback to Deviation Form Initiator o

Leadership Close- out (Initials):

Date:

Feedback to Pathologist (if applicable)

Deviatjion Excoll Troaclodf-

(AP) Return slide to: o Pathologist 1 File Room

Tracking # for documentation




Forms Customized per Voice of Customer

1. Most commonly used defect codes 3. Work cell identified for defect resolution
2. Immediate Fix performed

SRSl Pathology & Laboratory Medicine

Pla la ere /Pat Info: W QCC-PALM-8.1-pro-sbf3 Deviation Management for Pathologist
Flace label here /Pat Info: - Dl ] 05T PATET AP VDK PRODUCT AN QLT ASSUICE OOUNENT Profelod o Ptent et sty mprovenen ct o 2

1. Dl'derrlng Dr. ?::‘Dr&oerglscfgsfL‘l"rﬂ?‘i’nmmmnﬁmDEsnG'rEEoFTHIE'iinBthnLernmen'rEE?" T

2. Clinic )

3. Tech initials Pathologist

4. Shiftt oAM oPM o MN

. v Describe Problem Work Cell
Jd E————— ase

What was the _What is the defect? Choose one LSurgery/client
|mm?:d|ahe resolution? JO37 Clinic vs lab collect Part type L Frozen Room
0 redited Accession
[l Called to Clinic gggg :i,o Lab Orders Your Name EGrossing
0 Clinic closed, reordered rong test ordered U Histology
[ Other OS4 QNS Today’s date S HC

O027 Cancelled by Epic/HIS U Residents

COO36No collection date and time 1.1f Urgent case please give. to AP Manager URGENT Closure L Cytology

C0S6 Clotted 2. If Not urgent - place in deviation box (Patholagy hallway) Q Yes _ Autopsy

- 1 O51 No spec ID/funlabeled AND Please check one: d NO ulT
W aos7 HEH‘IDWZEd 3 1 am requesting final feedback
0021 Other 4 | am not requesting final feedback
Il. Supervisor or Manager Manager/Supervisor
0 OK immediate resclution 1 Sentto: Class/Subclass Resolution
0 Added to Deviation Excel 1 Other
[l Does Root-cause qualify [1 Feedback to lab staff
for Al/deep dive (Y/N) I 0 Closed-out fa— —
— | I
-:_\_‘_‘.—‘—\-.-'—'—'_'_ S . .
Comments: : |Tl'racker # NOTES Documentation in DM
1. ExcelTracking#
2. Closed with Pathologist, if requested
— - o skosny Distec O ey 2015 I:IYES DNO

< ZUL7
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Defect Classification Codes

Testing Defects

Report Defects
Complaints
Radicalogic
Safety/
Environmental
Daily/WKly Act.

LQC- 2017
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Pre-
analytic

Analytic

Post-

analytic

Order Defects{0)]

01- Pabent NameMRN
mismatch

(02- Other |dentifier issues
(Diate of Birth

(13- Test name

O4- Test Code

(05 Diagnosis

06- Diagnostic codel|CD

Q8- Wrong part type
010 Part type not
accessioned
011- Laterality incomect
(changed from Laterali
Switched) o
(12- Case assigned to
incomect pathologist
13- Incomect specimen
cass fype
014 Visual contol not used
[iwhen required]
015 Order recenved without
3 specimen contamner
015~ Requisition not

ed

SCANN
17- Type of specimen
missing incomplete

18- Incomect procedure
date

018 No dlinical hi

20 Incomect mb:s."wgg
021- Other

(J22- Wrong test ordered
(023 Test NOT ordered
(J124- Regisiration |ssue
{Dermographics. ranscrption
efmon

1
025 Duglicate

(27 - Canceled by epichis
(28 - Wants us to add-on
(028 - Add on Work around
(030~ Order did not transmit
(331- Mo Sign off by RN
032- No ADT label

(033 - Surgery time

(034 - Specimen out of
SEqQUENCE

(35 Laterality Missing
(035 No Time or Date
Q37- Ciinic vs Lab Collect
(J138-Test not “collected” in

Epic )
(032 Order not placed in
Epi

ic
(O40- Specimen Descniption
Diiscrepancy

045 Specimen received but
no test requested

046 Order Expired

047 Case assigned to the
wrong pathologist

048 Cirder mishanding due
to Blug information

042 Duplicate RTG
cancelling in 50

050~ Add on order not

Specimen Defect (§]
S1- Mo spec IV unlabeled
52- Inadequate sample ID
53 Mo sample

4 Chuantity not sufficient
{QNS)

55 Wrong container

56~ Clotted sample

57- Hemaolyzed sample
58~ Inappropriately tmed
sample

5B8- Specimen nitially NOT
fved

510~ Crther

511~ Irnproper
handingfransport/storage
512- Contaminate (2.g. |V,
TPN)

