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Facilitation
routines 

Action Plan

A3
4- Root Cause Analysis

Ishikawa analysis for a
comprehensive overview
of potential causes.

MeasureWorkforce Medium

Machines are
frequently

inadequately
calibrated.

Cause
fondamentale : 

Machine upkeep Quality assurance of
processes

5. Why? To conduct a
thorough analysis of the
causes and identify the
underlying issue.

SMART
objective: 27

8
9

1- Problem Description and Scope

What is the present situation?

3-What is the aim?

5-Measures 

6-Implementation Strategy and
Evaluation

7-Evaluation of Outcomes 

8-Standardisation

Project Title: Batch Quality Issue

Batches of medications are being
rejected for failing to meet quality
standards. 3

Project Manager: Thierry Blanc Date: XX/XX/20XX

Issue

Tablet Production Line No. 3Scope 

The batch rejection rate stands at 8%,
significantly exceeding the acceptable
standard of 1%.

Observations: 

The current rejection rate stands at 8%.Starting point:

Lower the rejection rate of products
produced on production line no. 3 to below
1%.

Methods Machines

Quality
control

procedures
are not being

adhered to
appropriately.

“Absence of a preventive
maintenance program with
designated accountability,
resulting in inconsistent
calibrations.” 

Establish a
preventive

maintenance
program for

the machinery,
incorporating

regular
calibrations.

Clearly
delineate the

responsibilities
associated

with the
management

of this
program.

Standardize
quality control
procedures to

guarantee
consistent
adherence.

Enhance
operator
training

regarding the
utilization and
calibration of
production
equipment.

Establishment of
a maintenance

schedule
incorporating

weekly
calibrations.

Training of
maintenance
technicians to
adhere to this

program.

Revision of
production

guidelines and
monitoring
documents.

Implementation
of supplementary

controls during
production.
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Monit
oring

of
three

key
perfor
manc

e
indica
tors: 

Batch
rejection rate

Number of
calibrations executed

punctually

Number of
nonconformities

identified during quality
audits

Develop thorough
documentation of the

updated maintenance and
quality control procedures.

Implement consistent
training programs for

employees.

DMAICPDCA

Defining
performance

Establish
objectives

Examine the
issues

Assign
them

Resolve
them

Achieving success is the result of various
interrelated factors: 

S ecurity Quality Cost Delay Personal

A "problem" is a divergence between
the actual situation and a standard,

nominal, or anticipated situation.

Objective

Quantified reality

Ecarts

Visual dashboard and
performance indicator

monitoring
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