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Chiara Aibertoni
Masch 2018

CURRICULUM VITAE

CHIARA ALBERTONI!

lialian
224 ApRil. 1972

Compliance & Clinical Quality Assurance Consultant
Freelancer
Consyltancy company

e Provision of compliance and GCP regulatory expertise and support to phama, biolech and
CRO companies

» Policies/SOPs/Working Instructions and Quality Manua praparalion

+ GxP Auditing services (e.g. system audi, on-site audit, Trial Master Fila audit, clinicalrstudy
report audit, efc.)

» Praparalion and support lo Regulatory Inspections
o Trainer on GCP and clinicdl iridd management
» Support to compulerized system velidetion activities '

-~
L4

Head of Global Quality Services & Business Excellence (formerly Quality Services
International Service Unit Director)

THERAMefrics S.p.A. (formerly Pierel Research ltaly S.p.A.)

Via Alberto Falck, 15 - Sesto San Giovanni {MI)

Conlract Research Crganization (CRO)

e Organization and implementation of the overall company stralegy and operalion targels related
to the Quality Services (special focus on fraining, career documentation, organizational cherts
management, global and locel policies, SOPs and other supporting documents)

» Monitoring of the performance of QA/OM projects tn term of associated costs and revenues:
Implementation, managing and maintenance of a company specific quality system

o Provision of GCP regulatory expertise and support to company steff and clients; altending
meetings as Quality Service representafive and GCP expert

o Review of all Policies/SOP=/Wls prior lo finalization and implementation

» Management of conlracted, non-contracted (intemal) and external audits on behalf of the

company or on behalf of a sponsor according to the relevant SOPs, GCP, GMP and regulatory
requirements. Managing of pre-assessment visils

» Reporiing to the CEO on &l mattars within its remit, including proactive identificalion of issues
requiring CEG/COO and Executive Bosard consideration
» Management of quelity issues relating to the operational management of the company

o Responsible for the release of new technological tool/computerized systems, duly validated
and GCP compliant, in order to maximize the quality and effidency of the different
procasses/activilies involved in clinical rials conduction

Quality Assurance Manager
THERAMetrics S.p.A. {formerly Piemel Research Italy S.p.A. and Hyperphar Group S.p.A.)
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Company Typology/Area

Task and Responsibilities

2000 - March 2006

Company Name and Address

Company Typology/Area

Task and Responsibilities

September 1999 - Septsmber 2000
Company Name and Address

Compeany Typology/Area
Task and Responsibiliies

Ctuara Atberton!
March 2018

EbucATION
March 2000

Via Alberto Falck, 15 - Sesto San Giovanni (M)

Confract Research Organization (CRO)

# Definition and supervision of company Iraining programmes
» Training courses organization

e Support to the company department responsible in evaluation of technical and prolessiona
competences of CRA (e.g. by means of co-monitoring-visits)

o Writing, review, update and management of SOPs related to clinical trial and company quality
system management

e Planning and performance of syslem audits (induding internal audit to the company
depertments) and study-specific audits (both in house and on-sile). Support to the company
management and invalved functions in casa of extemal audits; audit findings management and
resolution

* Pharmacovigilance activities managament

o Responsible for the release of new technologica tools/computerized systems, duly validated
and GCP compliant, in order to maximize the quelity and efiiciency of the different
processes/activities involved in clinicel trials conduction

¢ Implementation and management of Company Quelity Syslem according to 1SO 9001:2000
stendard

= Support fo intemetional Piemsl Research responsible regarding to QA and SOPs harmonization
process

Consultant

Pharma Quaiita Europe 51!,

Via degli Innocenti, 2 - Figline Valdemo {FI)

Consultancy and services in Computer System Validation and Quality Management for
phammacauticel, chemical, blomedical and medical devices industries

» Computer Syslem Validation inciuding, but not limited to, clinical databases, laboralory and
ERP sysiems

» Validation documents issuing including, but rot limited to, VPL, URS, FSP. DSP, TPL, test
protocals (1Q, OQ, PQ), validation report

« Exacution and support to validation activities (including risk analysis and test exsculion)
= Wrifing, review, update and management of SOPs reiated to GMP and GCP

» Pracess Mapping and Risk Management

* 21 CFR Parl 11 Gap Andysis

« Planning and parformance of system audits audit to computerized systems, GCP audits (in
house and on-sita)

o Software Supplier Selection

Post-degree working experience

Bayer S.p A.

