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services produced by the business through the removal of defects (“‘?:‘3%"255122%‘”) * Internal testing Is key In the process. Taking time for testing
and errors. The six-sigma methodology is to improve a process ===t i 11§11 @ before the actual validation made a difference.

with a positive implication on quality of product or like in this ER: o Uﬁ /3 i « Adding resources to the process like including a verifier
case a service in the Information System Department to reduce the = . N i e & > e[| demonstrate that deviations and time reduce significatively.
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validation Is approving the Automation Engineers will download ST C d Effect Matri Root Cause assessment cvelopea nete. . .
. . - | ause an ect Matrix  In-depth exploration of how Change control can influence
the code to the production environment. . .
| . Method Test In the code downloading delays.
Va ue Stream Mapplng 0,: standard deviation of Pre Implementation _ ° R h Id I h d d' h
P bl o standard deiation ofPost Implementatin Nulbypothesis ~ Hoi 03 /0y =1 esearch could explore the types depending on the system
ropiem Pareto Chart — T e — s . e change, that can include, parameters, graphics, recipes,
_ ] ] " 100% Chanae | oescription | SPECS aye) tdayo) Functona | Exccutio| [ poviaton| _e- Days infxceution]  days Descriptive Statistics Test -
In order to reduce Computer System Validation delays will be v e fores | \e N StDev Varance 95 Clforo Method _ Statistic DFI DF2_ P-Value formulas o phases and how these changes may Impact the
. . . . . . . re Implementation 12 0. . 455, 2. one ) ,
investigating all deviation created in a period to analyze root { oo totlplenenatin 12 0389 0152 (1SHo4)  Lewne 182 1 22 0101 coding. Opportunity to explore the implementation of the
Causes to determlne and Implement a Solutlon and to Improve g Remove Resin counter Ratio of Standard Deviations flndlng SOlUtIOnS tO anOthel' SyStem beSIde thIS One
download to production withing the Automation department to - s o Jove ﬁ:rq Variance (Deltav), Logmate, RT reports or-any other computerize
oroduction | Cause CorrelationScore  Total Value caimated 95% 1 for Ratio wiing _ system. Research could explore which systems may adapt to
Validation Plan approval 9 2.0% W Ratio_usingBonett_Leven Test Analysis implement Sig Sigma in their process.
M th d I Testing assessment 9 2.0% _ — _
etnoao Ogy Validation Summary report 21 5.0% I il i e e o e oo o e
L T : : .- Deviations assessment 63 16.0% e “ Contro—IPhase
The six-sigma objective Is to Improve a process with a positive : R | cvone 0c it 3 N
: .. . o : .. Testing approvals 72 18.0% —— : Deviati K
implication on quality of product or like in this case a service in the : - EVIUDN W acker
- - - - SPECs review and approval 81 21.0% FTF-CV-07 |Compls 0 *Responsible: Validation Engineer
Information System Department (1S). Six Sigma techniques and TR 135 35 0% o e o De R Crsti ik share vl Tearn
- - - - —— A ! o oo members and stakeholders
tools is a common approach to continuous improvement in a brocess Data Collection D Ackn OW|edgementS
business sector and often include a framework tool called DMAIC | Ph *Frequency: Weekly
that outlines a method of identifying and challenging sources of MProve ase
poor quality, and inefficient processes, looking for opportunities for S .
, seec revew | specs spprova T e ton e Dr. Jose Morales Morales — Advisor
Improvement. change Description s — \days) Fonctonsl | Excontion| | ooviston | _e- 22ys In bxecution days Implemented Solutions .
coected Acul cpectea acun| 1O S [fevators| opeecson — —npement . Priorities * Automation Department
Priorities PM assigned, timelined monitored - e Protact Manscar . IS Department
sKRespons ~w L n
| FTF-CV-01 | Completed 0 NIA No RE-executions Automation Eng. Include revisions in their internal testing ODes‘c):)lption: Cfea’te schedules with cross functional COI Ieagues
_ Remuvdeluﬂga::i:: repors department input ¢
_ T aunuc?antgnsfhrpmnertw SECAEY) : TFCV-02 | Complted |0 | WA | 1o Executions Validation eng included during the executions as a verifiers *Method: Standup meetings, Project Meetings
e FIF-CVR03 | Completed - SPEC o Validation Eng creates a *Frequency: Each Change Control
. il Ll B L Smarsheet including all the
| FTF-CV-05 | Completed | 0 oA No execution steps, tracking any
9 '_ | 0 Total Total Total delays. Smarsheet monitored by
o : 20% o Deviation Tracker the P
DEFINE MEASURI IMPROVE CONTROL change N pecs | soecs review | Specs approva : _ _ _Em"ﬁo" —
e Launch Team » Docume the * Generate Solutions » Control the o - Expeiifzs;ﬂ"ﬂl Expe;zs;ﬂ"ﬂl T::t F:rl::s ;ca:u?n Peviations ;‘;:m Sxecution ::TD:;;EH:EE Expeﬂ:y:ﬂ"al POSt Implementatlon SOP and WOl’k lnSthCtion
« Establish Charter roce: e Evaluate Solutions Process FTTCVAT | Completed 0 WA fo 2 2
.plﬁn Project .t « Collect Baselin . O.ptimitze Soluttions « Validate project o | st | | 2 Z::Ei E::E::: ; s;ic :: : : 3 Pr 0CESS D ata C O”@CtiOn OResponsfble: Automation Engineer '
» Gather the Voice of laf * Pilot benefits modification FIF-cv0d | Compliea | " - 3 3 *Description: Update SOPs and Work Instructions
the Customer » Narrow project « Plan and e ovts | comeen| g o N 3 3 guidelines to include internal reviews requirements
« Plan for Change focus implement eMethod: Documents
5 T}:' T}:‘ *Frequency: Before the project closure




	Slide 1