514 Improper tube type
drawn for test request

315 Mislabeled specimen
container

516 -Suspect Anti coagulate
contamination

517 -Poor Quality Specimen
518 -Mo DateTime on
SPECITEN container

518 — Specimen collection
container b

S20- Specimen Spiled

521: Specimen leaking
522- Unable to locate

SpECITEN

523: Patient refused
specimen collection
524 exassive numiber of
specimens collected

525 Specimen rmishandled

526 Specimen mis-
collected due to incomect
Elug information

527- ADD-On Specimen
QN3

528 Specimen
storediracked without being
tested

528 Specimen stored n 3
location different from

aliquoted for send out
531- Specimen aliquoted &
AMS fior testing

532- Specimen is too old to
be add-on on to

532 Specimen received
after delay is an is oo oid for
test

M- imen container is
overfilled
535 Aliquot or decant not
mmade for testing

536 Spomen container is

FEUMEMENts Missing
10- Inadequate blocks
T1- Missing or extra blocks

tich

18- Embedding‘onentabion

Cassette Mis-id
1- Processor not run
- Mo coverslip on slide

3- Mot on changed sides

37 - Tissue not taken for
tudies (FTB,CYTOGEN)
33 F5 Shides labeled
ncomect

¥
20 -Testing Repeated
4] -Contamination during
esting
41 -FreezerFndge alaom
T42-Instrument Downtime
T43 -Equiprment’ Instrument

maffunctions
T44 -Technique Emor
T45-resuiting in wrong

procedune
T48-Communication Failere
resulting in wrong specimen
processing

T47: Missing band Length
T48: Karyotype/image

MiSSi et
den'orga%hxcs

T43: Karyotype/imags has
incomect patient label1D
TE0: Karyotyps issues

T51: No Karyotypeimage on

TET- Cut sections too thick
T58- Folds in secticn

T53- Holes in section
TE0- Bubbles on slide
T&1- Microchatter or
enetian blind effects n
sections

TE2- Fragmented, cracked
or tom section

TE3 sechons

Té- Brite sections.

Shides not received by TES- Poor staining quality
ogist Téi- Desired structures
Wirong special poorfy of not demonstrated
stanHC

© 2017 Pathology and Laboratory Medicine, Henry Ford Health System

TET7- Nonspecific staining
ohscures desired stucure:
Ti- Uneven staming
T Heavy precpitate
abscures fissue

T70- Light nuclear stain
T71- Dark nuclear st
T72- Cytoplasm of counter,
stan oo light

T73- Cytoplasm or counter
stain too dark

T74- Excessive background
staning

75 Weak staining

T78- Block net infile
T78- Slides ot in fle
TE0- Block misfled
TE1- Slides misfled
TE2- Block andior lides
unable to locate

TES- Tissue lost in

processar

T84- Tissue lost at
embedding

TEE- Processor not loaded
notmn

8- Tissue does not matc!
gruss deserption

T&7- Blockislides dozs not

ping

TE2- Batch log not edited
T8E-HC stain delayed
TH0- Recut order not on

Reatl

Tél- Du?me Recut order:
TH2 Slides not cut

T3 Slides not received by
special stans

T8 Slide not received by
HC

TES Siides places nwrong
testing area

T8 Slides sent to the wron
lab loeation

T Slides defivered to he
wrong pathologist

TE3- Partial case delivered
o pathologist

Te Blockicassete put
through cleaning cycle
T100- Misrouted paperwork
needed for festng

Ti01- Testing incomplete,
specimEn on pendng log
T102-Wrong shide colored
chosen for hosgital

T103- Tissue Cut Avay
Ti4- Tissue lnaded o

W [FOGESS0r

T‘[g HC. control slid not
used

Tiog-
nterface/communication
&S

Renart Nefacts R

R1-Post-verfication delay in
manual resiifs eny
F2-Falure of results o
7085 computer nterface
R3-Falure to iitiate crifical
vaileaction dert results
call

R4 Difficutt, defayed, faled
affempted critical
value/action dert caf

RE- Absent or incomplete
documentation of crical
value/action Jert cal
R7-Results reported tobe
unavaizble to cinicians
RE- Transmit failure of (GO
Path results to EMR

R10- Cther

R11- Manual eniry emor
Ri2- Autp validation /
nterface Middle ware

Ri3 Reaults are
inconsistent with history
R4 Resut Modficaton:
‘Specimen over diued
dunng testing

R15 Resut Modfication:
‘Specimen not diluted o end

pait
R18 Resutt Modfication:
Specimen diution
calculation incomect
R17 Resuit Modfication:
manual keystroke emor
R18 Resut Modification:

2 Clinician ofher
CAPatient complaint about
watt time

(5 Patient complaint about
sefvice level

C3- Patient complaints
about report TAT

C7- Patient complaint about
report

(& Pathologist complaint
about TAT

4 Clinician complaint
about ADD-ON TAT

RadicaLogic (RL!
FL1- Benavior

RL2-
RL3- Miss-I0 (Extemal)
SafetylEnvironment:
Non-Radical ogic
Issue (SE!

