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Ke y Ag e nd a  To p ic s

•  Ove rvie w o f Wisc o nsin Dia g no stic  La b o ra to rie s
•  Jo urne y To wa rd  ISO 15189
•  ISO 15189 Insp e c tio n
•  Eva lua ting  a nd  Me a suring  Our Suc c e ss



Ove rvie w o f 
Wisc o nsin Dia g no stic  La b o ra to rie s

Affilia te s a nd  Pa rtne rs

Te a m  Me m b e rs, Se rvic e s, Custo m e rs

Op e ra tio ns



Ma in Ca m p us (FMLH)
• Milwa uke e , WI
• 735 b e d s
• Le ve l 1 Ad ult Tra um a  Ce nte r

45 He a lth  Ce nte rs/ Clinic s

10 Ho sp ita ls
Me d ic a l Co lle g e  o f Wisc o nsin 

& MCW Pa tho lo g y

Owne d  Sub sid ia ry - Fro e d te rt He a lth  Ne two rk
Wisc o nsin Dia g no stic  La b o ra to rie s (WDL)

2,300 
Physic ia ns



Our Te a m

• 447 Employees (385 FTEs)
• 47 MCW Clinical Faculty 

⚬ 15 Me d ic a l Dire c to rs
⚬ 16 Pa th  Re sid e n ts
⚬ 5 Fe llo ws

• 40 Ho sp ita ls
• 900 LTC  Fa c ilitie s
• 200 Physic ia n  G ro up s
• 85,000+ Annua l Inc o m ing  

C usto m e r C a lls

Our Se rvic e s Our Custo m e rs

• 34 Se rvic e  Line s
• 21 Sp e c ia ltie s &  

Sub sp e c ia ltie s



WDL Op e ra tio ns 
ISO 15189 Ac c re d ita tio n 
Te c h Kno wle d g e  & Exp e rie nc e
Eng a g e d  Le a d e rship
Me d ic a l Dire c to r Sup p o rt
Re lia b le  & Ac c ura te  Te sting
Pa tie nt Fo c use d  Mind se t 
Te sting  TAT                               

Ad d itio na l La b  Sp a c e
Ata la n - Na tio na l La b  Ne two rk
Pre c isio n Me d ic ine  La b o ra to ry

The d a c a re  La b  Pa rtne rship
Ac q uiring  Ne c e ssa ry Ca p ita l                     

Ele c tro nic  Sup p ly Inve nto ry Syste m

Lim ita tio ns
• IT Sup p o rt (Inte rfa c ing )
• Sp a c e  
• Ca p ita l to  Sta y Curre nt 

Ma nua l Sup p ly Ma na g e m e nt Pro c e sse s
Ac c o unts Pa ya b le  Sup p o rt – Cre d it Ho ld s 

Ad a p ta b ility to  Op s Cha ng e s
Lo c a l & Na tio na l Co m p e titio n

Sup p o rt Se rvic e s
Re te ntio n o f Qua lifie d  Sta ff 

IT Sup p o rt 
La c k o f Ca p ita l & Sp a c eSWOT 

Ana lysis



Jo urne y To wa rd  ISO 15189

Beginning Our Journey

Re so urc e s to  Im p le m e nt

Bud g e t C o nsid e ra tio ns

C AP Ac c re d ita tio n  Pro c e ss

Q MS De ve lo p m e nt



Be g inning  Our Jo urne y
Organized a high functioning leadership team

Esta b lishe d  a  fo c us o n  m e e ting  the  12 Q ua lity Syste m  Esse n tia ls (Q SEs)

Q SEs – no ting  o p p o rtun itie s fo r im p ro ve m e nt

“Re a c tive  fire  fig h te r” - no t m a king  fo r a  g o o d  e nviro nm e nt

G MP b a c kg ro und  – re c o g nize d  p ro sp e c t to  re a lize  h ig he r q ua lity sta nd a rd s

