PERSOMAL INFORMATION

WORK EXFEREMNCE

From Dec 2020 - ONGOING

From Oct 1% 2022 o Dec 31¢
22

From Oct 2012 to Dec 2020

Cumiculum Vitae
Sikvia Ciampa, Biomedical enginesr

Silvia Ciampa

Biomedical engineer officer — Medical devices assessor

Ialian Ministry of Health, Department of Health Planning, Medical Devices, Drugs and Policies

for the Mational Health Service, Medical Device and Pharmaceutical Service Directorate,
Medical Device Clinical Investigations and HTA Office

Sector Pubhc Healih

= Investigational medical devices techrical-regulatony assessor

= Technical validation, assessment and safety monitor of clinical investigation applications under MOR
* Member of the Secretriat of the National Sieering Committes for HTA

* Member of the Emerging Health Technologies subgroup of the HTA coordination growp wnder the
regulation ELJ 20212282

= Altemate member of the HTA Coordination group

= Afemate member of the Clinical Investigation and Evaluation Working Group within the Medical
Device Coondination Group (MDCG). Main actwities:

= Co-leader of the tEsk force for the development of the new MDCG dinical evalsafion
guidance under MOR
= Participant in the Cluestions & Answers regarding clinical investigation task force

Mational Expert in Professional Training

European Commission- DG SANTE — Uinit D3, Medical Devices [Brussels)

Sector Public Health

* Support activities in the dlinical investigation and evaluation and Motified Bodies fields

* Preparatony work to start a task force dedicated o the development of a new guidance

Technical-sales enginser

Med-logix srl, Roma [wew.albahyperthermia.com)

Businzss Medical Device Developer Cormpany

TECHMICAL-SALES AREA

= Technical product specialist (Europe and Asia)

= Customers fraining and scientific support

= Tenders' techmcal documentation

= Clinicaltechnical marketing matesials

= Organize and paricipate in iniemational conferences, scentific mestngs. seminars, and product
dernonsirations at key reference skes (cinical oncology and radiation oncology depariments).
RE&ED AREA

= Moniior, analyse, and evaluate product performance and customer feedback to improve exsting
devices and develop new products

= Coordinate RED projects in collaborabion with academic hospitals and universities.

= Collaborate chosely with the enginesring team to confribuie to products testing and development

= Reseanch grant applications

REGULATORY AFFAIRS AREA

= Clnical evahmatons and post-marketing sunveillance.

* Prowide support o the regulatony affairs deparment by assisting in the preparation of technical
dossiers.
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From May 2017 to Dec 2020

From Apr 2012 to Sept 2012

EDUCATION AND TRAINING

Form Mar 2021 to Jan 2022

Feb 2014

A8 20052006 - A8 20112012

Courses
Crec 2023

Dec 2022

o 2021
Feb 2016

Jan 216

PERSONAL SKILLS
Mother tongue|s)

Cither language(s)

English

REGULATORY AFFAIRS FREELAMCE COMSLILTANT (occasional)

Auwthor for medical device dinical evaluaton reports. ncuding 3 comprehensive iemature revew, data
analyss and appraisal for vanous medical device calegones.

Businzss Medical Device Reguiatory afairs

RESEARCH INTERSHIP
AMSTERDAM UNNERSITY MEDICAL CENTER — RADIOTHERAPY DEFARTMENT
Clinical walidation of a treatment planning software fior cncological desp hyperthemmia

Sector Reseanch

Il level post-graduation Master in Health technologies assessment and
management

Universita Catiofica del Sacro Cuore- Roma

Principles and praciice of HTA: HTA methods; Principies and Practice of Systematic Review;
Economic evaksation in healthcare; Management of health organizations and impact asses=ment

Ethical, social and legal aspects of HTA; Health systems, HTA and policy making.
Vote: "Best project™ aw.and

Clualification to exercise the profession of industrial enginesr
Universita di Roma Tor Vergata

Master of acience in Biomedical Enginesring (LM-21)
Universita di Roma Tor Vergata

Elecironics, Biomedical Instrumentation, Signal processing, Medical imaging, Mechanics Bio-
prosiess, Modeling and simulation of physiclogical system, Fundamentals of Medicine, Biomatenals,
informniatics.