SE1-Concam
SE2- Ergonomic

Billing (B]

B1 Billing issue: Mo Part
Tipe

B2 Bling issue: Wong Part
Type

B3 Billing issue No HAR in

B4 Biling issue- Wrong Dt
e

nstument TSN BT o Senyi

R19 Resutt Modfication:
Result filled under an
incomect acoesson number
orCID

- Typographical Emor

B Bling issue: Wrong CPT
Code
B Billing issue- CPT Code
BT Billing issue: No CPT

e

identified prior to the release (o

of resuits

F21 Test not resuifed test
ot fisted on specimen labe!
R22: Copy to provider not
listed in regart

RZ3- Amendment do to
misntepretation

R24- Amendment do to
misidentiication

R25- Amendment do fo
specimen defict

PR3- Amendment do to

g
- Resuft autoverified

before technologist
intenvention

R23- Reaulttypo

PR29- Dilution Incormest
technical or 50 process
R30- Dilution not entere into
insfrument or 50

Complaints [C)

C1- Clinician complaints
about TAT
C2-Clinician complaint

ahrast ranert

B8 Biled Client instead of
insurance

B Biling nsurance instead
of client

B10 Biling is inconsistent
between LI3 systems

B11- Other Biling defect
B12- Billing info missing

Specimen Transportation
5

gn

3T1- Nomanifestf
fransport batch sent with
Specimens

3T2- Specimen nat listed
on manfestransport
batch

5T3- Specimen type not
noted on
manifestransport batch
5T4- Specimen marked
on ranffestiransport
biatch but not sent

5T5- Manual Specimen
manifist sndng ste
information incomplete

ST8- Incomect specimen
type checked of on
manifest

ST7-Outof Date Manual
Manifest sent

5T8: Sample s misrouted
5T4 Specimen transport
delayediate

ST10- missed specmen pick
up

5T11-out bound slides not

picked up

ST12- Batch pick up late
5T13 Batch drop offlate
ST1LPbsg1 off on batch

pick up

5T15- no sign off on batch
delivery off

5T18 Batch not received
ST17-Bateh not sent
S5T18 Batch not sealed
5T18- Batch not scanned
scanner not working
5T20- Batch not scamned
other

ST21- Batch incomectly
packed

ST22-MoBatch | Don
Batth

5723 Dioors locked
specmen could not be
picked up &t sending sie
ST24 Specimen delivered
to ncormect laboratory for
tesfing

ST25 Cther Specimen
Transportation Defiect
STE“ﬂ-pge-mwd SPECITEN
not documented

DailyWeekly Activities
OW1-55 not completed
DW2- Communication nok
documented

DWW 3-nstument
Maintenance not completed
W 3-Instrument problem
log not completed

W4 Temperature log net
completed

W3- PT Falure dencal
emr
DWG-PT Falure Technical

emr
OW7-FT Falure
nrstrument emor

W8 - PT Falure Crher
W8 - Crher Dafy\Weskdy
defedt

W10 Unable to make

phane contact with a

d t (no answer)
1- Communication

breabdown

DWW 2- Cieaning not

completed



Defect Classification Categories Expanded

Ordering
Specimen

Testing

Reporting
RL
Complaint
Safety

LQC-2017
Slide 22

ner Voice of Customer

. 125

Ordering
Specimen

Specimen Transportation

Testing
Reporting
Billing
RL
Complaint
Safety

Daily/Weekly Activities

. 280



Weekly Huddle for Resolution

1. Weekly review of defects

2. Defects & resolution posted for

follow-up and lessons learned

3. Discussion of root causes,

corrective/ preventive action

CQT=ZUT7
Slide 23




Documentation I1n Standardized Excel

Step 2: Enter & document detalls in spread sheet

CONFIDENTIAL PATIEMT SAFETT wORK PRODUCT AND RUALTY AZIURANCE DOCURERNT. Protected under the Patient Safety and Guality Improvement Ack of 2005 and the following Mistatutes: MCL 333.21513;

