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Objectives of internal quality control

— Confirmation we have alignment with business
objectives and customer expectations

— Audit/Measurement/Validation
* Managing cost-and productivity
» |dentification of process improvement opportunities
* Reduction in employee stress

* Possible leveraging opportunities related to
regulatory compliance.
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What Is Process Management?

|dentification of critical business areas that must be
defined, controlled and maintained.

Critical business actions must be repeatable and
measurable

System design-must allow for changing business
needs

Customer.requirements must be identified and
incorporated into the system.
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Introduction to Process Management

Documentation in internal quality control

Quality Manual (50 pages maximum)

Administrative and Operational Procedures

(| \Work- Instructions (task level detail)

Records
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Introduction to Process Management

Management system structure -
documentation

Quality Manual - Overview

of system. 50 pages or less Operational and

Administrative Procedures
4 -6 pages with flow chart
includes “what” is to be

accomplished
Work Instruction =

one person onetask
includes “how” work
is accomplished

Prof.. James W. Muthomi
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Introduction to Process Management

Business Process

Procedure/ Activity

Activity #1
Inputs Output

) A y
Input
Data/ Documen ctivity #2
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Introduction to Process Management

Inputs

e Specifications

 Data and/or documents

e Manuals

@M Is UoN

» Output from alcompanion/process 110111 [nsliiuie
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Introduction to Process Management

Activity
* An action or activity or doing something
A component of a larger process

 |f activity is not initiated, the process will fail

. Typ|c of al tas mg
T
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Introduction to Process Management

Work Instruction

* An action or activity

* Doing something

e Asub of a.procedure
ety s ole ) [N
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Introduction to Process Management

Work Instruction
* An action or activity
* Doing something
* A subcomponen edure
. TyplcSEMI urQN
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Introduction to Process Management

Outputs

* Confirmation that an activity has achieved a
defined state of completeness

e M s UoN
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Introduction to Process Management

Documentation Structure

System Documentation

Quality Manual (50 pages maximum)

Administrative and Operational Procedures

Work Instructions (task level detail)

Records
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Introduction to Process Management

Quality Manual

Overview of business operations including
Quality Policy and reference to support
documentation. Quality Manual views
~ management system structure from an
introductory Foint of view. |
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Introduction to Process Management

Procedures

Administrative Procedures
« Document management
* Internal audit
%ortectlve action

theH

Operatlonal Procedures
"-ﬁWhenr -

“rceWhere N airob

* Who
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Introduction to Process Management

Work Instruction

Work Instruction

 Task level detall

* Viewed as one person one task

» Describes “how” work is accomplished

Is UON
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Introduction to Process Management

Records
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Introduction to Process Management

Thank you for the

Laudience |\
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