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¾ HHS/FDA-CDRH-OIR: 2014 - present : CSO/ GMP-Postmarket

Compliance -Sci. Reviewer -1st Rep CLSI-ISO/TC212-WG1

¾ CLSI: 2008- present : Volunteer, Member ; 4/2018.

¾ RAPS: 2017-2018: Member; Regulatory Affairs Certified (RAC)

¾ PDA: 2017-present : Member

¾ ASQ: 2001-present : Member

¾ ASCP: WLPFaculty 2016-present : 1979- present : Member

¾ CLMA-Natl : Editorial Advisory Board:2009-present ;1992-present :

Member: 1992-2001: BODGLAC; 1998-2000: Chapter Pres.; 2004-

2009: BOD; 2005-2006: Chapter President - Program Chair Colusa

Conf. 2005-2007

¾ AACCð1989- Present : member

¾ ACHE-NCHE-2014-present : Member; Fellow -FACHE

¾ CA-DPH/ LFS: Licensed Clinical Lab Scientist : 1978- present

¾ ESat Consulting : 1989- 2014 ðFounder/ Principal/ HC Quality Mgt

The views expressed are my own and do not represent 

the views of the FDA or the US government.
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ÇDescribe Healthcare Services Operations Elements

ÇDescribe Change Management (CM) elements

ÇDiscuss the Emotional Intelligence roles for 

Performance Improvements (PI) & CM

ÇDescribe barriers to change management and processes 

in team formation 

ÇDescribe elements of PI & CM for Successful 

Healthcare Services in the 21st Century
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¾ACTIVE TECHNOLOGICAL INNOVATIONS

ÁHIGHER CONSUMER SATISFACTION

º ATTRACTIVE, RELIABLE, CHEAPER, FASTER

º USER/ CUSTOMER FRIENDLY: HUMAN FACTORS ENGINEERED

º HIGHER EFFECTIVENESS

º FUNCTIONAL FOCUSED

º BLENDED- MULTIPURPOSE

ÁHIGHER QUALITY

ÁSTATE OF THE ARTS

ÁCOMPLAINTS/ RETURN GOODS MANAGEMENT

ÁCORRECTION/ PREVENTION

ÁCONTINOUS IMPROVEMENT ðLIFECYCLE

ÁTOTAL QUALITY MANAGEMENT
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¾ 1960s -Framingham Heart Study: Links between elevated levels of heart disease and 

smoking (1960); blood pressure and high cholesterol (1961); psychosocial factors (1978) and 

atrial fibrillation (1998)

¾ 1967- 1st Heart Transplant - Dr. Christiaan Barnard

¾ 1970 - 1ST HIPS & KNEES REPLACEMENT

¾ 1971 - 1st CT (Computed Tomography) Scan -England

¾ 1980 ð1st MRI (Magnetic Resonance Imaging)

¾ 1981 -1st AIDS case -Los Angeles, New York-CDC, AIDS virus id 1984 ðNCI, Pasteur Institute, UCSF

¾ 1982- 1STARTIFICIAL HEARTS by Dr. Robert Jarvik Univ of Utah -ð112 days 

¾ 1984 - National Organ Transplant Act passed by US Congress

¾ 1986- 1ST CORONARY STENTS by Drs. Ulrich Stewart & Jaques Puel in Switzerland

¾ 1996 - 3 dug combinations for AIDS ðapproved by FDA 

¾ 2001 - 1st targeted cancer tx, imatinib or Gleevec for CML - approved by FDA 

¾ 2003 ðHuman Genome Project completed
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¾ 1922 ðAmerican Society of Clinical Pathology (ASCP) founded

¾ 1947 ðCollege of American Pathologist (CAP) founded

¾ 1951 ðThe Joint Commission (formerly JCAHO) founded

¾ 1962 ðMedical Technologist -BS degree (ASCP)

¾ 1965  - 1st Nurse Practitioner - Univ. of Colorado

¾ 1965 ðMedicare (A+B) & Medicaid ðby Pres. LB Johnson

¾ 1970s ðProf. Acknowledgement for Cont. Education (P.A.C.E.®)

¾ 1970s - The National Accrediting Agency for Clin. Lab.Science (NAACLS) was formed

¾ 1972 ðMedicare to disable &ESRD and 65+ Mcare part B option

¾ 1988 ðClinical Laboratory Improvement Act 

¾ 1997 ðChildrenõs Health Insurance (CHIP)

¾ 2003 - Medicare Part D-Prescription Drug - Pres.GW Bush 

¾ 2004 ðDRG and EHR  by Pres. GW Bush

¾ 2006 ðACO ðAccountable Care Orgs ðcomp. health services defined pop.