i 2015 5321515 3EE20T5(5); 33001450, 53155, 3531532, 3531555 and 335, 534, DO NOT DISCLOSE UMLESS AUTHORIZED BY & DESIGNEE OF THE HFHS BOARD GUALTY COMPAMTTEE
| 5 | January
B . . eviation Description {Choose whether it 1s an Iiune diate Fix or A3 nter Date Fmahzed m status ce
D D (Cl hetl In hate F; A3 | E Date Fimahzed 1
Defect Information Ongimating Site Information i —_ N
7 Date of ~_then desaibe the deviation W and enter the hyperhnk for the A3
|8 | Inci AP Case # < E : i
> I;];}i:ﬁg ase In:difnts Defect Category Defect Subclass Ciriginating Facility Originating Clinic | Originating Floor Document Immedigte Fiz <.roument A3 (Root C@) Pe‘iilslia;‘;-ml Fma.}ll :;?; rs]j:z.tcmed
#/ALUEI 545 Specimen .Defect: MNon- | 54- Quantity not sufficient Specimens were credited
10 patient ID (OIS
#/ALUE! 157 Specimen Defect: Hon- 26- Clotted sample Spectmens were credited
1 ' patient ID i P R 0] Ot
Specinen Defect: Non- | 54- Quantity not sufficient . . Specimens were credited (coag
#/ALUE! 97
12 patient ID (NS Orlg Inati ng specific UNAC-SHRT) Cause
Spect Defect: Non- 1 . .
#/ALUE! 19 S I~ Hemolyzed sample Sl te Specimens were credited
13 patient I
D f t O11- Patient Mame/MRMN mismatch A I m m ed I at e
e eC Qz- Other Identifier issues (Date o Q
3- Test name FI X
04- Test Code
17 #ALUE! 05- Diagnosis
18 #ALUE ©6- Diagnastic code/1C0 cads
19 EALUE Q7- Practitioner Mame
0 #/ALUE Defect
21 #/ALUE] - :
2 #VALUE] Classification
a3 #aLLIE!
24 #aLLIE!
25 #ALLUE!
25
e ° . ° ° —
— D tat d fter d defect with f t —
% ocumentation IS aone arter aiscussing aerect witn owner 10or root cause
29 N LIS
30 ' aLLIE!
31 #ALUE!
32 #ALUE!
33 #AALLIE
34 #AALLIE
35 #AALLIE

—_——— | na SN R |

4 4 » v\ January Data/ January Summary 4 January Charts ¢ Febrary Data /) Febrdary Summary ¢ Febriary Charts il e e e L e i T L e Ry e e A =W e NElas, | <



Defect Information in Standardized Excel

Step 3: Review & verify details and give feed back to defect originator

-

O1- Patient Name/MRM mismatch A

OZ- Other Identifier issues (Date o

|
3
4 - CONFIDENTIAL PATIENT SAFET T wWORK PRODUCT ARND RUALT T ASFURAMCE DOCUMENT. Protected under the Paticnt Safety and Gualivy Improvement Act of 2005 and the Following Mlstatutes: MCL 333.21513;
"1 -I:]J-:-‘ FE21515; F35.20175(5); 35001450 35155, 331532, 3531.533 and 3335, 554. DO NOT DISCLOSE UMLESS ALTHORIZED B & DESWSGMEE OF THE HFHS BOARD RUALITY COMMITTEE
[ January
f - \ Dewviation Description (Choose whether it is an Tinmediate Fix or A3 | Enter Date Fmalized in status cell
Defect Information Ornigmating Site Information i —_— .
7 Date of then desciibe the deviation in the FIW and enter the hyvperlink for the A3
8 | Incident(s) | AP Case#| #of L . L . L : . A3 Statis: Final A3 scammed
. Defect Catego Defect Subclass Originating Facili Originating Clinie | Criginating Floor Document Tmme diate Fix Dolgment &3 (Root Cause Anal .
d ddimrnlyy Incidents 2y ing y ing ting ® ) Pending Final hyperlinlk
#/ALUE! 045 Specimen _D efect: Mon- | 34- Quantity not sufficient Specimens were credited
10 patient ID (QNS)
Spect Defect: Mon- . .
#/ALLE! 157 pemmen_ srect Mo 26- Clotted sample Spectnens were credited
1" pahent ID
Specimen Defect: Mon- | 34- Quantity not sufficient 5 o - - Specimens were credited (coag R
#/ALUEL | 97 _ _ oot Cause
12 patient ID (QNS) Orlglnatlng Site specific UNAC-SHRT) PDCA
Spect Defect: Non- . .
#/ALLE! 18 pemmenti Et ]e]; a7 Hemolyzed sample Spectnens were credited
patien

Immediate Fix |

Y SLULT 03- Test nandwe
17 #/ALUE! 04: Test Code
18 #/ALUE! 82— g::ggﬂzltsic codefICD code
19 #/ALUE] - Practitioner Marne
Z PALE Defect
2 #/ALUE! . pe .
5 #/aLUE! Classification
23 #/ALUE!
24 #/ALUE!
25 #/ALUE!
% #/ALUE! e . .
#/ALUE!
- She Feedback to defect originator provided by defect owner
24 #/ALUE!
30 #/ALUE!
) #/ALUE!
32 #/ALUE!
33 #/ALUE!
34 #/ALUE!
35 #/ALUE!