C re a te  a  p ro a c tive  & q ua lity fo c use d  c u lture



Pre d ic tive

REACT TO ISSUES 
AS THEY C O ME

Re a c tive Pro a c tive

Ga ine d  a  Co ntro lle d  Enviro nm e nt

EMPLAC E AC TIO NS 
WITH HO PE O F 

AVERTING  ISSUES

IMPLEMENT 
PRO C ESSES SO  ISSUE 

NEVER C O MES UP



Pre p a re d  a  De ve lo p m e nt Pla n

KEY FOCAL POINTS ARISING FROM THE GAP ANALYSIS 

Pla n to  Co nta c t Ac c re d ita tio n Bo d y 

Co o rd ina te  Exte rna l Re so urc e  Asse ssm e nt 

De te rm ine  Ava ila b le  Re so urc e s 

Re a listic  Tim e line  Esta b lishe d  

De ve lo p m e nta l Op p o rtunitie s to  m e e t 12 QSEs



SUPPLY MANAGEMENT:
C ha ng e  fro m  Ma nua l to  Ele c tro n ic

Prim a ry Are a s Ta rg e te d  fo r Im p ro ve m e nt

EQ UIPMENT TRAC KING :
MAINTENANC E & SERVIC E 

REC O RDS

EVENT REPO RTING :
EMPLAC E EFFEC TIVE AC TIO NS 
AND EFFEC TIVENESS C HEC KS

C HANG E MANAG EMENT:
PLANNING  SHARED O R LIMITED RESO URC ES

DO C UMENT C O NTRO L:
TIMELINESS & ALL 

INC LUSIVE/ ATTAC HMENTS

C USTO MER RELATIO NS 
MANAG EMENT (C RM) 

PRO C ESS

SYSTEMS AUDITS:
LEADING  TO  PRO C ESS IMPRO VEMENTS

TRAINING  PRAC TIC ES & 
TRAINER SUPPO RT



Exte rna l 
Re so urc e  

Aud it

• Reported % Compliance
• Identified 

⚬ Q SE Sho rtfa lls 
⚬ Stre ng ths

• Pro vid e d  Re c o m m e nd a tio ns

• C rite ria : Pre vio usly ISO  
15189 Ac c re d ite d

• O rg a n ize  fe e d b a c k 
• Ma ke  a va ila b le  to

⚬ Q SE Le a d e rs
⚬ Sub je c t Ma tte r Exp e rts
⚬ Sup p o rt Sta ff

Fo und  a  Co nsulting  La b  

Virtua l De sk Aud it

Eva lua te  Fe e d b a c k 

• Pa nd e m ic  Im p a c te d  
o nsite  a ud it

•  WDL Q SE Le a d e rs 
Pro vid e d  Do c um e nts

Fo llo w-up  Ac tio ns

Aud ito r Eva lua tio ns

• C re a te  a n  a c tio n  
p la n  fo r e a c h  Q SE



O rg a n iza tio n  a nd  
Le a d e rsh ip  (O R)

C usto m e r Fo c us 
(C F)

Fa c ilitie s a nd  Sa fe ty  
(FS)

No n-c o n fo rm ing  Eve n ts 
(NC )

The  12 
QSEs

Pe rso nne l 
(PE)

Eq u ip m e n t 
(EQ )

Pro c e ss Ma na g e m e n t 
(PM)

Do c um e n t/ Re c o rd s 
(DR)

Sup p ly a nd  Inve n to ry  
(SI)

In te rna l Asse ssm e n ts 
(AS)

In fo rm a tio n  Ma na g e m e n t 
(IM)

C o n tinua l Im p ro ve m e n t 
(C I)



Sc o re Sta tus o f Ga p  Ana lysis

N/A Not Applicable

0% No thing  De fine d , Do c um e nte d , o r Im p le m e nte d  Fo r the  Asse ssm e nt Ele m e nt

20% Minim a lly Sta rte d

40% G o o d  Pro g re ss Ma d e

60% Mo re  Tha n  Ha lfwa y C o m p le te

80% Ne a ring  C o m p le tio n

100% Fully De fine d , Do c um e nte d , a nd  Im p le m e nte d  Asse ssm e nt Ele m e nt