Via Delle Groane 126 - Garbagnate Milanese (M)

Pharmaceulical Company ~ Manufaciuring plant

Collabaraiing with the Responsible of the semi-finished (lablets, powers, pellets) manufacturing
Department, | gained experience in:

e Writing, review, update of SOPs related to department ectivities

* Writing, review, update of master balch record

o Conlrol and review of manufacturing aclivities through the check of the batch records fited in
by operators

« Analysis of deviations: invesfigations, davelopment and improvement working instructions
» Annual Batch Review

Stale Examinaiion as Pharmacist
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EDucATION

March 2000
Institution

July 1999
Institution

SIGNIFICANT TRAININGS

22m February 2018

Institution

120 January 2018
Institution

284 September 2017
Institution

20m July 2017
Institution

13r January 2017
Institution

30" March 2016
Institution

8% January 2016
Institution

20h May 2015
Institution

10" December 2014
Institution

220 Apyil 2008
Institution

15L2m April 2008
Instilution

190.20n October 2006
Institutions

2 December 2005
inslitution

13» 14t October 2005
Institution

&b May 2005

Institution

20021 November 2003

Chiara Alberton
March 2018

State Examination as Pharmacist
University of Study - Milan

Phammaceutical Chemistry and Technology degree
University of Study - Milan

UE/EMA clinical trials documentation
AIFA Inspection at clinical phase | Unil
SSFA - Bresso {Ml)

Audting under ICH-GCP R2
GxP Engaged Auditing Services GmbH -Munich

IMP Flow
SSFA, AICRO - Milan

Guidance lo Pharmacovigilance
Biogen ~ web training

EMA Inspection. GMP/GDP, GCP, GPvP, Quality System

GxP Engaged Auditing Senices GmbH -Munich

Phase | Clinical Trials in ltaly
SIF, SSFA - Rome

IT for Auditors
GxP Engaged Auditing Services GmbH -Munich

Inspections Preparation
TheraMetrics S.p.A.- Milan

GMP Annex 13
TheraMetrics Sp.A.- Milan

Meetings Management
Rovalti Consulting - Milan

Publick Speaking
Rovatti Consulting - Mitan

Good Clinical Practicas Advanced Course

GIQAR (Italian Group of Quality Assurance in Research) - Rome

CRA Advanced Course
AICRO {Italian Association of CRO) - Milan

Training GCP: QA and Audit (2nd part)
Sigma Tau - Pomezia

Training GCP: QA and Audit
Sigma Tau - Pomezia

Good Clinical Practices Course
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Institution GIQAR (italian Group of Quality Assurance in Research) - Rome

Novamber 2000 2° Conference on Computer System Validation in pharmaceutical industries
Institution QAL - Lugane, Switzerland

Continuous traineng and professional refresher through the paricipation ta nahonal and Memationa! courses
Last ICH-£6 GCP training on 14 May 2015

SKILLS

NATIVE LANGUAGE ITALIAN

OTHER LANGUAGES ENGLISH *
Reading Goop
Writing GooD
Speaking GoaD
* Level B2 in the Council of Europe Common European Framework: final examination {FIRST exam) passed on June 2007

iT Good knowledge and use of computer

OTHER SKILLS o Auditor certified according to ltalian Ministerial Degrea 15 November 2011

¢ Good exparience as trainer

¢ Membarship:

AF| — Associazione Fanmaceutici Industria {ltalian Pharmacsutical Association)
SSFA - Socisty for Applied Pharmacological Sciences

According lo the Halian Law 196/2003, | authorize the processing of my personal dala hereby transmitted.
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