Ld
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: March Data J

March Summary
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Defect Summary Iin Standardized Excel Sheet

Step 4: Summarize monthly to monitor trends and prioritize for

| 1]¢€ - -pro-It
| 2| Facliy HFH
3| Dept | Cvtology
] AplE CONFIDENTIAL PATIENT SAFET'Y WORK PRODUCT AND GUALTY ASSURANCE DOCUMENT, he Pati ity Imp ct of 2008 and th [ MEL 332183
i Year -[]l? TGN, ER20MS(E), F30Md5 H3.5H, FH.532, FH.555 and 333, 54, DO NOT DISCLOSE UNLESS AUTHORIZED B & DESIGNEE OF THE HFHS BOARD GUALITY COMMITTEE
15| Month | Jawuary
Jevia Jase Cly
: Defect Information Ongmatmg Site Information Devdation Descrpton (Ch
7 Date of then deseribe the de
|8 | Track# AP Case #
A terdety) ekl wol Defect Category Defect Subclass Ongmnating Facility Ongmating Clinie | Origmating Floor Document Immediate Fi
9 ddimmiyy Tncdent
o - Order Defect: Non- 030- Order did not — _
16
v 1
S Summary
CY L] [ ] L]
e P tized by m
i rioritize anagers
. CY
. ted at k place for feedback
o osted at Wor dCe 10r reedpac
C
2o E d for PDCA
ncouragea 1or
CH
B .
Improvement
Ci
%
crtar| s | eewm | 1| ORI g e ortine EFMCT No date and e
5 pattent ID
crptts| s [ ewwm | g | OSErDESEN s e ortine TFWYH No date and e
7 patient ID
crpits| vons | e | p | CreerDeRENem oo b sonr sode HFWYH Mo dr code prosided
i patient ID
el 1os | e i OrderD.efect: Non- | O41- Specimen Source SFMGNCT Mo part e
P patient ID fHissing
Cirder Defert Man- A4
W v w )\ January Data { January Summary. | Jaruary Charts . Februany Data ) Febriary Sl Febriay chata e e | ¢ B

PDCA improvements

45

E R o o P U R N R R UL i N R T O el el Pt e el el e e Bl = k= 1 L= m ] G B L= 2 IR
TN | e | D0 | B | = || 0 OO " | OO e | O | — | OO (100 | OO e | DO O = | OO D 00| O O e | LD R = T

By Originating Location

o 40
g 35
§ 30
= 25
ot
; 20 42
215 —
210 ] 21
= ? 13 12
g S PR £ === Y=~ N -1 N A A
w B2 g ] - o B £ (1] PO 5 z - ' = E c 2 b -
E EmT = oD EE8w 0T g 28 EtEsE 2z E &8 = g .8
L - = oz == EU'—': “H'E‘Wt“g'_‘-—‘ OQE[_‘ =1 mﬁn_omhg‘“
e FEEBEE ST SEQEHEESERE IO e 2f DELEETESS
me LG %”“En‘:%& SETE5E gWE=EE O o & 2L EE
E" oz & [a IR [ § = o 3 =2
By Subclass code
2015 Janmuary; HFH: Cytology; Summary of Deviations g ozs. wrong collect time/date
W OE- Practitioner code
60 1 @ 313- Mislabeled specimen containier
O036- Mo date or time
s i
g W O3- Test name
E Q@ B 030- Order did not transmit
= O 041 - Bpecithen Source missing
%2 30
5 B O12- Incorrect procedure date
-é 20 O O35- Laterality missing
g B O2- Other identifier issues (Date of Birth)
10
. O31- Mo sample D
7
0+ =} OO7- Practitioner name
I . . —
E g = E E E E‘ g % % % 5 % E B RE-Amendments
[z w 0 Y . .
fr ] T ] : Eg BEoD oo 2 O 0O1- Patient name/MWEN mismatch
=R 5 o= 2 g =7ET 2 Z




Standardized Summary Review

- =R,
_—_—u Ist Quarter Summary
:‘:d-: n@:-!--; = . o S Fepasrn = =
— e Epeaimans e nissess | Dufa st Tarting Figpmrt Dhge F 3mers B Feadica
Wemr L BT E Fagillity (= S S L Drder Defe g o, MHarn- DeFeshrs Creif o s A Carreplmin Safeky
Povient] patisnt | T | potienn o e | R — Dalayed s
e = L rreLyis=} e pmE el
2016 January HFH Sree 57 1 56 s o s 267 52 o 53 o o o
g
2016 Febhruary HFH 51:“'3: 63 e 55 2 0 2 TEO = o 18 o 1 o
1
2016 March HFH 51;“;‘?1"" 4z 3 40 4 1 2 799 43 o 4z 1 2 2
A
Ouarter Totals 163 | e 151 10 1 b 1846 114 o 114 1 3 =z

Summary review documented & presented by managers at Quality Management System mtg.