¾ 2010 - Affordable Care Act

¾ 2015 ðCMS MACRA (Medicare Access & CHIP Reauthorization Act of 2015) 

Á Adoption of ACO; ICD9- CM to ICD10 ðCM, Merit-based Incentive Payment (MIPS)

¾ 2017 ðQuality Payment Program for 2018- CMS-1671-F

Á Inpatient Rehabilitation Facility Prospective Payment System (IRFPS)

Á Inpatient Rehabilitation Facility Reporting Program (IRF QRP)

¾ 2018 ðCMS-Proposed  QPP 2019
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* ~$3.5TRILLION INDUSTRY

*GLOBALIZATION

* TECHNOLOGICAL INNOVATION

*DIGITAL HEALTH REVOLUTION- PRECISIONMEDICINE

*PATIENTCAREEXPERIENCESFOCUS

* ACCOUNTABLECAREORGANIZATIONɀQUALITYMEASURES

* FORWARDTHINKING ORGANIZATIONS

* IMPROVECAREDELIVERYANDSTAYCOMPETITIVE& RELEVANT

*SMARTCAPITAL INVESTMENTS

* INTEGRATEDIGITALTECHNOLOGY:  EMR,  CYBERSECURITY
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¾GLOBALIZATION
º Open markets

º Open political systems, and 

º Access to communication technologies

º Patients in the global healthcare system with 

increased mobility 

Č greater demand for quality medical care
MANTRA: òCULTURE OF QUALITYó

ÅSIGNIFICANT GROWTH PAST 30 YEARS
ÅDIAGNOSTIC TESTING 

Å 70s ~$450 MILLION              2016: ~$60 BILLION

Å FORECASTED-CAGR (COMPOUND ANNUAL GROWTH RATE): 

Å ~5 - 7% (2018 - 2023)

Å [ISO 2018]
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¾ EARLY DETECTION SAVES LIVES

¾RAPID DIAGNOSIS IMPROVE HEALTH 

PROGNOSIS

¾POINT OF CARE DEVICES ENABLE GREATER 

OUTREACH AND REDUCE TURN-AROUND-TIME

¾ACCURATE DIAGNOSIS REDUCE 

HOSPITALIZATION REDUCE COSTS

[ADVAMED FACT SHEET]
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¾325.9 million =#3 in the world -[#2: India; #1: China]
Á Largest US state: California=39.5 million

Á Largest US city: New York City=8.5 million

Á Largest racial group: White

¾2010 census: White: 63.7%; Hispanic: 16.3%; 

Black:  12.2%;  Asian:      4.7%

¾By 2055 forecast: 

Hispanic & Asian  ~ triple (3x) next 40 yrs.
·48% White, 24% Hispanic, 14% Asian and 13% Black
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21st CENTURY 

HEALTHCARE DELIVERY SERVICES

Copyright ECSatyadi2018                    ASQ509_JUL2018 15



Copyright ECSatyadi2018                    ASQ509_JUL2018 16



Copyright ECSatyadi2018                    ASQ509_JUL2018 17



¾ ANY APPROACH TO TRANSITIONING INDIVIDUALS, TEAMS, AND 

ORGANIZATIONS USING METHODS INTENDED TO REDIRECT THE USE 

OF RESOURCES, BUSINESS PROCESS, BUDGET ALLOCATIONS, OR 

OTHER MODES OF OPERATION THAT SIGNIFICANTLY RESHAPE A 

COMPANY OR ORGANIZATION  (WIKIPEDIA)
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"Fundamental rethinking and radical 

redesign of business process to achieve 

dramatic improvements in critical measures 

of performance such as cost, service, and 

speed."

M. Hammer and J. Champy,1993
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¾ STRATEGIC DIRECTIONS

¾ REGULATORY CHALLENGES

¾ PERFORMANCE IMPROVEMENTS

¾ BUSINESS/ TECHNOLOGY

¾ FINANCIAL  LEVERAGES

¾ EMPLOYEE EMPOWERMENT/ EI &CD

(SPECTOR, 2013; SATYADI, 2016)
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CULTURE & DIVERSITY

TOOLS

EMOTIONAL 
INTELLIGENCE/ EQ

ENVIRONMENTAL
RISK ASSESSMENT

MOTIVATION

COMMITMENT

SYNERGY

SHARED VALUES
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*Ȱ$/ -/2% 7)4( ,%33ȱ

* ~$136.4B ESTIMATED ANNUAL COST TO EMPLOYERS

*WORKER FATIFUES, IRREGULAR SCHEDULES,  > 12 HOURS

* ~ 37% INCREASED INJURY Č2005 STUDY: 2737 MED STDS RESIDENTS-16.2% INCR 
MONTHLY RISK OF AUTO CRASH INCIDENT DURING COMMUTE HOME

* ERROR IN PATIENT CARE, NEEDLE STICKS INJURY, INCREASED BLOODBORNE 
EXPOSURES & INJURIES

* DIRECT/ INDIRECT INCREASED COSTS FROM LOST PRODUCTIVITY, INCR.
TIMEOFF DUE TO ILLNESS, INCR WORKER COMPENSATION COSTS ACCIDENT
& INJURIES