OR CF FS SI EQ DR IMPM ASNC CI

Overall 
Readiness

PE

= 64%

% 
Complete

Assessment by QSE



Project Leader - Hire  in  a  Ne w Q ua lity Ma na g e r

My Ro le  - C ha m p io n  Le a d e r o f the  Pro je c t

De p a rtm e nt Ma na g e rs - Q SE Le a d e rs

Te c hn ic a l Sup e rviso rs/ Sp e c ia lists - Pa rtne r with  Q SE 
Le a d e rs

Exte rna l C o nsulta n t - Aud it WDL Q MS

C AP ISO  15189 Aud ito rs - Re fe re nc e  Re so urc e

WDL Te a m  Me m b e rs - All Ha nd s O n  De c k

Re so urc e s to  Im p le m e nt



Ge ne ra l Risk Asse ssm e nt
Safety - No ne  e xp e c te d  in itia lly

O p e ra tio ns/ Em p lo ye e s
• Disrup tio n  o f O p e ra tio na l Are a s 
• Em p lo ye e  Burno ut & Turno ve r
• Po ssib le  Unio n  C o nc e rns

Fina nc ia l
• In itia l C o sts
• Unkno wn C o sts 

Re p uta tio n  

Re g ula to ry
• Hig he r Re g ula to ry Sta nd a rd s tha n  C AP LAP
• 3 ye a r Ac c re d ita tio n  C yc le

Pre p a re d ne ss
• Syste m s & Pro c e sse s in  Pla c e  to  Re m e d y Issue s 
• La b  Q ua lity C ulture  Surve y - O ve ra ll Po sitive  Re sults

Exte rna l Fa c to rs
• C O VID-19
• Sho rta g e s

⚬ Wo rkfo rc e
⚬  Sup p ly Sho rta g e s

• Unkno wns



Ga in Sup p o rt 

Co m m unic a te
• Wha t is ISO 15189?
• Wa ll Disp la y 

⚬ Ke y Eve nts & Tim e line
⚬ Cha ng e s c o m ing

Id e ntify
•  Im p a c ts
•  “Wha t’s In  It Fo r Me ?”

Slo w to  Sta rt 
• OK, Go o d , Be tte r, & Be st
• Se t Da te s to  Me e t Go a ls

Shift to  a  Qua lity Mind se t
• Id e ntify Issue s
• Re p o rting
• Eva lua te  Risks

Le a d e rs a nd  Te a m  Me m b e rs

On-site  Asse ssm e nt & 
Insp e c tio n a t WDL Ca m p us



De ve lo p e d  Ce rtific a tio n Tra ining  a nd  Ed uc a tio n Pro g ra m s
• Hired Non -certified Technical Staff (NCT)
• Added Lab Trainer Role 
• Coordinated CLS Apprenticeship Program with State
• In progress - Expand to include Medical Lab Assistant (MLA)

Increased Career Awareness
• Participate in Events - ASCLS, HOSA, WSCA, WCLN, WSLH
• Present at Career Day Events for Local Schools
• Host Job Fairs

Work Life Balance Awareness & Education
• Incorporated Alternative Schedules (i.e., 4-10hr shifts)

Established a National Education Collaborative

Address Staffing Challenges



Commitment
• Ad d itio na l Me e ting s
• Ensure  C o m p lia nc e  o f Q ua lity Po lic ie s
• Allo c a te  Fund s - Dire c t & Ind ire c t C o sts
• Tim e ly C o m p le tio n  o f Tra in ing  & Q SE 

Assig nm e nts

Ke y Le a d e rship  Re sp o nsib ilitie s

C ha m p io ns o f Im p le m e nta tio n  
• Und e rsta nd  ISO  Sta nd a rd s & Q MS
• Pro vid e  Re so urc e s to  C re a te  & 

Ma in ta in  Q MS
• Sup p o rt Q ua lity in  Da y-to -Da y Wo rk



My Role at Beginning
• In te rim  Q ua lity Ma na g e r

Pro je c t Ha nd o ff 
• Hire d  Q ua lity Ma na g e r
• Ad d e d  3 Q ua lity Sp e c ia lists