(changed From Laterality 1 s 5 10
Swivched) 1st OQuarter Summarv Review
gLﬂs-slr:cﬁ;fect Specinmeens 4z 10 52 Measure: Measure: The is blocks
_ . don't ping. This is accounts endments
OE- Fequisition not 5 1 P iz -
seanned due to a report de fect acco incorrect
D21 Dkkeer 1 & 5 " specimen class accounts T
041 Specimen Source 1= 4 1w
O3- Wrong park bapee 3 B 3 L= Observation(Trends) Amended reports are trending downwards. Thers
RZE- Armerdment do bo 43 51 a4 weere 4039 amendments imthe ikl guarter of 2015 and w e are dowirn bo 3 im thee Tt
report defect apuaarter of 2006, Arnother upes 2cd trend is noticed im TS T, This s a defect reew defect
= arisirng Frorm thee rosaes ly sctivatdg dafect will improwe
T1- Quality Control 1 4 5 w0 the imtegrity of the barcodes o leer dats v
Failure [QC) -
uncower the root cause. O350 e o gather dava
T15- Specimen Not Faed o uncower thie root cawuse of tf - e in defect
pn::-pe-ll;g 132 L reportimg this guarter. 1361 defects wers -:a-llec::e-d ir thee 4l;h quaarter adn 2131 were
collected in the first guarter of 20176, T31 other continues to be high.,. AHS- 41816
31 Other ) L LS LD 31 RootCause(5 Whys) Th mendments is most
TEHE- Folds in section 1 = 1 1w . - . i
TET- Blockizlides does likely due vo the Copath-Epic imte bireg. wWe are gettimg
vk Dl 216 o 7ag TESS more granular with owur dars colled ironal rends and
i ﬂ-l:b-' (=t |18 gL LE S .I 2.0 21 Fat LT AHS_ 4;13}16
TE&E-IHC stain delaged = =4 3 I35 H -
Grand Total S35 729 58 Action Plan: 1) Atecam ﬁI:;nezl;t process

improvement. There are multip
Contimue to work with Pl oo detd arcodes. Z). 4
pProcess improsement is uwrvder ST arget pilot
stant date iz May 1. 4). Update expanded defect subclass list o get agranular defects
im the T31 other category. SHS- 4M3ME

> M " February Data February Summanry [Z=la - e = March Data o March Summary »° March Charts " Quarter Data |

—_— = —o=T
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Standardized Process for Defect Resolution

Step 5: Defect Resolution with PDCA-A3 form

Date:
PROJECT NAME: TEAM MAME:
Target Condition
- Desired outcome

Problem Background
- Describethe problem
- rMarrow down ta specifics

Corrective Action Plan

Maowvalmmn B canarco oan mnoass alan onf actinn

Hypothesis

- “orar mroarocoacd colotios
- Defects prioritized for problem solving by managers -
o
- Data—quantif‘,‘&prinritize - AATSITUNT TES U ISTERNIILY S0 L0 WVTTLE, WWTTETT S Ly Pai oo v e aurre
Problem Analysis: |dentifvthe root cause Ask“why' 5times OR  5M- Fish Bone Results
- Collect post data to confirm effectiveness of new plan

diagram [Man. Method, Material, Machine, Milieu [Environm ent]

Metrics for Effectiveness Check:
Measure for monitoring to know if it's working as designed

Effect |
Y

- Standardization
\\ - Standardize the new process: Document Control [Edit policw/Procedure,

StandardWork “Job Aide™]
modules with competency guestions

Method - Healthstream
- Fresent at “Share the Gain™ forlessons learned

Milieu
I Measurement

[Enwiranment]

Why didthis exist?
And so an__.