Finake wobe: 1107110

Course “Muowo codice dei contratii pubblic”

Italian Ministry of Health

Trainimg for medical device Mational Experts invobeed im MNotified Bodies Joint Assessment
European Commission, Dublin

Intensive course in administrative law

Italian Ministry of Health

Class [Ib medical devices slecTic safety f=st

TEST SRL- Perugia

Cuality system managemeant according to 150 13485

Sistemir srl - Milano
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Curriculurn Vitas
Sihia Ciampa, Biomadical enginesr

Organisational and management  « izry good team keading skills gained through fhe past experience in coondinating projects and
skils curment expenence of leading an intermatonal team of reguiators:
* \ery good management skills gained thanks to the past work in 3 small company where | was
used to manage multiphe prosects in diferent areas and to the cument job whers 'm used to
manage multiple processes having strict deadines
Communication skls .« \ery good werbal and writen communication skills gained through my experience as technical-

sales specalist where | was used to communicate with diferent professionals in multicutural
environments
as wedl as through my cument work espenence

* \ery good empathy and achive listening skils due to my natural predisposition fo personal
relationships

Technical skils  « Medical device regulations and standards
= Clinical evahation and cinical investigations of medical devices
* He:aith Technology Assessment
= Concept, developrment, marketing and launch of new medical products
= Drafting technical and marketing documentation {project specifications, test procedures, manuals,
technical dossier, tender and research grant docurments, brochure, presentations, efe.)
= Software functional analyss and validation

Computer skils  Excallent command of Microsoft Office: tooks and the: Intemet (ECDL licerse |, Matlab, Balsarmiq Mock-
up, Use of CAD modeling software (SolidWorks) - basic keeel, Comsol Muliphysics - basic kevel

Driving licence B

Teaching expefience = May 2017: Seminar on e development of 3 new medical device for deep hyperthenia treatmisms ALES 40,

Universiy La Saplenza, Rome, COURSE OF BIOMEDICAL EQUIPMENT, BIOMEDICAL ENGINEERING
FACULTY

& July 2024: Lessons on cdnical Investgatons under Medcal Device Requiaion, Univessity |3 Saplenza, Rome,
DEPARTMENT OF QDONTOSTOMATOLOGICAL AND MAXILL OFACIAL SCIENCES

Publications  « Kok HR: Clampa =, de Krnon-Oidenhef R, Seqoerta-Canvalho £1, van SEm G, ZumimeSaefoming P

Siaipers L), Galjsen £D, Bamat F, Bel A, Crezee J. Toward onine adaptve iyperhemita Seatment planning
comaiation bafwean maasured and simulated spacific absorpbon rats changes caused by phase steerng In
patiants. int J RadaiCncolBiol Phys. 2014 Oct 13025435345

« Tasamoni |, Ciampa S, Cavagnar M. Human bady modss for valldaton studies of desp hyperfenmia. Int J RF
MicrowComput Akded Eng. 3017

« Famo M., Ciampa 5., Cappell B AL, Paglamd £, Sonanl &, Vendtiell M. Marker-based regisration for antemna

postioning In superficial hypesthenTia {13t Intemational Congress of Hypernemie Oneology 2021),
itipe:Amcsedings.-em, Beontentinetalk 20104 TE3841

« Deveiopment, teet, Cerfication and marketing of 3 new radlEEve SyStem for oncongical decp Nypernamia (ALBA
4D, TEs Ay DR hETa Con Duiert alD3-43-Jresion-Tyenemia))
» Development of an mage-gma:lmtnr.apaw rr_tpﬂ‘h‘lermﬂ applicator posion system

mmmammmmmmmmepmmmﬁa
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Eng. quality assurance phantom for deep and supericlal hypesthermia systems

Conferences  Ragquiatory Affairs DAY, Assocdazione Rallana Ingegnenia Clinica; ESTRO (European Sockety for Radiotharagy &
Oncology), ESTRO MEETS ASLA, ESHO (Ewogean Sockety for Hyperhamila in Oneoiogy), AIRD [Sodets talana
o mooEmEpla), DECRO (Geman Stolety for Radoiherapy and Oncoogy), SASRD (Swiss Sockty for
Radomerapy and Cnocicgy) dal 2013 & 2015

F.TO

Fome, 1706225 S
Silvia Ciampa
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