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Prelude

} Most healthcare organizations
compete on the basis of quality and
customer satisfaction.

1+ Paramount to competitive success.

+ Rely increasingly on quality and
customer satisfaction as the
preeminent means of gaining market
share and sustaining competitive
advantage




Challenges to Supply Chain Excellence

Chart 2. Which of the following challenges to supply chain excellence
exist within your organization?
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Some of those Challenges
}

No visibility of end -to- end performance
business processes

Low product traceabllity throughout supply
chain

Information flows interrupted at each point in
the supply chain

Duplication of core activities

Extensive rework to correct and recover from
data inaccuracy

High variability in customer/client
preferences

Regulatory compliance
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Challenge, Change, Opportunity
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Closing thought.......
at the Beginning

After youdve done a thing t

look it over carefully. After five years, look at it with
suspicion. And after ten years, throw it away and start
all over.o

Alfred Edward Perlman, New York Times, 3 July 1958




What changes are needed?




A Brief History Of ISO
Where Did We Go Wrong?

During World War 2 we had a problem - bombs were
going off in the factories




A Brief History Of ISO Corrective Actions

1 To solve the problem the UK& Ministry of Defense
conducted inspections in factories that supplied
munitions.

1 If you wanted to be a supplier, you had to write down the
procedures for making your product, you had to ensure
that your workers worked to these procedures by
Inspecting their work and finally you had to have this
whole process inspected by a Government inspector.

1 This is the seed that the forest of control and inspection
has grown in the name of quality.




Overview ISO 9001

1 1SO organization was founded in 1946
7 1SO standards was born in Geneva Switzerland in 1987

ANl SO0 I s a Greek word meani
acronym

1 The total pages of the QMS 9001 standards = 14

1 Approximately 178 countries participate world wide.
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What is ISO?

1 Basic common sense approach to managing/controlling
our quality

1 The requirements are practical and makes common
sense

1] SO I's Jjust one part of qgqua
Bull eto in quality manageme
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Al SO Scope-=

1ISO — SHORT VERSION

1. Consistent Service
2. Customer (Patient) Satisfaction
3. Continual Improvement

A 1SO Short Version

1

2.
3.
4.

Document what you do
DO what you document
Prove it

mprove it

Thr ee

(3)
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Supply Chain
What is ISO for Healthcare:

A 1SO 9001 designed to ensure healthcare processes are
delivered in the same manner each and every time.
Reduce variation in delivery and outcomes in healthcare

A Establish monitoring system designed to provide
essential feedback.

Al SO 9001 has as itsod founda
(PDCA) cycle of continuous improvement.

The ISO Purchasing Standards
A Purchasing Control Input
A Purchasing Process (7.4.1)
A Purchasing Information (7.4.2)
Verlflcatlon of Purchased Product (7.4.3)
LA R of nature/service/product nonconformities
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Supply Chain
Elements of a Quality Management System

1 Organizational/Structure

} Responsiblilities identified

1 Methods to accomplish results
1 Data Management

}

Processes - including contract/purchased
services

} Resources - including natural resources
and

1 Customer Satisfaction

} Continuous Improvement
1 Service/Product Quality

1 Maintenance

}

Sustainability - including efficient resource use
and responsible environmental operations

Transparency and independent audit



http://en.wikipedia.org/wiki/Human_capital

Terminology in Quality Management System

Conformance - Consistently provides products and services that meet patient and
regulatory requirements

Opportunities for Improvement 7 A situation which could lead to a deviation from a
standard practice or perceived weakness of the system.

Nonconformancel Deviation from the standard practice that requires a correction or
corrective action.
Nonconformance 1 - Never want to happen again or happening to often
Nonconformance 2 - A lapse of control during the implementation of system/procedural
requirements, which does not indicate a system breakdown or raise doubt that services
will meet requirements. Overall system requirements are defined, implemented and
effective.

Correction - fixed an isolated incident or an issue not likely to result in non-control of the
QMS

Corrective Action (Determine the Root Cause) - corrective action plan, plan of
tion, Level 1 &2 action plan

A
""""""
\
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Terminology continued

Quality Policy = Mission, Vision
Quality Objectives= Or gani zati onos Quality Go:
Corrective Action = COQI/PI Process1 RCAs

Preventive Action = Weakness in the management system not yet
causing nonconformance i.e. FMEA Process

Internal Audit = Review of departmental & organization processes and
outcomes; individual performing cannot come from area being audited

Document Control = Documents that drives organizational actions
Management Representative = Accreditation/Regulatory Coord

Management Review = Enlarged Quality Committee Function
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The Intent of the Purchasing Standards

AThe purchased service/product is purchased from a
gualified vendor

AThe service/product purchased is adequately sourced

AThe received service/product conforms to requirements,
IS correct and free from damage

AVendors are continuously monitored for their
performance
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7.4.1 Purchasing Process

1. The organization shall ensure that purchased product
conforms to specified purchase requirements. The type
and extent of control applied to the supplier and the
purchased product shall be dependent upon the effect of
the purchased product on subsequent product realization
or the final product. (Risk Assessment)

2. The organization shall evaluate and select suppliers
based on their ability to supply product in accordance
with the organizationdos redg
selection, evaluation, and re-evaluation shall be
established.
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7.4.1 Purchasing Process

Records of the results of evaluations and any necessary actions arising from the
evaluation shall be maintained (see 4.2.4).

Management shall ensure the effective and efficient performance of the
organization. Examples for the purchasing processes should consider the following
activities:
A Timely, effective and accurate identification of needs and purchased product
specifications;
A Evaluation of the cost of purchased product, taking account of product
performance, price and delivery;
AThe organizationds need and criteria
A Unique supplier processes;
A Consideration of contract administration, for both supplier and partner
arrangements;
A Warranty replacement for nonconforming purchased products;
A Logistic requirements;
A Product identification and traceability;
A Preservation of product;

Ve

A=RQocumentation, including records
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1.

2.

Purchasing Information shall describe the product to be
purchased, including, where appropriate

ARequirements for approval of product, procedures,
processes and equipment,

ARequirements for qualification of personnel, and
AQuality management system requirements.

The organization shall ensure the adequacy of specified
purchase requirements prior to their communication with
the supplier.
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