Ma na g e r o f Re g ula to ry 
Ac c re d ita tio n  & Sa fe ty

De ve lo p m e nt o f the  WDL Qua lity Te a m



Esta b lish 
a  Re a listic  
Tim e line

Quality Manager: 
O ve ra ll Sc o p e

Q SE Te a m s:
Eva lua te d  Q SE 

Wins & Sho rtfa lls

G ANTT C ha rts 
De ve lo p e d  fo r 

Q SE Ac tio ns

Id e n tifie d  
C o m p e ting  
Re so urc e s 

Hurd le s/ Sho wsto p p e rs
• Func tio na l C RM To o l
• NC E Ma na g e m e nt

Esta b lishe d  Ta rg e ts 
• Ap p lic a tio n  
• Aud its



Labor
• Te a m  Ne e d s
• Tra in ing
• + FTE fo r Q ua lity 

Inc e n tive
• Re c o g nitio n / Re wa rd
• C e le b ra te  Ke y Mile sto ne s

C AP 
Ac c re d ita tio n  

Fe e s

Fa c ilitie s & 
Eq uip m e nt  

So ftwa re  & Sup p lie s 
• C APA
• C RM To o l
• NC E Re p o rt Syste m

Bud g e t Co nsid e ra tio ns



Esta b lish le a d e rship  c o m m itm e nt: the  p rinc ip le  e le m e nt 
fo r a  suc c e ssful q ua lity m a na g e m e nt syste m

Id e ntify c ha m p io ns to  sho w the  wa y, e nc o ura g e  a nd  
fo ste r the  “sp irit” o f q ua lity in  the  la b

Qua lity te a m  d e ve lo p s a n im p le m e nta tio n p la n to  
illustra te  the  wa y fo rwa rd

CAP Ac c re d ita tio n Pro c e ss



ISO15189 – CAP Ac c re d ita tio n Pro c e ss

https://www.cap.org/laboratory -impr ovement / accr edit at ion/ cap-15189-accr edit at ion-pr ogr am/ cap-15189-accr edit at ion-pr ocess



Im p le m e nta tio n Ro a d m a p



Build  a  Qua lity Culture

Qua lity Re c o g nize d  Culture  Go a ls
Conducted a readiness assessment 
to  m e a sure  d iffe re n t “a ttitud e s” o r 
m ind se ts o n  q ua lity in  the  la b o ra to ry

• Inno va tio n
• Sp e a king  UP
• G o ing  Ab o ve  & Be yo nd
• Tra nsp a re nc y
• Pro c e ss O rie n te d
• Te a m wo rk & Invo lve m e nt
• Risk Awa re ne ss
• To ta lly Re sp o nsib le  Pe rso n  - 

Be  a b o ve  the  Line

Aug ust 2021 to  Ja nua ry 2022

Ac tio ns Ta ke n

De ve lo p e d  a  q ua lity p o lic y with  
o b je c tive s a nd  m e tric s

Enha nc e d  d o c um e nt a nd  re c o rd s 
c o n tro l

C o nd uc te d  le a d e rsh ip  tra in ing



WDL Qua lity Culture  Surve y Re sults 

Innovation
Risk 

Awa re ne ss
Pro c e ss 

O rie n ta tio nSp e a king  Up
G o ing  Ab o ve  

& Be yo nd Tra nsp a re nc y
Te a m wo rk & 
Invo lve m e nt

3.30 3.28 3.41 3.53 3.23 3.26

November 2021



QMS De ve lo p m e nt
Study diagram and understand processes

Asse m b le  d o c um e nta tio n  fo r q ua lity m a nua l

Id e n tify risk a nd  ne e d e d  c o ntro ls to  m a na g e  p ro c e sse s

Id e n tify im p ro ve m e nts - p o sitive  o utc o m e s tha t m in im ize  e rro r

Ma xim ize  e ffic ie nc y a nd  e ffe c tive ne ss o f in te rna l p ro c e sse s 





QMS De ve lo p m e nt
July 2022 to December 2022

Do c um e nt Co ntro l Go a ls Ac tio ns Ta ke n

• C re a te  a n  Effe c tive  Syste m
• Eve ryo ne  se e s the  Sa m e  Do c um e nt
• C urre n t Ve rsio n  is Ac c ura te
• C o nsiste nc y o f C ritic a l Ta sks
• Do c um e nt Re vie w is Tim e ly
• Atta c hm e nts C o ntro lle d
• Po sting s/ Jo b  Aid s C o ntro lle d