LQCr2017
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Progression of Deviations Captured Quarterly

throughout the Product Line 2012-2016

20000

11 core lab sections, 3 community hospitals &

2015 — 52’971 5 medical centers

Automated SunQuest deleted test log:

2 O 1 6 — 7 1 : 64 1 specimen defects due to credited tests

20 2014

Total Captu re DM use%rj{dig Labs: I I

QMS monthly DM summaries by managers
12000 —
2013
DM used in 18 Labs:
10 core lab sections,3 community
10000 hospitals &
5 medical centers
8000 Sprea}dsheet a?d form update 2015
ncrease taxonomy DM Optimization: new taxonomy, forms &
30 2013 spreadsheet
6000 Epic roll out at 2 hospitals 20 2015
Automated defect report in core lab only :
Visiun data derived from specimen
2012 location, canceled tests and appended test
2 core lab sections,
2 community hospitals & 20 2015
4 medical centers | DM used in 20 Labs:
12 core lab sections, 3 community
hospitals & 5 medical centers
0 T T T T T T T T T T T T T T T T - T - T T
LQC-2017 2Q'12 3Q'12 4Q'12 1Q'13 2Q'13 3Q'13 4Q'13 1Q'14 2Q'14 3Q'14 4Q'14 1Q'15 2Q'15 3Q'15 4Q'15 1Q'l6 2Q'16 3Q'16 4Q'l6

Slide 29
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Defect Classification Distribution By Testing Phase

Pre- Analytic Analytic | Post- Analytic

e 2017 Result of 51 face-to-face training sessions of DM system in 2016

Slide 30



The

outcomes
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Defective Epic Lab Orders in Clinical Labs

1. Customized form to | Reduction in Defective Epic Lab 90%
capture defects & Orders at HFH Core/Stat Lab |
resolution in real time . Reduced

in 7m

ION MANACEMENT CORE

i OB B s EALS B S0
I. Laboratory Staff

ntto O SG (IPD) 0 JF(ED)

Other
0O Does = ause quali Fecdback to lab staff
for A3/deep dive (/M) Closed-out

Cormrmrta
T Dr, or Murse Callz asking us to add the te
T Dr, or Murse sends multiple labels £ multiple

Duplicate Orders (= Dec. Jan Feb March April May June July
13’ 14’ 14’ 14’ 14' 14" 14" 14°

Wrong Collect Date & Time
Supplier Mesing T er Mecting
Test add-on defects —‘

L0C-2017 2. Multiple Customer-Supplier meetings with clinic leadership with data
Slide 32 © 2017 Pathology and [aboratory Medicine, Henry Ford Health System



T87- Blocks That Do Not Scan

Defective Barcodes on Cassette Blocks in Histology

1400
90%
1200 o
ducti
Defect investigation re uc Ion
1000 reveals that blue
cassettes are the
most problematic
800
ause: cassette etcher maintenance not
erformed frequency enough
600 CorreC@ction: preventative maintenance
scheduled ), increase the frequency of PMs
400
Defect 5S activity
200 improved weekly or mg
frequent
cleaning of t
cassette etch
0 T T T T T - T T T T
Jan Feb Mar April May June July Sept Oct Nov
LQC-2017
Slide 33
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Barcode is etched on
tissue cassettes
Cassette scanned to
print labels

Scan fails to print due to
defective barcode

Standard Form
Multiple
customer/Supplier with
vendor & PI division
RC- Weekly cleaning
needed

Maintain with 5S
activity




Epic Orders for Surgical Specimens

* Epic order
submitted with
wrong tissue
designation

e Unable to process

' order in the lab
Ils-
i‘.ﬁm and o o 5333 71515 533 sar, an1 522,201 5
— = o
occ- 1-pro-sbfL: DEVIATION MANAGEMENT FROZEN SECTION LAB
Laboratory Staff
oratory can provide effective feed
Place label here e OR#
Or MRN . Date.
* oOM-F o After-hours
O Weekends
What is the defect?
What was the 00O31- No sign off by RN
Immediate Resolution? Q032- No ADT label
0O33- Surgery time
QO Phone call 00O34- Spec out of sequence
Q Sent back to OR for rehab Q0O35- Laterality Missing
O RL Q09 - Wrong Part Type, "tissue"
Q Other 0 038-Phone inquiry of correct

Part type
QLaterality Missing

<7 QOther

Check off when complete Tracker #
| Enter into Deviation Excel

Comments: Closure

Feedback to:
OR/RN Educator.
Other

] This has been closed out

LQC-2017
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No. of "tissue" Submissions

Monthly Deviations

99% Reduction in
4 Hospitals
[multiple OR’s]

160 —

140 —

120
W HFH

3 WBH
= WH
O MCT

100 —

80

60

40 —|

e

Jan Feb Mar April May June July

Customized form with immediate resolution
Multiple customer-supplier meetings with OR leadership & staff

©~Z0T7 Pathotogyana Caporatory viearcine, Henry Fora Heartnsystem




Sustaining

Mechanisms

LQC- 2017
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Lean Training By HFPS Quality Staff
___ _Bronze | = Gold

Front Line Staff
[New and Current] - 1.5hrs
Philosophy & Culture, 5S
Deviation Management
Document Mgmt.,
Improvement [PDCA] and
Daily Mgmt.

