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DMAIC

DMAIC is a five-step method for improving existing process problems with unknown causes.

Control %
Maintain the % =)
gains and pursue Control

Define

Define the
problem.

Measure
Cza Quannfy the

perfection.
Improve Analyze
Solve the root . . Identify the
cause and verify cause of the
improvement. problem.
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Project Charter

A Project Charter is a living document for an |mprauement team that outlines the
presenting problem, the target and the of a process 1t effort.
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Baseline Measure

A Baseline Measure is data reflecting the “as is” state of a process.

Here's where
we started
before any

improvements,
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Root Cause Hypothesis Statement

A isan gl cause (or causes)
of problems in a process.
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Solution Selection Matrix

The Solution Selection Matrix ranks each proposed countermeasure for its ability
to solve a problem and the level of effort required.
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Monitoring & Response Plan

The Monitoring & Response Plan checks whether a process is performing as expected

and details what to do if not.

MONITORING

RESPONSE
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ISO 13485 Process Model
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25 Josz e oSSl el aslie g Lulpl cpl e Syo sl
slp ohd cdile Wbl plsa osls s 612 IS0 anail g9l
1SO 14644- 1:2015 5 luiliasl |5 00 saseios juad 3blis 5 jaad glo 3l!

Ao oo Hlis |y
1SO Maximum allowable concentrations (particles/m3) for
Classification particles equal to and greater than the considered
Number sizes, shown below

>0. >0. >5.
>0. 1ym 2um  3um >0.5um  >1pm oum
ISOClass1 10° € € € € G
ISO Class2 100 24P 10° d d €
ISO Class 3 1,000 237 102 35° d e
ISOClass4 10,000 2,370 1,020 352 83P €

ISO Class5 100,000 23,700 10,200 3,520 832 def
ISO Class6 1,000,000 237,000 102,000 35,200 8,320 293
c c

ISO Class 7 ¢ 352,000 83,200 2,930
ISOClass8 °© ¢ ¢ 3,520,000 832,000 29,300
ISO Class 99 ¢ ¢ ¢ 35,200,000 8,320,000 293,000
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223 e iabe |, (F++A) GMP

g:;zg;?_gm Maximum permitted number of particles /m3
EU GMP ISOEN  Atrest>0. Atrest>5.In operation In operation
Grade  14644-1 5um Opm >0. 5pm >5. 0um

A 5 3,520 20 3,520 20

B 5 3,520 29 352,000 2,900

C 7 352,000 2,900 3,520,000 29,000

D 8 3,520,000 29,000  Notdefined Not defined
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Airsample  Settling plate ~ Contact plate  Glove print
Grade  CFU/m*  CFUM90mm/4¢h CFU/55mm  CFU/5 fingers

A <1 <1 <1 <1
B 10 5 5 5
C 100 50 25 -
D 200 100 50 -
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