* 18% HIGHER IN EVENING SHIFTS

* 30% HIGHER DURING NIGHT SHIFTS
[DEPT. OF LABOR/ OSHA/2018]
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STRATEGIC 

DIRECTIONS

Copyright ECSatyadi2018                    ASQ509_JUL2018 27



Copyright ECSatyadi2018                    ASQ509_JUL2018 28



Copyright ECSatyadi2018                    ASQ509_JUL2018 29

(MICROSOFT, 2018)



BALDRIGECRITERIA
FOCUSONIMPROVEMENT

º LEADERSHIP

º STRATEGY

ºCUSTOMERS

ºMEASUREMENT, ANALYSISAND KNOWLEDGE

MANAGEMENT

ºWORKFORCE

ºOPERATIONS

ºRESULTS 18
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Á STRUCTURE/ LEADERSHIP/ ORGANIZATIONAL BEHAVIOR

º SYSTEMSPERSPECTIVE

º VISIONARY/ TRANSFORMATIONAL/ SERVANT LEADERSHIP

º PERFORMANCEIMPROVEMENTSFORSUCCESS

º CUSTOMERFOCUSED/VALUE PEOPLE

º IMANAGE& NTEGRATE INNOVATION

º UTILIZEFACTNOT EMOTIONS

19ECSatyadi/DMGP/2018

º KNOWLEDGEMANAGEMENTðAGILITY IN

Á PROCESS/POLICY/PROCEDURE

º CLEAROBJECTIVES/ RISK-BASED

º SECURITY-CYBER/ PRIVACY(HIPAA)

º PROFICIENCY/COMPETENCY

º DELIVER RESULTS/ACCOUNTABILITY

LEARNING

º VALIDATION/ TREND/ CORRACTION/ PREVACTION/ MITIGATION

Á PEOPLE/CULTURAL DIVERSITY

º EI/EQ

º MULTIRACIAL/ MULTIGENERATIONAL

Á CULTURE/ SOCIETALREPONSIBILITY



PERFORMANCE IMPROVEMENTS 

FOR  

ORGANIZATIONõS 

GROWTH & SURVIVABILITY
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PI & CM
Ç TOP DRIVEN CHANGE

Ç WIDELY DISTRIBUTED THROUGHOUT 

ACROSS DIVISION/ ORGANIZATION

Ç ALL EMPLOYEES 

Ç CROSSFUNCTIONAL 

Ç LAYERS OF MANAGEMENT

(SPECTOR, 2013; SATYADI, 2016)
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¾GOALS &OBJECTIVES

¾RISK MANAGEMENT & MITIGATION STRATEGY

¾CULTURE & DIVERSITY

¾EMOTIONAL INTELLIGENCE

(SATYADI, 2017)
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EMOTIONAL  INTELLIGENCE GOALS & OBJECTIVES

CHANGE

RISK  MANAGEMENT & MITIGATION
CULTURE & DIVERSITY

ENVIRONMENT/ URGENCY

MORALE

EMPLOYEE ENGAGEMENT

RESPECT

BUY-IN

CLEAR COMMUNICATION

FEEDBACK

TRANSPARENCY

COLLABORATIVE

FORMAL/ PUBLISHED

DIVERSITY- MULTI ETHNICITY
INTER-GENERATIONAL

CULTURAL FACTOR 
ENGINEERING

ADAPTIVE STRATEGIC 
APPROACH

INFORMAL GROUP LEADERS

INTERNAL & EXTERNAL 
THREATS/ UNCERTAINTIES
INHIBITORS/ AGITATORS

ORGANIZATIONAL 
LIABILITIES

FINANCIAL CONSTRAINTS
NATURAL DISASTERS
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¾ IN GENERAL PEOPLE DO NOT RESIST CHANGE- MOST REJECT HOW ITõS PRESENTED to them

Á how theyõre being told to change- without any of their inputs OR disrespectful of 
employeesõ understanding of procedures and policies in place. 

¾ REQUIRES COMMITTMENT of all employees for it to succeed. 

¾ FEEDBACK LOOP

Á to ask questions and share concerns  help overcome employeesõ resistance

Á dissatisfaction to the status -quo 

Á motivating the employees to participate in the redesigning of behavioral patterns as 
the new norms to support the strategic renewal for change. 

¾ OPEN COMMUNICATION: Invest extra time and efforts -opportunities to learn 

¾ MOTIVATE from TOP executives down all the way to the front line employees 

Á creating all employeesõ buy-in and understanding with sense of urgency to change

¾ EMOTIONAL INTELLIGENCE 

Á how to communicate - clear -desire to understand & respectful of othersõ point of view -non-
imposing- non-defensive, emphatic, emotional self controls

¾ CULTURAL DIVERSITY 

Á ðhow to communicate -respect-body language

¾ SHARED VALUES 

Á develop and build common goals- urgency/ priorities

¾ PROFESSIONAL RESPECTS

Á open to all questions ðnone is stupid or idiot 
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