C re a te  Ne w Do c um e nta tio n

Ma ke  Syste m  Im p ro ve m e nts

Ma na g e  C ha ng e s

Tra in  Le a d e rs to  Pe rfo rm  
In te rna l Asse ssm e nts



1.Pe rfo rm  in te rna l a ud its o f the  q ua lity syste m
2.C AP re vie ws d o c um e nta tio n
3.Ho st o n-site  g a p  a na lysis - C AP Aud ito rs
4.Ro o t c a use  a na lysis to  a d d re ss g a p s 
5.Ma na g e m e nt re vie w o f q ua lity syste m
6.Ma ke  c ha ng e s - c o n tinua l im p ro ve m e nt

QMS De ve lo p m e nt -  Asse ssm e nt Pha se
Se p te m b e r 2022 to  Ja nua ry 2023





ISO 15189 Ac c re d ita tio n

On -site  Insp e c tio n  

Ac c re d ita tio n

Surve illa nc e  



ISO 15189 Insp e c tio n

Addressed Identified Gaps
• Ja nua ry G a p  Asse ssm e nt
• 2 ISO  15189 C AP Asse sso rs

June  28-30, 2023

Ho st O nsite  Ac c re d ita tio n  Asse ssm e nt 
• Sa m e  ISO  15189 C AP Asse sso rs fro m  G a p  Asse ssm e nt

30 d a ys Re sp o nse  Wind o w to  Ad d re ss No nc o nfo rm itie s



ISO 15189 Ac c re d ita tio n

Expect Notice of Accreditation within 75 Days

O ffic ia l No tic e  Re c e ive d  o n  O c to b e r 5th , 2023 

C e le b ra to ry Dinne r with  e n tire  WDL Te a m

Ac c re d ita tio n  e ffe c tive : la st d a y o f insp e c tio n  - June  30, 2023



Initiate QM 
p la n  a nd  

p o lic y

C o m p le te  
Annua l 

Asse ssm e nt

ISO 15189 Surve illa nc e

C o ntinuo us 
Pro c e ss

Asse ssm e nt 1 
Sp ring  2024

Asse ssm e nt 2 
Sp ring  2025

Tra c k m o nth ly 
a nd  q ua rte rly 

re vie w

Re vise  Q M 
Pla n  a s 

ne e d e d

Ro o t C a use  
Ana lysis - a s 
d e fine d  b y 
p o lic y

Annua lly 
Asse ss 

Mo nito rs
C o nsid e r the  
ne e d  fo r ne w 

m o nito rs

Ac c re d ita tio n  
Asse ssm e nt  
Sp ring  2023

Inc lud e  sp e c ific  m o nito rs: 
• G o a ls
• Fre q ue nc y o f re vie w
• Re sp o nsib le  re vie we r



Noted Benefits
• Wha t Im p ro ve d  o r Inc re a se d
• Wha t Be c a m e  m o re  Effe c tive  o r Effic ie n t
• Wha t Wa s Re d uc e d  o r Elim ina te d

Wo rklo a d  C a p a c ity Me a sure s
Me a sure s o f Suc c e ss
Le sso ns Le a rne d

• Wha t We nt We ll
• Wha t C o uld  Ha ve  Be e n  Be tte r

Eva lua ting  a nd  Me a suring  Our Suc c e ss



Job 
Sa tisfa c tio n

No te d  Be ne fits:
Wha t Im p ro ve d  o r Inc re a se d ?

Jo b  
p e rfo rm a nc e

Like liho o d  o f 
m e e ting  c usto m e r 

e xp e c ta tio ns

Le ve l o f p a tie n t 
sa fe ty a nd  c a re



No te d  Be ne fits:
Wha t Be c a m e  
Mo re  Effe c tive   

o r Effic ie nt?

Te a m wo rk

Co lla b o ra tio n

Sp e c im e n 
La b e ling

Sta nd a rd  
Wo rk

Visib le  Cue s 
fo r 

Pe rfo rm a nc e

Quic ke r 
Fe e d b a c k



Ca ll b a c ks a nd  re sult 
m o d ific a tio ns o r 

c a nc e lla tio ns

No te d  Be ne fits:
Wha t Wa s Re d uc e d  o r Elim ina te d ?

