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Competency 2 - Leadership and Professlonallsm
O Exemplar | - Loadership

Exampiar Il - Communicalions and Inlerperscnal Behaviors
O Exemplar !l - Dscision hMaking

Exemplar IV - Professional Davalopmant

O

Compataency 3 - Integrationfinnovation/Change Advocacy -
3 Exemplar | - Inngvation and Problam Solving 03 Exemplar Il - Risk-Based, Cost-Effazfive Approaches
O Exsmplar li - Cross-Functional Integration

Competency 4 - Quality and Contlnuous Improvement Focus
0  Exempiar | - Continuous mprovement Mindset £ Exempiar if - Quality by Design

Please complete entire section in English language (type or print clearly)

Dalg® 2000-2002 Applicant Name _
“Yaaris] In which expatence pocured  Position Ttﬁ&_

Exemplar Experience Description

During thasa bwo years of axperience, the most imponant

aclivibies were involved with vaSidation and qualily systems. | l2ad difierant end important projects

considaring thal (he company is a consuRiant firm, The first project that | managed was in 3 Pharmaceutical f{,ilﬂyﬂ_‘q‘ﬂﬁre | caried
oyl aii the vahidation achivilies for the parenteral products plant. It was developed all the qualification protocols for areas, systems e’

ling waler, sieam, 9ases,

compressed air and HVAC, considering domestic, FDA and Eurcpean reguirements. The protocols for all the manufacturing and packaqing equipment were

develapad and execuled {approximatsly 32 items), and process validation (media fill) was camied oul, A# these activitips were presenfed fo the Quality and Oparation

Managara of the Plant, and were audited by the worldwide audilors that the company had around the world. Also fhe information ssrved io approve a sanitary audi

by hefIauthesity. helping to the firm fo get the main purpose. | had continuous contact with the intemational heads of he company to give advances of the

project, not only by o-mail, but also by phono and personally, deing different presentations in English and._according to requiremants. Each woek | had o

send wrilen reporis and activities 1o be achigved for the next week according to the main program. Some changes were made |0 the pragram, dua to some delays in

the approval of profocols by he customers, and the different sudils camed out. | had 12 people in charga. Thera ware also given some courses of Good Validation

Praclices and Good Decumentation Praclices. The sacond proiect invoived Commissianing and Validation activities lead for a medical deviciI comoany,

tocafiad in } lead the development and execution of SAT"s and qualification protocols, including computer system validation according to CFR 21 Part 1. 1

had 10 peopie In chawme | gave Iraining in Good Validation Praciices. | presented raports (g the CEQ of ihe company sach week and | had 1o send wrilien repars Lo

headauartess in Enghsh. We applied risk management methodologies in the validation activities and accemanca criteria. considering the different (pols presented in

fhat lime, Differant kind of reports were develo

according 1o the audience, one's for technical positions, audiges and other for dredtive positions. The fhird project

included lhe deveiopment of all lhg decumentalion system for a biologicat company Il There was done the main SOP'S fo creale the quality system, as wel!

a5 well as the Validation Master Plan. { had 7 people in my charge. 1 had meeting with all the supplisrs and pariners in the project, each week. The reports wens in

-a:'rd had to be alven lo the CEQ of the company and Quality Assuranca Diseclor, in arder to ovaluata advancas Also | gave training tn GMP Audils and
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cartied out 4 audils io verify GMP compiiance in some manufacturing areas. The manufacluring process was evaluated and improved, presenting this results to the

management area and accepted the new flow activitiss, cooperating in the process validation. The project 4 involved with process velidation and development

of the valigation and documentation system for affimanufacturing firm in () with the purpose to aet FDA approval. | devsicped the Validation Master Plan

SOP'S of the quality system and protocals for the quaiification of 2 areas and 8 equipments related with the progess. As well as | achievad audits in order fo

verify the FDA compliance. The FDA approval was gotten. Each week, wrilleq reports in Enalish must be sent to the headquaners In USA notifving the advances of

the proiect. | had 6 people in my charge. The fifth project invaived the development of a Quality System for = RGm i~ @RI | h2d 6 people in my charge.

| developed SOP's, Quatity Manual, Validation Master Pian and Site Master File as well as, | reviewed ths layout for the new facility in order 10 gef compliance with

GMP and Good Engineering Practicss. Reports of advances had (o be sent to the CEQ of the company each two weeks in- | had fo evaluate suppfiers fo

give senvices of engineering and construction. | developed the basis to contract them. The sixth project involved the dasign qualification of the new facility for{JJJJ)

for 2 (N - <co-cin to F0A and (-eouitements. | particioated as GMP auditor reviewing the compliance and sanding reports in English
and lo the headquarters and-m anagement. | identified improvemenis in the design in personnel and materials flows, equipment location and

process loaical flow. | reviewed the Validalion Master Plan and protocols o qualify the areas, developed by them. | qave {raining in Gooed Validation Praclices.

I hereby certify that | am personally knowledgeable of and have witnessed the experience{s) identified hersin.
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