Pathology Leaders - 2.0hrs
Philosophy &Culture, 5S,
Deviation Management, Document
Management Improvement [PDCA] and
Daily Management
Structure & Responsibilities

Pathology Leaders Retreat - 1 Day
HFPS Culture,

Policy Deployment Strategic Planning,
Leadership Behaviors that Drive Functional
Teams & Dynamics
Deviation Management
Problem-solving [PDCA]

Daily Management
and
Lean Roles
and
Responsibilities

LQC- 2017
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Benefits of Training & Refresher

> 51 face to face DM training sessions

« Empowerment of blameless culture for defect

capture

« Ownership of defects

 Participation in huddles for root cause discussions

e Understanding compliance with Regulatory
Standard [CAP & 1S0O15189]

« Engagement in process improvement [PDCA-A3]

* Importance of sharing lessons learned for front line

staff

LQC- 2017
Slide 37
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Deviation Management System
Employee Engagement in Defect Capture, Systemwide

;;;;;
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Surveillance Surveillance




Daily
Ownership
of Defects

Weekly Team
Leader
Meeting

f T TTEE N
4 £ 1 HFPS APTL Meeting Date;
1 l, | Standing Agenda Items;
» 1
= — 2

A6ALATE =

ATdA:

©

Name

P.A. ISSUES

ACESHIR"E"

QC person by
name/work
area to
resolve
defects in the
day

IH
l: Warsbidegy Servlogy

Team Leader
mtg. agenda
for follow-up
& defect
resolution for
work area

Weekly
Huddle
Board

Team
discussion
for RC,
Corrective/
Preventive
Action

Sustaining ToolS

Monthly
Visual
Communicatio

Monthly
Share the
Gain A3s

Visual
communicati
on board for
task owners
responsibility
& due dates

—}

BT i
Completed
PDCA/A3
Improvemen
ts posted for
empowerme
nt & sharing

Monthly
KPI report out

i
i

—

n

N
J1l

| Nm

i—
e ok |

i

Tracked at KPI
Board for
Managers

performance

of DM system
compliance



How to Drive compliance from the level of the Work?

Monthly KPI report out by managers for compliance by individual employees
e What can be done to reach 100% compliance?

Employee |Plan 100% | 100% | 100% | 100% | 100% | 100% | 100% | 100% | 100%
contribution to

Lab HFH Deviati
. eviation

Deviation Manager/ | Surgical Management

Management Team Pathology- [total Actual

Leaders Histology L

participated]/tot

al employees

Employee Shift January February March April May June
4 6

Lisa M 12:00a-8:30a
Malinda V 2:30a-11:00a

' Individual employee compliance posted
and tracked monthly

,_
RrINN[o|lwn|R|OBs |olo|o|o(n Nk

>
—

LOA LOA

Sue Lynn J 12:30p-9:00p
Kelly A- TIC 4:00p-12:30a
LQC_ 201 Stephanie D 4:00p-12:30a

Slide 39abdulaziz M 4:00p-12:30a
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Take Home Lessons

1. DM is a management system that requires leadership to empower and
encourage blameless identification and resolution of defects with
frontline staff

2. Empowers employees to solve their own problems with data and

promote thinking of root causes for corrective/preventive action
[PDCA-A3]

3. DM structure consistently provides continuous improvement and
reduces risk to customers

https://academic.oup.com/ajcp/article/doi/10.1093/ajcp/aqx084/4110210/Deviation-ManagementKey-
Management-Subsystem?guestAccessKey=9bec2c6f-70e9-4f2f-a306-6c571f4b9495
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Tell me and | forget.

Teach me and | remember.
Involve me and | learn.

- Benjamin Franklin




	Slide Number 1
	Learning Objectives
	Slide Number 3
	Henry Ford Production System 
	Our Philosophy that Promotes People
	Slide Number 6
	Slide Number 7
	Slide Number 8
	Slide Number 9
	Slide Number 10
	Slide Number 11
	Slide Number 12
	Slide Number 13
	Slide Number 14
	Slide Number 15
	Slide Number 16
	Slide Number 17
	Slide Number 18
	Slide Number 19
	Slide Number 20
	Slide Number 21
	Slide Number 22
	Slide Number 23
	Slide Number 24
	Slide Number 25
	Slide Number 26
	�Summary review documented & presented  by managers at Quality Management System mtg. �  
	Slide Number 28
	Slide Number 29
	Slide Number 30
	Slide Number 31
	Slide Number 32
	Slide Number 33
	Slide Number 34
	Slide Number 35
	Slide Number 36
	Benefits of  Training & Refresher
	Slide Number 38
	Slide Number 39
	

�Take Home Lessons


 
	Slide Number 41