Erro rs

CAP insp e c tio n 
d e fic ie nc ie s 



Wo rklo a d  Ca p a c ity Me a sure s
Maximize Department Efficiencies

Est ablish Measur es 
• S t af f  Member  Pr oduct ivit y Met r ic
• I nst r ument  Capabilit y
• Unique Depar t ment  Char act er is t ics

Over come t he  Need f or  Per f ect  Mat h

S t andar dize  Acr oss t he  Labor at or y

Color -coding t o Q uickly I dent if y S t at us



Wo rklo a d  Ca p a c ity Me a sure s



Me a sure s o f Suc c e ss

Events Logged Identifying System Issues, Risk, OFI
• Me d ia La b  NC E - 100+ in te rna l e ve n ts
• O utre a c h  (PS) - 200+ e ve nts
• Pa tie n t Sa fe ty (PSR) 

⚬ 828 e ve nts ra te d  <5
⚬ 22 e ve nts ra te d  >5

24 In te rna l a ud its 

7 Ro o t C a use  Ana lysis (RC As)

33 C o rre c tive  Ac tio ns Pre ve nta tive  Ac tio ns (C APAs)



Le sso ns Le a rne d :  Wha t We nt We ll
Leadership Team

• Eng a g e d  to  m e e t im p ro ve m e nt ne e d s
• O rg a nize d  to  c o m p lim e nt e a c h  o the r

Tim e line s
• Esta b lishe d  re a listic  tim e line s 
• Le a d e r b uy-in  a nd  o wne rsh ip
• Ke p t o n  Tra c k with  Esta b lishe d  Tim e line s

NC E Re c o rd ing  a nd  Tra c king  in  Me d ia La b

Sha re d  Effo rts Ac ro ss the  La b  Te a m  

Sha re Po in t Re so urc e  Site  fo r ISO  15189 Pro g ra m

Im p ro ve d  Do c um e nt C o ntro l 



Le sso ns Le a rne d : 
 Wha t Co uld  WDL Ha ve  Do ne  Be tte r

Celebrate After Key 
Mile sto ne s

Bro a d e n  C o m m unic a tio ns 
to  C a tc h  Eve ryo ne

Ad d re ss the  C o m p le x Fro e d te rt 
He a lth  Syste m  Re la tio nsh ip

Disc o ura g e  Pe rfe c tio n ism  

Se nio r Exe c utive  Me ssa g ing  to  
Sho w Visua l a nd  Ac tive  Sup p o rt

Divid e d  Le a d e rsh ip  C a n  Pro d uc e  
a n  Une q ua l Fo c us

Ma na g e m e nt o f C o m p e ting  
Prio ritie s 

No n-la b o ra to ry De p a rtm e nts 
ha ve  Diffe re n t Sta nd a rd s.



Pre se nta tio n Sum m a ry

•  Ove rvie w o f Wisc o nsin Dia g no stic  La b o ra to rie s
•  Jo urne y To wa rd  ISO 15189
•  ISO 15189 Insp e c tio n
•  Eva lua ting  a nd  Me a suring  Our Suc c e ss



Mike  Ba ro n, MBA, MS, C(ASCP)
Executive Director of Clinical Laboratory Operations
Wisc o nsin  Dia g no stic  La b o ra to rie s
      O ffic e : (414) 805-7938      C e ll: (608) 235-0903
      m b a ro n@wisc o nsind ia g no stic .c o m

Q ue stio ns?

*Che c k o ut the  WDL Ed uc a tio n Co lla b o ra tive *
A Na tio na l La b  Ne two rk to  sha re  a lte rna tive  sta ffing  a nd  e d uc a tio n  

so lutio ns to  m e e t the  g ro wing  c ha lle ng e s with  a d d re ssing  sta ffing  
sho rta g e s in  the  c lin ic a l la b o ra to ry.

If yo u a re  inte re ste d  in  p a rtic ip a ting , p le a se  e m a il 
WDLEd uc a tio nCo lla b o ra tive @wisc o nsind ia g no stic .c o m



Thank you

WISCONSINDIAGNOSTIC.COM
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